ITpunoxenue Nel
K npukasy PenepajbHON CITyKObI
T10 HaA30pYy B cdepe 31paBOOXpaHEHHS

oW 9 ALY Ne T45K

®opma

ITpoBepOYHbBIH JHCT
(cMHCOK KOHTPOJILHBIX BONIPOCOB),
ucnonb3yemelii ®enepaibHoii cayxboii no Haa3opy B cdepe 31paBOOXpaHeHH
H ee TEPPHTOPHAILHLIMH OPraHAMH NPH NPOBEACHUH NVIAHOBLIX MPOBEPOK MPH
ocymecTB/IeHHH deepanbLHOro rocy1apcTBeHHOro Haa3opa B cdepe oOpaleHHs
JIEKapPCTBEeHHBIX CPEACTB
(XpaHeHHe JeKapPCTBEeHHBIX MPENapaToB sl MeJHIHHCKOro NpUMCHEHHAs B
OpraHH3alUH{ ONTOBON TOProOBJ/IH JeKAPCTBCHHbIMH cpeacTBaMH)

(HAMMEHOBaHME OPTaHa, OCYIIECTRISIOMIETO IIAHOBYIO POBEPKY)

1. Bun roCy1apCTBEHHOIO KOHTPOJIA (Ham3opa)

2. TlpeaMeT IwIaHOBOM NPOBEPKH FOPUIMYECKHX JIMI H HWHIUBHIYyaJlbHBIX
TNpeATNpYHAMATENe}l OrpaHMYMBAaeTC O003aTeNbHBIMU TpeGOBaHUSIMH, COOJIOIEHNE
KOTOPBIX ABISETCS HauGolee 3HAYUMBIM C TOYKH 3PSHUs HENOMYIIECHNS BOSHHKHOBEHNA
YIpo3bl NPHYMHEHWsS Bpela XXH3HH, 3HOPOBBIO TPAXIAH, H3IOXCHHEIMI B dbopme
IIPOBEPOYHOTO NHCTA (CIIMCKA KOHTPONBHBIX BOTIPOCOB).

3. HauMeHOBaHWe IOPHAMYECKOro JHIa, GaMUIMs, MM, OTIECTBO (IpH HATHIAH)
MHIWBHTyalbHOTO MpeATNPUHAMATEIS:

4. Mecto MPOBCACHUA TJIAHOBOM MIPOBEPKH C 3aIIOTHCHHCM MIpOBEPOYHOro JIHMCTA:

5. PexBU3UTHI IIpHKa3a O IPOBEECHHUH IIAHOBO! IIPOBEPKU: OT

Ne

6. VYdueTHBlif HOMep TPOBEpPKM M  Jara  TPHUCBOCHHA  Y4YETHOIO
HOMeEpa IIPOBEPKH B EnunoM peectpe IIPOBEPOK:

7. IOIDKHOCTD, haMUIH ¥ MHHUIHAJIB! JOJDKHOCTHOTO JTUIIA (7m11), MPOBOAAIIETO(HX)
IJIAHOBYIO ITPOBEPKY:

1. ;

2. ;

8. IlepeueHp BOIIPOCOB, OTPAXArOIIUX CONEPXKAHHE 06s13aTeNbHBIX TPeOOBaHUIA,
OTBET Ha KOTOpPHIE OJHO3HAYHO CBUIETENECTBYET O COOJIONCHMHM WK HeCcoOJII0IeHNH
JOpUIMYECKUM  JIMIOM, HHAMBHUAYalbHBIM  NPEINPUHUMATENCM 00s13aTeNBbHBIX
TpeGOBaHM#, COCTABISIOLINX PEIMET IIPOBEPKH:
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Bonpocsl, oTpakalouue coaepkanue
o6s3aTe/IbHbIX TPeGoBanui

aa HET

®@enepanbubiii 3akod or 12 ampeas 2010 r. Ne 61-®@3 «O0 obpalleHHH JIEKAaPCTBEHHBIX CPEACTB»
(CobGpanne 3aKOHOJATEIHCTBA Poccuiickoii ®exepanun, 2010, Ne 16, cr. 1815; 2016, Ne 27, cr. 4283)
(zanee - 61-@3); IipaBnia HaQIeKamell NPAKTHKA XPAHEHHHA U HEPEBOIKH JIEKAPCTBEHHBIX NpenapaTos
A MEIHMOHHCKOr0 HPHMEHEHHs, YTBEPKACHHbIC NPHKA3OM MuHHCTEPCTBA 31 PaBOOXPaHEHHS
Poccniickoii ®enepanun ot 31 asrycra 2016 r. Ne 646u (3aperucTpupoBan MunAHCTEPCTBOM IOCTHIHH
Poccniickoii ®enepaunn 9 susaps 2017 r., perucrpaunonnbiii Ne 45112) (nanee — Ilpasuna HagIeKamed
npakTaku xpadenus); IlpaBhaa XpaHeHHsSl JIeKApCTBEHHBIX CPEACTB, yTBEpKACHHBIC NPHKA30M
MHuHHCTEpCTBA 3ApaBOOXPaHeHHs] B COLHAJBLHOIO pa3BHTHA Poccuiickoii ®exepanun oT 23 aBrycra
2010 r. Ne 706n (3apermcTpupoBan MHHHCTEPCTBOM IOCTHIHH Poccuiickoii ®enepaunn 4 oxradps
2010 r., perncTpaunmoHHbii Ne 18608) ¢ H3MEHCHHSIMH, BHECEHHLIMH TNPUKAIOM MuuHuCTepPCTBA
3ApABOOXPAHEHHS M COUHAJIBHOTO Pa3BHTHHA Poccniickoii ®exepannn ot 28 nexaépa 2010 r. Ne 1221n
(3aperncTpupoBaH MUMHHACTEPCTBOM  IOCTHIHH Poccmiickoii  ®enepanun 4 ¢despans 2011 r,
peracrpanuonnbiii Ne 19703) (nanee — IlpaBuja XpaHeHHs JIEKAPCTBEHHBIX cpeacTB); IpHKa3
MuHHCTEpPCTBA 3APABOOXPAHEHHS H CONHAJIBLHOIC PA3BHTHA Poccniickoii ®enepanun ot 28 nexabps
2010 r. Ne 12221 «O6 yrBepsxaennn IIpaBHi ONTOBOH TOProBJH JIEKAPCTBEHHBIMH CPEACTBAMH st
MeIMIMHCKOro NpHMeHeRHs» (3aperncTpuposan MHHHCTEPCTBOM HOCTHIHH Poccuiickoit ®eepannu
4 denpans 2011 r. Ne 19698) (nanee — IpaBuia OnTOBO#i TOProBJIH)

Crncrema obecleveHusi KauyecTBA XDAaHEHHsS W __NIEPEBO3KHM JICKADPCTBEHHBIX NPENApaTos
(ctaThbs 54 61-®3; I'nasa II, myHxToI 3 - 6 IIpaBua HagIexamed NMPaKTHKH XpaHeHH)

I. V1BepXkAeHEl JIM  PYKOBOIAHTC/ICM cyobekTa | IyHKT 3 Ipasun HaJUIeXKaleH
oGpamem»m JICKapCTBCHHBIX CPEOCTB | rpaKTHKU XPaHCHMA
CTaHAApPTHBIC ONCPAIIMOHHBIC npoueayphl

(nanee — COIT)?

2. OnpeienieHa /i1 OTBETCTBEHHOCTh pabOTHHKOB MOAMYHKT «6» myHKTa 4
cy6BeKTa o0pallleHus IEKapCTBEHHBIX NPEenapaTos [pasun
Ba HapylueHHe TpeOOBaHMH, YCTaHOBICHHBIX HajuTeKallei NpaKTHKK
HacTosmuMy [IpaBriaMy HaTexKalled NPaKTHKK XpaHeHHA
XpaHEHUs?

3. HasHaueHo Jil pyKOBOJHMTEIEM OpraHU3aliu mynkt 5 TIpaBun Hajiexamen
OIITOBOM TOPrOBJIH JIEKAPCTBEHHBIMU CPEACTBAMM | MPAKTHKH XPaHCHHA
[TML10, OTBETCTBEHHOE 32 BHEIPEHHUE U
bGecrnedeHHe CHCTEMBl KadecTBa?

4, Y ka3aHBl JIM B JJOFOBOPE, 110 KOTOPOMY myHkT 6 [IpaBw Hanexalen

OCYILCCTBIIACTCA nepeaa4da OeATeIbHOCTH HA
AYTCOPCHHT.

TNpaKTHKH XpaHEHUA

0BA3aHHOCTH KaX/OM U3 CTOPOH?

myskT 6 [TpaBui HauiexaleH
MpaKTHKH XPaHEHUs




nopAAoK AecTBHH?

nyHkT 6 [IpaBi Hajexamen
MPaKTHUKK XPaHEHHA

OTBETCTBCHHOCTDH CTOpOH?

nyHkT 6 [IpaBu HaaexKaleH
MPaKTHKH XpaHeHHS

5. crnionusier Jin 0053aTebCTRA [0 AOTOBOPY myskT 6 [IpaBui HajexKamen
AYTCOPCUHIa KBATH(UIIMPOBAHHBIH nepcoHan? MPaKTUKH XpaHEeHHUS

6. [MeroTcs JIM TIOMELEeH s, KOTOphle HeoOXoauMbl | myHKT 6 IIpaBun HaJIexalei
U1 MCTIONHEHHMS 0053aTeNLCTB M0 JOrOBOPY MPaKTHKH XPaHEHHs
AyTCOpCHHra (OIHO U3 YCJIOBHI JOroBOpa
AYTCOPCHHIa) B COOTBETCTBHM C TPeGOBAHUAMH
[Ipasun HajuIeXKaleH MPaKTHKH XpaHeHus?

7. Vimeetcs i 060pyA0BaHUe, KOTOPOe HEOOXOAMMO | ITYHKT 6 IIpasun Hajuexaen
U1 BCoHeH s 0043aTENBCTB MO IOrOBOPY [PaKTHKH XpaHEeHHs
AYTCOPCHHTa (OIHO M3 YCJIOBHH OroBOpa
AYTCOPCHMHIa) B COOTBETCTBHH C TpeGOBaHHAMU
[Tpaun HajIeXKAIIEH NPaKTHKH XpaHeHus?

8. OcBeoMIAeTCS M JOKYMEHTATBHO MCTIO/HUTeNb | TIYHKT 6 I1pasnun HaJIexKalleH

[10 JIOTOBOPY ayTCOPCHHTA (OJIHO M3 YCIIOBHH
norosopa ayTcopcuHra) 060 Bcex akropax,
CBA3aHHBIX C JIEKAPCTBEHHBIMH NIpenapaTaMy WA
eSTeIbHOCTBIO, [lepelaBacMOM Ha ayTCOPCHHT,
EOTOpLIe MOTYT NPEeJCTABIIATh ONACHOCTD JUIA €T0;

[PaKTAKH XPaHCHHS

[OMELIEHHH? myskT 6 [IpaBi HajTexaen
NPAKTHKH XpaHEHHs

oGopyroBaHuA? myskT 6 [IpaBi1 HaIeKaIIeH
MPaKTHKH XPaHEHHUS

nepcoHana? nyskT 6 [IpaBu Hajiexanel
NpPaKTHKYU XPAaHEHUS

IomenieHns /15 XPAHCHNAS N1eKAPCTBEHHBIX NPENapaTon (craTes 58 61-03; rnasa IV IlpaBua HAAJIeRam el

NMPaKTHKH XpaHEHMsE; l'IpaBmla XpaHcHHS JEeKapCTBEHHBIX cpe)]cTB)

9. OGecreunBatoT JIM TOMelleHys Uid XpaHeHus [yHKT 12 TlpaBun HajuiexaumeH
JI€KapCTBEHHBIX MpenaparoB 0e30MacHoe [IpaKTHUKK XPaHECHUSA
pasnenbHOE  XpaHeHMe W NEPEMEIUeHHe
NleKapCTBEHHBIX MPENapaToB?

10. [CocTaBnser nu IWIOLAah TOMEIEHHUI, mynkT 13 Ipasun Hajexaei

HHEe0OXOIMMBIX /I OCYLIECTBICHHA AeATCIBHOCTH
10 XpAHEHHIO JIEKapCTBEHHBIX MPEMNapaTos, He
menee 150 KkB. METpoOB?

MpaKTHKH XPaHEHHUS

1.

COOTBETCTBYET JIH IUTOLIa (b MOMELICHHH,
HeOOXOIUMBIX JJI1 OCYLIECTBIICHHA NeATeTbHOCTH
110 XpaHEHHIO JIeKapCTBEHHBIX NPENapaTos, obpeMy
PAHMMEIX JIEKapCTBEHHBIX TIPETIapaToB?

mynkT 13 [Tpasun Hannexaiei
MPaKTHKH XPaHEHHs
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12. HMeroTcs 1 noMeleHus (OTCeKH) s XpaHEHHUA  [ITyHKTHI 11, 12 [Ipasun
OTHEOTMACHBIX M B3PhIBOOMACHBIX JIEKAPCTBCHHBIX HaexKamed NpaKTHKH
CPEJCTB C TpENeIoM OTHECTOMKOCTH XpaHCHUI,
CTPOMTEIBHBIX KOHCTPYKLUI HE MEHee 1 yaca? fryHKT 14 1IpaBuI XpaHCHHA

IeKapCTBEHHEBIX CPEICTB

13. Hmeercs 1 0003HAYEHHASA 30HA WIIM OTACNBHOE  [TyHKTBI 14, 16 Ilpasui
MOMEILICHHE I TIPHEMKH JIEKapCTBEHHBIX HajIeKate MpakTHKA
npenaparos? X paHEHHS

14. ViMeercs i 0G03HAUEHHAS 30HA WIH OTAEIBHOE  [IYHKTHI 14, 16 IpaBun
IOMEIIEHHE IKCITeAUIHN? Haasexauei pakTHKH

XpaHEHUSA

15. ViMeeTcs 11 0Go3HaYeHHas 30Ha WK OTAEIbHOE  [yHKTHI 14, 16 IMpaBmit
TIOMEeLIeHre OCHOBHOIO XpaHEeHHA Hanexaniel MpakTHKH
JIeKapCTBEHHBIX IPENapaTos? [KpaHeHUs

16. NmMeroTcd i 0003Ha4SHHBIE 30HBI WX ryukts! 14, 16 [paBut
OTAENbHEIE TOMEIICHHS XPaHCHHU Haaexaliel MpakTUKH
JNIEKAPCTBEHHBIX IIPeapaToB, TpeSyomuX FXpaHeHI/ISI
CIIeLMAbHBIX YCIOBHI?

17. HMeeTcs U U1 XpaHEHWs BbIABICHHBIX myHkTh! 14, 16 ITpasun
hansCHULMPOBAHHEIX, HEIOOPOKaYECTBEHHBIX, HajiJexanen MpaKkTHKH
KOHTpaaKTHBIX J1€KApCTBEHHBIX MPETApaToB: XPaHCHHA

06o3HaueHHas 30Ha? imyHkThl 14, 16 IIpaBun
Ha Te)KaIleH NPaKTHKH
XpaHEHUS

OTHEIbHOE TIOMeeHHe? imyHKTH! 14, 16 [Ipasmn
Ha ie)Kalen PaKTHKH
X paHeHUS

18. Vmeercs 11 0603HAYEHHAs 30Ha MM OTHebHOe  [yHKTEI 14, 16 TIpasm
noMeleHue, obecneunBaromue Tpebyemble Hajsexanied MpakTHKH
YCIOBUS XPAHEHHs JIEKApCTBEHHBIX MPEnapaTos, XpaHCHUA
JUTSL KAPAHTHHHOTO XPaHEHMUs JIEKAPCTBEHHBIX
npertapaToB?

19. HmeeTcs 14 B MOMELIEHHAX ¥ 30HaX, ryHKT 17 IIpaBun
HCTIONB3YEMBIX [T XPaHEHH: JICKapCTBEHHBIX HaJyIeKAaIeH NpaKTHKH
TpenapaToB OCBEIIeHHe? XpaHeHMs

20. HiMeeTcs JTH BaJILIUPOBAHHAA CHCTEMA, nyHkT 18 TIpasun
pa3/ieNsionas 30HbI XpaHeHHUs? Haj|Iexaleil NpakTHKK

XpaHeHHUs

21. HMeroTcs i agMHHUCTPATUBHO-OBITOBBIE myHkr 19 [Tpasun
NIOMELICHH, OTAEJICHHBIC OT 30H XpaHCHHA HajJexaiei MpakTHKU
JeKapCTBEHHBIX MpenapaToB? XpaHeHHA

22, TpexyCMOTpEHO JIH pa3Je/ICHHe TIOTOKOB myHkT 28 TIpasut

nepeMeIIeHNs JIEKapCTBECHHBIX IIperapaTos {(c
MOMEHTA MOCTYIUICHHs 10 MOMEHTa OTIIPAaBKH CO
cKJ1aa) Mex Iy MOMEIEeHIIMH 1 (unu) 30HaMH
17 XpaHEeHHs! JEKapCTBEHHBIX TpenapaToB?

HajuiexKaei NpakTUKA
XpaHEHHS
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23. Obecrieuena nu  3amura  moctynaromux | myskr 10 ITpasun onroBoi
NEKapCTBEHHBIX ~ CPEICTB MPU  MPOBEJCHHH | TOProBJIH
TOrpy304HO-Pa3rpy304HbIX pabor:

OT aTMOC(EPHBIX OCATKOB? myHkr 10 IIpaBun onrroBoi
TOPrOBJIH

BO3ACHCTBYSA HU3KHX M BBICOKHX myHkT 10 TIpaBun onrroBoi

TemMrepaTyp? TOPrOBIIH

24, MeerTcs  JIM OTHeNbHAs  30Ha (moMelnenue, | myHkr 25 IIpaBun Hajuiexariei
mKkadbl) 47151 XpaHeHHs 060pyA0BaHNs, MHBEHTaps | NPaKTHKU XPAHCHHUA
¥ MaTepuanoB s yOOpKHM (OYHMCTKM), a TaKxKe
MOIOIIUX M Ne3UHHULUHPYIOMMX CPEACTB?

25. TTpoBoauTcs 1 yGopKa MOMEIIeHUH (30H) LU1s myHkT 25 [Ipasun
XpaHeHHUs JIEKapCTBEHHBIX IPENapaToB B HaJexaIeil NpakTHKH
coorsercTBud ¢ COlNamn? XpaHeHWs

26. O6ecnieurBaeT U ycTaHoBKa oGopynoBanus misi | myHkt 10 IIpasin xpaneHus
XPaHEHHUA JICKAPCTBEHHBIX CPEJICTB B JIEKapCTBEHHBIX CPE/ICTB
MOMEIIEHUAX JIOCTYITHOCTD AJIA NPOBEACHUs
yOopku?

27. JlomycKaeT Jin OTAeNKa HoMelleHui (BHyTpeHHue | myHkT 25 IIpasun
TIOBEPXHOCTH CTEH, IIOTONKOB) I XPaHEHHs | Haiexalleil MPaKTHKH
JIEKAPCTBEHHBIX IIPENapaToB BO3MOXHOCTD | XpaHEHH;

NpoBeaeHNs BIKHOH yOOpKH? myHKT 6 [IpaBun XpaHeHHs
JIEKAPCTBEHHBIX CPEJICTB

28. O6ecrneuena Jid 3allydTa TIOMEIIEHHUH 1T myHKT 26 IIpasuin
XpaHeHHs JIeKapCTBEHHBIX MPENapaTtoB OT HaJJiexalneil NpakTHKH
NPOHUKHOBEHUS HACEKOMBIX, IPBI3YHOB HITH XpaHeHHUs

JPYTHX >KUBOTHBIX?

O6opynosanue (raasa IV IlpaBmn Hagjiexamed HPAKTHKH XPaHEHHS; IIpaBuna XpaHeHHSA

JIEKAPCTBEHHBIX cpencTB)

29, Hmeetcss 11 o6opynoBaHue (B XOpomieM nyHkT 11 Ilpasun
COCTOAHHM Y YHCTOE), MPHHAIEKALICS HaJUTe)KaIed NpaKTUKY
OpraHU3allii ONTOBOH TOProBIIN XpaHEeHHs
JIeKapCTBEHHBIMH NpenaparaMy Ha NpaBe
COBGCTBEHHOCTH HJIM HA HHOM 3aKOHHOM
OCHOBaHHH?

30. UnMerorcs 14 noMeleHus Al XpaHeHus myHKT 17 IlpaBun XpaHeHus
OTHEOINACHBIX M B3PHIBOOIMACHBIX JICKAPCTBEHHBIX | JIEKAPCTBEHHBIX CPE/ICTB
CpeicTB, 000pyI0BaHHBIE HECIOPaEeMBIMH U
YCTONYHUBBIMH CTEJTKAMH H NIOJUIOHAMH 1101
COOTBETCTBYIOUIYIO HATPY3Ky?

31. OcHallleHs! JH TOMelieHus Juid  xpaHenus | myHkT 37 IIpasun
JIGKAPCTBEHHBIX ~ CPEACTB  npubopamu Ul | HajulexKallel MPaKTUKH
PErMCTpaLyy N1apaMeTpOB BO3AyXa: XpaHeHHUS;

nyHKT 7 [Ipasun XxpaHeHus
JIEKaApCTBEHHBIX CPENICTB
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TEPMOMETPHI?

myHKT 37 IlpaBmi
HaJjiexaleil MpakTHKH
XpaHCeHHS;

myHkT 7 IIpaBuit xpaHeHUs
JIEKApCTBEHHBIX CPEACTB

CHIPOMETPBI?

myHKT 37 IIpasun
HaIeXalle NPaKTHKH
XpaHEHHS,

nyHkt 7 Ilpasun xpaHeHus
JIEKAPCTBEHHBIX CPEJICTB

TepMOrUTPOMETPHI?

myHKT 37 IlpaBuin
Hagiexanei npakTHKA
XpaHEHHMS,

myukT 7 IIpaBun xpaHeHus
JIEKApCTBEHHBIX CPEACTB

57IEKTPOHHEIE TUTPOMETPBI?

myHKT 37 IIpasun
HaJJIexKaineil MpakTHKH
XpaHEHHMS;

myHkT 7 [Ipasun Xxpanenus
JIEKapCTBEHHBIX CPEACTB

32. PasMelneHbl IW U3MEPHTEIBHBIC YaCTH myHkT 7 IIpaBun XxpaHeHUs
npuBOPOB U PETHCTPALIAN MAPaMETPOB BO3/YXa | JIEKAPCTBEHHBIX CPE/CTB
HA PacCTOSHHMH HE MEHee 3 M OT JIBepeii, OKOH H
OTONHMTEJBHBIX MPHOOPOB H HA BHICOTE
1,5 - 1,7 m ot nosia?

33. PasMemeHo i 000pyAOBaHUE JUIS KOHTPOILL myHkT 22 [Ipasui
TeMmepaTypsl B [IOMeINeHUs (30HaX) B HaJIeKallei IpaKTHKU
COOTBETCTBHH C PE3Y/IbTATAMU TEMIIEPATYPHOTO | XPaHEHHA
KapTHpOBaHWsA, HA OCHOBAaHHH IPOBEJICHHOTO
aHAIU3a U OLEHKH PHCKOB?

34, HMeeTcs 1M XOJNOAWILHOE 000pyI0BaHUe nynkTsl 21, 36, 37 IpaBun
(c yka3aHHEM HaMMEHOBaHHUS, MaPKH, Ha[UTIeKaIeH IPaKTHKH
HHBEHTaPHOTO HOMEpa, TEMIIEPATYPHOTO PeXKKMa, | XPaHCHHA
€MKOCTH) C pa3MelIeHHeM H 00CTy)KHBaHHeM
COIIACHO JIOKYMEHTAIIHMH [10 €r0 UCIOJIB30BaHHIO
(3KCIUTyaTalum).

XOJIOMWIbHBIE KaMephl? nyukrbi 21, 36, 37 [paBun
HajIexanleil IpaKTHKA
XpaHeHHs
(hapMaIeBTHYECKHE XOJIOMHIbHEIE IUKA(bI nynkrsl 21, 36, 37 [pasun
WIH XOJOAWILHUKH? HaJyTeXKalnei NpaKTHKH
XpaHEHMS
35. HmMmeercd cucTeMa KOHAMLIHOHHPOBAHHUA B mynktsl 21, 36, 37 IpaBui

MOMEILEHHAX VIS XPaHCHHUs JTEKapCTBEHHBIX
cpencts?

Haexane NpakTHKU
XpaHEHHUS,




myHKT 4 [TpaBun XxpaHeHUS
JIEKapCTBEHHBIX CPEACTB

36. HmeeTcs U cMCTEMA BEHTWIALMY B mynkTsI 21, 36, 37 [pasun
NOMEILCHUAX 11 XPaHEeHHs JIEKapCTBEeHHBIX HaJyIeXalei MpakTHKH
cpencTs? XpaHEeHHUS,

nyHkT 4 [Tpapuit xpaHeHus
JIEKapCTBEHHBIX CPEICTB

37. Mmeertcs JIM CHCTEMa KOHTPOJIA AOCTYIIA B IynxTe 27, 37 IlpaBun
MOMEINEeHHUS Il XPaHEeHHUs JIEKapCTBEHHBIX Haziexallei IPaKTHKH
cpencte (30HbI)? XpaHCHUS

38. WmeeTcs 4 ioMOHp (WM eYaTh) JIs myHkT 31 [TpaBui HajmexKameH
omeYaTHIBaHHA MIKaOB WIH IOMEIIECHUH B IPaKTHKH XPaHEHHS
KOTOPBIX XPaHATCA JIEKApCTBEHHBIE NIPENapaTsl,

MOUIeXKALIHE NPEAMETHO — KOJIHYECTBEHHOMY
yuery?
39. Umeercs mu 060pyIOBaHUE JUTS XPaHCHHS nyskt 31 [IpaBun Haanexamer

JICKapCTBCHHBIX IpernapaTos:

MPaKTHKX XPaHEHHU;

mynkT 29 ITpaBin HajieKaten
NPaKTHKH XPaHEHHS,

nyHkT 5 [IpaBmn xpaHeHHA
JIEKApCTBEHHBIX CPEICTB

cTeaKu?

mynkt 31 TIpaBun Hajmexarnen
NPaKTHKH XPaHEHHS;

nynkt 29 [paBun Hajuiexanen
MPaKTHKH XPaHEHHUS;

myHKT 5 IlpaBuit xpaHeHHA
JIEKApCTBEHHBIX CPEICTB

MKagb! METAUTHUECKHE WIH 1CPEBSIHHBIE IS
XpaHeHHs JIEKapCTBEHHBIX MPENapaTos,
NoIIEKALIHX TIPeIMETHO-KOIHYESCTBEHHOMY

yuery?

nynkT 31 TIpaBi Hajiexaen
[IPaKTHKH XPaHEeHHS;

nynkt 29 TIpaBun HajTexarnen
NpPAKTUKH XPaHEHHS,

myskt 5 IIpaBun xpaneHHs
JIEKapCTBEHHBIX CPEACTB

mKagbl?

nynkt 31 IIpaBun Hajmexamen
MPaKTHKH XPaHEHHS,

nynxt 29 TIpaBun Hajuexauen
MPaKTUKH XPaHECHHS,

nyHKT 5 TIpaBuit XxpaHeHHS
JleKapCTBEHHBIX CPEACTB

[MOIOHBL?

nynkr 31 INpaBun Hapexaienh
MPAKTHKH XPaHEHHUS,

nynkt 29 [paBun Hajiexalen
MPaKTHKH XPaHEHHS;

nyHKT 5 ITpapuit xpaHeHHS
JIEKapCTBEHHBIX CPEACTB

[OATOBAPHUKH?

myskr 31 TIpaBun HanexaueH

[IPaKTHUKH XPaHECHHNS;
myHKT 29 [IpaBun HajuIexXalleH
NPAKTUKU XPaHESHUS;




nyHKT 5 [IpaBun xpaHeHus
JIEKapCTBEHHBIX CPEIICTB

40. ITpouwto jiu 060pya0BaHKE, OTHOCALIEESCS K myskT 38 IpaBm Hapexauen
CpeICTBaM M3MEPEHHI: NPaKTHUKH XPaHEHH,
myHkT 7 IIpaBun xpaneHus
JIEKapCTBEHHBIX CPE/ICTB
TIEPBUYHYIO MOBEPKY H (M) KaMMOPOBKY 10 nyHkT 38 TTpaBui HaIexKaleH
BBOJIA B 9KCILTyaTanuio? MPaKTHKH XPaHCHHM,
nyHkT 7 IIpasun xpaHeHus
JIEKapCTBEHHBIX CPEICTB
epBHYHYIO TIOBEPKY U (WIi) KanmuGpoeKy nmoce | myHkt 38 IIpasun HaaexalmeH
peMoHTa? NPaKTHKH XPaHEHHUS,
myskt 7 [Ipasun XpaHeHus
JIEKaPCTBEHHBIX CPENCTB
TIepHOIMYECKYHO MOBEPKY U (MH) KanuOposky | mynkr 38 Ilpasun HaJIeKalleH
B ripoliecce MPAKTHKU XpaHEHHS,
SKCIUTyaTauun? nyHKT 7 [IpaBun XpaHeHus
JIEKApCTBEHHBIX CPENCTB
41. HMeroTcs JiM 3ariacHEIe TIOBEPEHHBIE CPeACTBa nmyHKTH 39, 40 [Tpasun

U3MEpEeHUs B CTy4ae PEMOHTa, TEXHHYECKOro
ofcTy KUBaHus, TOBEPKH 000y IOBaHHUS U
CpPENCTB U3MEpEHHs?

HaJJIeKaeH MPaKTHKH
XpaHEeHHS,;

myHKT 7 IIpaBun xpaneHus
JIEKapCTBEHHBIX CPEJICTB

eiicTBHA cyObeKTa 00palmeHHs JeKADPCTBCHHLIX NPeNaparoB 1o XpaHEHHIO.

OKYMEHTBHI 110

XpaHEeHHIO JeKaPCTBEHHBIX NPENapaToB (CTAThA 58, mynxr 3 craTbu 9 61-03; rnasel V, IV Ipasua

Hazme)lcameﬁ NPAKTHKH XpaHCHHA; IIpaBn.ﬂa XpaHeHHsl JICKAPCTBECHHbBIX cpe}ICTB)

42. OcyLuecTBIIAETC JIM U3YYSHHE PacTIpecTICHHA nyHkT 22 ITpaBun Hagnexamei
TeMIepaTypsl (fasnee - TEMIEpaTypHoe MPaKTHKU XPaHEHHA
KapTHpOBaHHKe) 11 obecreueHHs TpeGyeMbIX
YCJIOBHI XpaHEHH JIEKAPCTBEHHbIX NPENapaToB B
IOMELLEHHAX (30HaX), UCTIONB3YEMBIX JUTA
XPaHEHHUs JIEKapCTBEHHBIX MPENapaTos?

43, PasmerneHo M obopymoBanue uis KoHTponsd | myHkr 22 IlpaBun HayIeKamen
TeMnepaTypsl B MOMEHICHHAX  (30HaX) B | MPAaKTHKH XPaHEHHA
COOTBETCTBHH C pe3yJIbTaTaMH TEMIIEPAaTypHOro
KapTUpOBaHHA?

44, [TpoBoaUTCA JIM MOBTOPHOE TEMIIEPAaTyPHOE myHkt 22 TIpaBri Hajuiexalei

KapTHPOBaHHKE JUIT KOHTPOJIA TEMIIEPATypsl B
MIOMEUIEHHAX (30HaX) B COOTBETCTBHH C
pe3y/ibTaTaMH aHaIW3a PUCKOB, a TaKXKe MpH
W3MEHEHHIX B KOHCTPYKLHH TIOMEILEHHUS (30H)
Wi o6opynoBaHus?

MPAKTAKH XpaHEHHs
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45, OcymiecTBiseTcs 1M TpPOBepKa COOTBETCTBHA | MyHKT 46 TIpaBun HaJUIeXKaIIEH
NPHHAMAEMbIX ~ JIGKAPCTBEHHBIX ~ MPENapaToB | NPAKTUKH XPaHCHHA,
TOBapOCOMPOBOAMTENLHON JOKYMEHTAINH:

[10 aCCOPTMMEHTY U KOJIUYECTBY? myHKT 46 [IpaBii HapeKamen
NPaKTHKHN XPaHEHHs

o KayecTBy? myHkT 46 [IpaBun HajexameH
MPaKTHKH XPaHEHHS

[0 COOIIOICHHIO CIIELUATBHBIX YCIOBUH myHKT 46 [IpaBi HajexKaleH

XpaHeHus (P HATHYMH TaKOro TpeGoBaHUA B | MPAKTHKH XpaHEHNS

HOpMAaTHBHOM JOKyMEHTAaLMH Ha

mexapcTBEHHBIN Ipenapar)?

0 HAJIMYHIO MOBPEXIECHUH TPAHCTIOPTHOM myHKT 46 [paBui Hapnexamen

Tapb1? MPaKTHKH XPaHEHHA

46. Crennaxu (Kkadbr) L1 XpaHSHHS nyskt 29 TIpaBun Haaexaiei

JIEKapCTBEHHBIX NPENaparToB: MIPaKTHKH XpaHEHHs,
nyHkT 49 [paBun HajIeKalleH
NPaKTUKH XpaHEHHS
pOMapKUPOBAHBI JTH? mynkt 29 TIpaBun HajnexKawen
MPaKTUKH XPaHEHHUS,
nyHkT 49 TIpapun HameKaen
NPaKTHUKHY XpaHEHHA
UMEIOT ¥ CTEJUTKHBIE KapThi? mynkT 29 [paBuwn Hajexauen
MPaKTHKH XPaHEHHS,
mynkT 49 [TpaBui HafnexKale
MIPAKTUKH XPaHECHHs
pUMEHSETCs JIU JJICKTPOHHAs CHCTEMA myHkT 29 [IpaBi Hajiexalnen
(rpH moMoLIH KoJ0B) 06pabOTKH JaHHBIX NPaKTHKH XPaHEHHS,
BMECTO CTEJUIAXKHBIX KapT? nyHKT 49 IIpaBun HajuiexallieH
MPAKTUKH XPaHECHUS
47. PasMelleHbl M JieKapcTBeHHble npenapatel B | MyHKT 49 IIpasun HaJUTeKaLleH

noMemieHUsAX W (WIH) 30HaX JUId XPaHESHHA
JIeKapCTBEHHBIX TIPENapaToB ¢ yHeTOM:

MPaKTHKU XPaHEHHUA

(QU3NKO-XUMHUYECKUX CBOWCTB JIEKAPCTBEHHBIX]
npenaparos?

TIOAIYHKT «a» MyHKTa 49
[MpaBun HapIeKAaLIEH
NPAKTHKHY XpaHEHHS

(hapmakoIoryuecKuX rpymmn?

MOAMYHKT «6» IMyHKTa 49
TpaBun HapexaueH

NPaKTHKH XPAaHCHHUA
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C110c00a BBE/IEHHs TeKAPCTBEHHBIX pernapaTos?

IOITYHKT «B» TyHKTa 49
[TpaBun HajnexKaIEeH
NPAaKTHKA XPaHEeHHUS

48. OcyIIecTBIIAETCS JIH XPAHEHHE ICKAPCTBEHHBIX | MYHKTHI 44, 47 Ilpasun
NpenapaToB C yYeTOM: HaJUTIe)KaInei NpakKTHKY
XpaHeHHS;
TpeGOBaHMii HOPMAaTUBHOM JOKYMEHTALIH, myHKkTh! 44, 47 [Ipasun
COCTaBJIAIONIEH perHCTPALIMOHHOE IOCHE HA HaJuieKalne i NpakTHKH
TekapcTBEHHbIH mpenapar? XpaHeHHs,
MHCTPYKLIUH 0 MEAUIIMHCKOMY npuMeHeHu0? | myHKTHl 44, 47 1IpaBun
HaTeXalei MpakTHKH
XpaHEHHUS,
nadopMaLyH, coepKaniencs Ha mepBudHOM U | myHKTHI 44, 47 TIpaBun
(AnK) BTOPUYHOM YTaKOBKe JICKapCTBEHHOTO HaJIe)Kalnei NpaKTHKA
nperapata U TPaHCIIOPTHOH Tape? XpaHeHH
49, OcyIecTBISETCS I XPaHEHHE OTHEONACHBIX M | TTYHKT 51 INpasun
B3PBIBOONACHBIX JIEKAPCTBEHHBIX PENapaToB HaUTeKaIEeH TPaKTUKH
BJIAJIH OT: XpaHeHHA
OrHa? myHkt 51 IIpasun
HajieKame NpakTHKU
XpaHeHHs
OTONMTETLHBIX IPHOOPOB? nyHkt 51 [Ipasui
HaJUIexKaIe NpakKTHKH
XpaHeHHMs
NPAMBIX COTHEHHBIX Jyueit? myskT 51 TIpasun
Hajiexalnei NpakTHKH
XpaHeHHs
50. XpaHsTCs I CBETOMYBCTBUTE/ILHBIC myskT 52 TIpasun
JNIeKapCTBEHHbIE MPENaparhl B 3alMIICHHOM OT HaJyIeKaIleil NpaKTHKH
cBeTa Mecte? XpaHEHUS,
myHKTHI 24-26 TlpaBui
XpaHeHHs J1eKapCTBEHHbIX
CPenCTB
51. Co3aaHbl 1M YCIOBHA B MOMEILEHUAX 1A mynktel 21, 47 Tpasun

XPaHEHHH BIIarovyBCTBUTE/IBHBIX JICKapCTBEHHBIX
cpencts?

HaJUIeXalnei NpaKTHKH
XpaHEHHs,

myskr 29 IIpaBui xpaHeHHs
JIeKapCTBEHHBIX CPECTB
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52. H3zonupyroTcs M CIIeLHAIBHO mynkt 55 TIpaBin Hajmexamen
TIPOMapKUPOBAHHbIE JIKAPCTBEHHBIE MIpenapatsl, | MPAaKTHKM XpaHCHUA
TpeIHAa3HAYCHHbIE I YHUITOXEHHA?

53. H3zonupyrotcs nu. myskT 30 [IpaBun HajIexKaue

MPAKTHAKH XPaHCHHS
JieKapcTBeHHbIE TpenapaThl, B OTHOIEHHUH mynkT 30 TIpapwn HamIexauei
KOTOPBIX NPUHATO PELIeHHE O TIPHOCTAHOBICHAHN | NPAKTUKH XpaHCHUS
NpHMEHEHNA?
JIEKapCTBEHHEBIE MpeTapaThl, B OTHOWICHHUH mynkT 30 [IpaBu Hajexare
KOTOpBIX MPHHATO pelieHHe 00 U3IbATHH U3 MPaKTHKH XPaHEHHA
obpareHus?
danscuduIMpoBaHHEIE, HEAOOPOKAYSCTBCHHBIE U | ITyHKT 30 IpaBun HapIexamen
KOHTpa(haKTHBIE JIEKaPCTBEHHBIE MPETapaThI? MPaKTHKU XPaHEeHHS

54, HMeroTcs JIH JOKYMEHTHI, OIHCBIBAIOLIAE yHKTHI 41-43 [paBui
JeHCTBUS, BEIMOAHAEMbIE CyObeKkToM ofpamenus | Haaiexallel IpakTHKy
NeKapCTBEHHBIX [PETIapaToB M HalpaB/eHHbIEC HA | XPaHCHWA
cobmosieHue TpeGOBaHMM, yCTaAHOBICHHBIX
[MpaBuiamu HajexKamed NpakKTHKH XPaHCHUS:

CTaHJAPTHBIE ONEPaLMOHHBIE TPOLIEAYPHI myHKTH! 41-43 [IpaBun

(COITwr)? HaJUIeXxaleil MpaKTHKH
XpaHeHHs

HHCTPYKLIMH? myHKTHI 41-43 TIpaBun
HaJjiexamei MpakTHKA
XpaHEHHs

IOrOBOpPHL? myHKTHI 41-43 TlpaBun
HaJyIexae pakTHKH
XpaHeHUs

OT4ETHI (CBOJIHBIE JKYPHAJIBI)? myHKTH! 41-43 IpaBun
Hajuiexaneil NpakTUKH
XpaHeHHs

55. Bepercs d y4eT JEKapCTBEHHBIX CPE/CTB C nyHKkT 11 TIpaBun xpaHeHus
OrpaHHYEHHBIM CPOKOM FOJHOCTH Ha OyMaXXHOM | JIEKAPCTBCHHBIX CPE/ICTB
HOCHUTEJIE WIH B SIEKTPOHHOM BHJE C
apxuBaluei?

56. Umeetcs mu  pa3paboTaHHbIH W YTBEPKICHHBIA myHKT 24 [TpaBun
KOMIUTEKC Mep, HATIPABJICHHBIH Ha MUHAMH3AIMIO | HaJUIexKaleH
pHCKa KOHTaMHHAIUH JIEKAPCTBEHHBIX NPAKTHKH XPaHEHHS

TpenaparoB, C y4eTOM YCIOBUH COOMIONCHHS
3aIIUTHI OT (HaKTOPOB BHEIUHEH Cpeabl ¢
odopmiIeHHEM:

COIlos?

NpHKa30B? nyHKT 24, 41 [Ipasun
HaJyexauei
MPAKTHKH XpaHEHHs
myHKT 24, 41 [lpasun

HaUIexanen
NPaKTHKH XpaHeHUs
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HHCTPYKLIUH? myHKT 24,41 IIpasun
HaJUIeKalleH
NPAKTHKH XPaHEHHS
57. Perucrpupyrorcs T pe3yibTaThl | MyHKT 21 Ilpasun HaJUTeKaLIeH
TEMITEpaTypHOro KapTUpOBaHHUs ¥ | TPaKTHUKH XPaHCHHUA;
BIAKHOCTH B CIEIMANBHOM XypHa (kapre) | TYHKT 23 ITpasuun Hazexaler
perucTpanuu Ha GyMaxkHOM Hocutene H | TPAKTHKH XpaHCHHA,
(41H) B SJIEKTPOHHOM BHJIE exKeqHeBHo, | TYHKT 7 IIpaBii xpaHeHHs
B TOM UHCIIE B BHIXONHBIE W IpasiHHuHble | TTCKAPCTBCHHBIX CPEACTD
HA?
58. XpaHsaTcs M OKypHabl (KapTbl) PerucTpaliy | IyHKT 21 paBun HazyeXawen
TEMMNepaTypPHOro KAPTHPOBAHMA B TEUEHHUE JIBYX | TPAKTHKH XPAHCHHS;
ner? ' myHkT 23 [IpaBii HaJIeKalleH
MPAKTHKH XPAaHCHHUS,
myHkT 7 IlpaBui1 XpaHeHHs
JIEKapCTBEHHBIX CPEACTB
59. Co6mro1aeTcs T 3alpeT Ha COBMECTHOe XpaHeHHe | myHKT 34 [Tpasui Hajuiexame
B OJIHOM TEXHHYECKH YKPEIUICHHOM MOMEINEHUH | MPaKTHKH XPaHEHUs
JIeKapCTBEHHBIX IIPENaparoB, IpeayCMOTPEeHHBIX
mydaktoM 32 IlpaBun Hajjexamei — MPAKTHKHA
XpaHeHus, M JICKApCTBEHHBIX  IIPenaparos,
cozeprkalmX CHJIbHOSHCTBYIOIHE WK
AJIOBUTBIE BEILIECTBA?
60. CobmrogaeTcs NH  3alpeT Ha xpanende B | mynkt 20 IIpasun Hapnexamei

MOMELIeHUIX XpaHeHHus JIEKAPCTBEHHBIX | MPAaKTHKH XPaHEHUA
npenapaToB:
NMIEBBIX MPOAYKTOB? myskt 20 IIpaBui Haanexamei
[PaKTHKH XpaHEeHHA
TabavHbIX W30eTHi? myHkT 20 TTpapun Hapexanei
[IPaKTHUKH XpaHEHUs
HAIMUTKOB? myHxkt 20 ITpaBun HazaexaleH
MPaKTHKU XPaHEHHs
JIEKapCTBEHHBIX npenaparos,| mynkr 20 Ipasun Hajuiexalen
TIpeIHA3HAYESHHBIX VIS JIMYHOrO MCMONB30BAHMA| IPAKTHKH XPAHEHHA
paboTHHKaMHU?

(momxHOoCcTh 1 YO NODKHOCTHOTO JIALA, 3aMOIHHUBIIErO IIPOBEPOYHBII JIACT, MOJMHUCE, 1aTa)

(IIOJ'I)KHOCTI) 1 OO noKHOCTHOTO JIALA IOPHINYCCKOTO JINIA, NPUCYTCTBOBABLICTO IIPH
3all0JIHCHUH IPOBEPOYHOrO JUCTA, IONHCE, ,uaTa)




TTpunoxenue Ne 2

K npukasy PenepanpHOn CITy kOB

110 HaA30py B cepe 3ApaBOOXPaHCHI
ot 2941 A/X Ne ’

®opma

IIpoBepoYHbIi JUCT
(cHCOK KOHTPOJIbHBIX BONPOCOB),
ucnoJb3yemblii ®enepanbHoO cayx6oii o Haa30py B cdepe 3APaBOOXPaHEHH
H ee TepPUTOPHAIbHBLIMH OPraHaMH NPH MPOBEACHUH NJIAHOBBIX MPOBEPOK NPH
ocyulecTB/IeHHH (peiepaibHOTO rocyaapcTBEeHHOro Haja3opa B cepe oGpameHust
JIEKapCTBeHHbIX CpeICcTB
(xpaHeHHe JIeKaPCTBEHHbIX NPENapaToB 1JIs MeIHIHHCKOro NpHMeHeHHs B
MeIHIHHCKOH OPraHu3alHi i HHBIX OPraHH3anHsAX, HMEIOUHX JIMIEH3HI0 Ha
MeIHIHHCKYIO IeATeJIbHOCTD)

(HaMMeHOBaH¥e OpTaHa, OCYIIECTRIAOMIErO UTAHOBYIO IIPOBEPKY)

1. Bun rocyIapCTBEHHOTO KOHTPOJIA (namzopa)

2. Ilpenmer IUIaHOBOW MPOBEPKH IOPHAMIECKMX JMN M VHIMBHTY QJIBHBIX
TpeAnpHHUMATENIEH OTPaHNIMBACTCS 06s3aTeNBHBIMH TPeOOBaHIAMH, COOIOIEHHE KOTOPBIX
qBIseTcS HauboNee 3HAUAMBIM C TOYKH 3pEeHHsS HEJOIYIICHH:] BOSHUKHOBCHHI yTpO3EI
TIpPMYMHEHNS BPe/ia )U3HH, 3J0POBBIO IPaXiaH, W3J10’KeHHBIMHM B popMe IIPOBEPOTHOTO JIHCTa
(crrcka KOHTPOJIBHBIX BOIIPOCOB).

3. HauMeHOBaHWe HOPHMAMYECKOTO MU, (QaMuius, uMA, OTIECTBO (IpE  HAJTHYHH)
WHIMBHUIYyaJIBHOTO peIIpUHAMATEI:

4, MecTo TpOBEIEHHS IIAHOBOW IPOBEPKH C 3alOJHEHHEM IPOBEPOYHOrO JIKCTA:

5. PeKBH3HMTH IPHKa3a O IPOBEJICHNH IIAHOBOM IPOBEPKHU: OT Ne

6. YueTHBI HOMEp IPOBEPKH U IaTa PUCBOEHNS yHETHOTO HOMEpPa IPOBEPKH B EnuHOM
peecTpe NpOBEPOK:

7. JIOJDKHOCTB, (aMuIIMs ¥ MHHLMANBL JOJDKHOCTHOIO JIMNa (7IM11), TIPOBOAMIETO(KX)
IUIAaHOBYIO IIPOBEPKY:

1. ;

2. ;

8. [TepeueHb BOIPOCOB, OTPAXAIOLIMX COACPKAHNE 06s13aTeTbHBIX TpeOOBaHMii, OTBET HA
KOTOpPBIE OJHO3HAYHO CBHJETENBCTBYET O COBIIONEHNH WK HECOOMIOEHHN FOPUINIECKUM
JIAIIOM, VHIMBUAYaNbHBIM MPeANpHHAMATENCM 06s3aTeNIbHBIX TPeOOBaHUH, COCTaBIIAIOIINX
npeaMeT IPOBEPKH:
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BeiBOA 0
BLINOJIHEHHH
TpeboBannii

PexkBH3NTBI
HOPMATHBHBIX
NIPaBOBBIX AKTOB,
¢ yKa3aHHeM HX

Ne
n/n

Bonpocsl, oTpakaioiye coaepkanne
00s13aTeILHBIX TPeOOBaAHNH

CTPYKTYPHBIX eIHHHII,
KOTOPBIMH
YCTaHOBJICHBI
o0s3aTeIbHbIE
TpeGoBaHHsA

aa HET

denepaabHbiii 3axoH ot 12 anpeis 2010 r. Ne 61-®3 «O6 o6pameHHH JICKAPCTBEHHbIX CPEICTB
(CoGpanne 3axonogatenbcTBa Poccuiickoii ®enepanuu, 2010, Ne 16, ct. 1815; 2016, Ne 27,
cr. 4283) (manee - 61-@3); IlpaBmna HajIekamedl NPAKTHKH XPAaHCHHA M IIEPEBO3KH
JeKAPCTBEHHBIX NPENapaToB I MeIHIHMHCKOT0 NpPHMEHEHHMs, YTBep:KICHHbIC NPUKA30M
MpnuncTepeTBa 3apasooxpanenns Poccmiickoii @enepanuu ot 31 aBrycra 2016 r. Ne 646H
(3aperncrpupoBan MunmctepcrBoM foctuiun Poccuiickoii ®enepannn 9 sHBaps 2017 r.,
perucTpaunonHsiii Ne 45112) (nanee — IlpaBuiia HajpesKamedl NMPAKTHKH xpanenns); Ilpasnia
XpaHeHHSs JeKAPCTBEHHDIX CPECTB, YTBEPiKIeHHbIe NprKa3oM MuHHCTEPCTBA 31PaBO0OXPaHEHS
u commaabHoro paseutus Poccmiickoit ®emepamun or 23 aerycra 2010 r. Ne 706m
(3aperncTpupoBan MunucrepcrBoM ocriumun Poccniickoit ®enepauun 4 oxTsaops 2010 r.,
perucrpamuonnbiit Ne 18608) ¢ H3MeHeHHAIMH, BHeCEHHbIMH NpHKazoM MuHHCTEpCTBA
3ApaBOOXpAHEHHS H CONHAJbHOro passurus Poccmiickoii ®enepaunu or 28 nexa6psa 2010 r.
Ne 12211 (3aperncTpupoBan MumucrepcTBom locruunu Poccniickoii ®@enepaunn 4 deppais
2011 r., perncrpanuonnbiii Ne 19703) (nanee — IIpaBuia XpaHeHUs JIeKAPCTBEHHBIX CpelcTB)

CucTreMa o0eclieueHHS  Ka4vecTBa XpaHeHust M _TIEPEBO3KH JIEKADCTBCHHBIX IPENAparos

(craThs 54 61-®3; raasa II, mynkrst 3 - 6 [IpaBua Hagaexameil NMPaKTHKH XpaHEeHH)

1.

VIBepKIeHHl JId  DyKOBOAHMTeNdeM  CyOBekTa
o0paleHus JIeKapCTBEHHBIX CPEICTB CTaHIapTHbIC
onepanronHbie npouenypsl (manee — COIT)?

myskt 3 [IpaBun Hapnexamen
TIPaKTHKH XpaHEHU

OnpejereHa Ji OTBETCTBEHHOCTh PaGOTHHKOB
CyOBbekTa oOpaleHHs 1eKapCTBEHHBIX MPEenapaTos 3a
HapyineHre TpeGoBaHHH, YCTAHOBIICHHBIX
HacTosmmMH [TpaBunamu?

MOAIYHKT «6» myHkTa 4
[MpaBun Haanexalei
MIPAKTHKH XPaHEHHs

HasnaueHo 111 pyKOBOAMTENIEM  JIMIO
OTBETCTBEHHOE 32 BHEAPEHHE U obecrneyeHne
CHUCTEMBI KauecTBa?

nyHKT 5 IIpaBuin Hajexaue
NIPaKTHKH XPaHEHHUA

ITomemenns AJ1s1 XpaHeHH s JIeKAPCTBEHHBIX NPENapaToB
NpaKTHKH Xpanenus; [IpaBuia XpaHeHHs JJEKAPCTBEHHBIX CPeACTB)

(craTes 58 61-®3; rnasa IV [lpaBun naniexamei

4,

Of0ecrieuuBaOT M TIOMEMICHMA i1 XpaHCHMA
JICKApCTBEHHBIX TIpernapaToB.

myukT 12 IpaBun Hapnexaumen
PaKTUKH XPaHEHHA

Ge30macHOe pa3fenbHOe XpaHeHHe?

yskT 12 ITpaBun Hapnexamen
NpaKTHKA XpaHCHHsA

NEepeMEIIICHUE JICKapCTBCHHBIX npenapaTOB?

yHkT 12 TIpaBun Hapexanieit
IPaKTHKH XpaHEHHU
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5. HMeercs i 0HO3HAUEHHAs 30HA MNM OTAENbHOE  [yHKTHI 15, 16 IIpasun
MOMeLIEHHE U NTPHEMKH JIEKapCTBEHHBIX Has1exKanel MPakTHKH
npenapaTos? X paHCHH
6. | MMerotcs in 0603HA4YeHHBIE 30HbI WM OTACIBbHEIE [yHKTHI 15, 16 TIpasin
MOMENIEHHS XPaHEHHs JIEKAPCTBEHHBIX Ha eKalled IPaKTHKA
TpenapaToB, TPeGYIOLIHX CICIMANBHBIX YCIOBHHA? FipaHeHﬂﬂ
7. HmeeTca U [ XpaHEeHHs BBIABICHHBIX myHKTH! 15, 16 IIpasun
¢ansCUGUIUPOBaHHBIX, HEOOPOKAUECTBEHHBIX, HaTeXAaled IpakTHKH
KOHTpadaKTHBIX JIEKAPCTBEHHBIX NpEnapaToB: XPaHCHH
06o3HaueHHas 30Ha? myHKTHI 15, 16 [Ipasun
HaJIeKAIeH IIPAKTHKH

X paHEeHHU
OT/IeNIbHOE TTOMEIIEHHE? myHKTHL 15, 16 [Tpasun
ajuiexalieii NpakTHKH

paHeHHs

8. Wmeerca i1 0603Ha4YeHHAs 30HA WIK OTAenbHOe  [myHKTHI 15, 16 IIpasuin
noMelneHxe, oGecneurBaromue Tpebyemble yCIOoBHA  [HaIexKaledl NPaKTHKH
XpaHeHUs JIEKapCTBEHHBIX NPETaparoB, UIA XPaHCHHS
KapaHTUHHOT'O XpaHEHHUs JICKAPCTBEHHBIX
npernapaTos?

9. HMeeTcs T B TIOMEILEHHAX M 30HAX, myHkt 17 IIpaBun
KCIONB3YEMBIX I XPaHEHHS JIEKAPCTBEHHbIX HaJTeXallei IpaKTHKH
[penapaToB OCBELICHHE? XpaHeHHA

10. | imeeTcs 1y BaJMOMpPOBAHHAA CHCTEMA, myHkT 18 IIpasun
pasnensoinas 30Hbl XpaHEHHUA? HaJUIeXallei NpaKTUKU

XpaHeHHs

11. | OTneneHsl 14 aAMHHHCTPATHBHO-OBITOBEIE nyHKT 19 IIpasun
TIOMELIEHHA OT 30H XpaHEHH JIEKAPCTBEHHBIX HajUIeXxalel MpaKTHKK
npenapaTos? XpaHeHHs

12. | Nmeercs mm ordensHas 30HA (OMEILEHHE, nmyHkT 25 IIpaBun
Kadbl) VI XpaHeHus 060Dy IOBaHHS, HHBEHTaps M | HajIeXKallleH MPaKTHKA
MaTepHaIoB Ui YOOpKH 7 XpaHeHUs

13. | Ipooawutcs iu yGopka MoMemeHHH (30H) UIs myHKT 25 IpaBun
XpaHeHHs JIeKapCTBEHHBIX MPENnapaToB B HaJyIeXalei NpaKTHKH
cootsercTeu ¢ COIT? XpaHEHHS

14. | Vcranoska o0opynoBaHMs U1 XpaHEHUS myHKT 10 ITpaBun xpaHeHUs
JIEKApCTBEHHBIX CPEJCTB B IIOMEILECHUSAX, JIEKApCTBEHHBIX CPENICTB
obecrneunBaeT M JOCTYITHOCTh AJIA POBEACHWA
y6opku?

15. | Jomyckaer nu oThenka momerenuit (BHyTpeHHue | myHKT 25 IlpaBun
TMOBEPXHOCTH CTeH, TIOTOJKOB) [Vl XPAaHCHHS | HaJsexalled IMpakTHKK
JIEKapCTBEHHBIX IMPENapaToB BO3MOXHOCTB | XpaHEeHHs;

TPOBEEHHUs BIaXKHOH yOOpKH?

myHkT 6 [IpaBun xpaHeHus
JIEKAPCTBEHHBIX CPE/ICTB




23

16.

OGeceuena Jiv 3alMTa TOMEILECHHUH [UIS XpaHEeHUS
NeKapCTBEHHBIX MPenapaToB OT MPOHMKHOBEHHA
HACEKOMBIX, TPBI3YHOB HIIH JIPYTHX?

myHKT 26 TTpasun
HajJIe)KaIei MPakTHKA
XpaHeHH

OGopyiosanue (raasa 1V Ilpasma HaJJIeKAmeH

J1eKapCTBECHHDLIX cpe)ICTB)

npakTakn xpaHennsi; IIpaBusia XpaHeHUs

17. | OcHamensl 1M TOMEIIeHMs  JUIA  XPaHCHMA | MyHKT 37 INpasun
JIEKAPCTBEHHBIX ~ CPEJCTB npubopamMy  JUIA | HajUIeXaIlieH NPAKTAKH
perucTpalyy napaMeTpoB Bo3ayXa: XpaHeHHs

nyHkT 7 TIpaBui XpaHeHHA

JIEKapCTBEHHBIX CPE/ICTB
TepMOMETPEI? myHkT 37 TIpasuit

HajyIexKaleH NpakTHKA

XpaHEHUS,

nyHKT 7 IIpaBun xpaHeHHA

JEKApCTBEHHBIX CPE/CTB
rUrpoMeTphl? myskt 37 [Ipasun

HajJuIe)Kalled NpakKTHKU

XpaHEHUS,

nyskt 7 [IpaBun xpaHeHHA

JIeKapCTBEHHBIX CPEICTB
TEPMOrUTPOMETPHI? nyHkt 37 IIpaBun

Hauiexalnei MpakTUKU

XpaHEHHs,

nyHkT 7 [IpaBui XxpaHeHHA

JIEKapCTBEHHBIX CPEACTB
5JIEKTPOHHBIE THIPOMETPHI? myHKT 37 IIpasun

Ha UIeKaleH MPaKTHKU

XpaHEHHMS,

myHkT 7 [IpaBust XpaHeHHA

JIEKapCTBEHHBIX CPEACTB

18, | PasMelneHsl M W3MepHTEIBHEIC YaCTH IPAGOPOB nyukt 7 IIpaBun xpaHeHHsa
IIsl PETHCTPALMH TapaMeTpOB BO3/lyXa Ha JEKapCTBEHHBIX CPECTB
paccTosHMM He MEHee 3 M OT Bepeii, OKOH 1
OTOMMTENBHBIX MPpHOOpoB U Ha BEIcOTe 1,5 - 1,7 M
ot nona?

19. | Umeercs i xomopunsHoe o6opyoBaHHe mynkrs! 21, 36, 37 [IpaBun

(c yxasaHHeM HaHMEHOBAHHA, MAPKH, HHBEHTAPHOTO
HOMEpA, TEMIIEPaTyPHOTO PEXHUMA, €MKOCTH) ©
pasMeleHHeM i 06CTy)KHBaHHEM COTIIACHO
JHOKYMEHTALIMH TI0 €T0 UCIIOIB30BAHUIO
(3KCIUTyaTalHn):

HaUIeKalel NpaKTHKH
XpaHeHHs

X 0JTOIMIbHBIE KAMEPBI HJIH CIIELHAIbHO
0GOpYIOBAHHOE MOMEIeHHE?

mynktst 21, 36, 37 [lpaBun
HajJIeKanled NPakTHKH

XpaHeHus
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(papMalleBTHYECKHE XOTOAUIIBHBIC uiKagsl
WITH XOJOMWIBHUKH?

nyHkTel 21, 36, 37 [pasun
HajJexaiei MpakTHKA
XpaHeHUs

20. | AMeroTcs MM CUCTEMbI KOHIHLIMOHMPOBaHHs B myHkTeI 21, 36, 37 IIpaBun
MOMEIICHHUAX JUI1  XpaHEHHs JIEKapCTBEHHBIX HaJyIeKaleil MpaKTHKH
cpencts? XpaHEHUs,;

myHKT 4 TIpapui XpaHeHus
JIEKapCTBEHHBIX CPEACTB

21. | Umeetcst i cucTeMa BEHTHIALMM B [IOMELICHUAX myHktsi 21, 36, 37 IlpaBun

JUIS XpaHEeHHs JTEKapCTBEHHBIX CpPeCTB? HayIeKaIeH NpaKTHKH
XpaHEeHHS;
nyHkr 4 TIpaBun xpaHeHus
JIEKApPCTBEHHBIX CPE/ICTB

22. | AMeercs 1y B NOMEIICHUAX UL XpaHEHHA nyHkTht 21, 36, 37 Ilpasun
JIEKapPCTBEHHBIX CPEICTB CHCTEMAa KOHTPOJIA HaJyTe)Kalleil MpaKTHKA
JIOCTYTIa B TIOMEIIeHHs (30HBI)? XpaHEHUS

23. | Mimeercs nn wioMGup (WH neyaTs) ( mpH Hamuuuy) | myHKT 31 ITpaBu
1A omedaThiBanMA MIKadoOB WIK OMEIEHHH B HaJUIeKalleH
KOTOPBIX XPaHATCS JIEKAPCTBEHHbIE MPETapaThl, MpPaKTHKY XPaHEHHA
MoIEXKALIKME [IPEIMETHO — KOJIHYECTBEHHOMY
yuety?

24. | Umerorcsa in U1 XpaHCHHS JIEKApCTBEHHBIX myHkT 31 IpaBun

MpenapaTos:

HaJyIexaleH

NPaKTAKH XPaHCHU,;
myHkT 29 [Tpaswui
Haayexameil NpakTHKH
XpaHeHHs

myHKT 5 IIpaBwi XpaHeHHs
JIEKAPCTBEHHBIX CPENICTB

cTenaxu?

nyHKT 31 IIpasun
HaJUTeKalleH

MPaKTHKH XpaHESHHS,;
nyHkt 29 Ilpasun
HaJJIeKaneH MpaKTHKH
XpaHEHHS,

myHkT 5 ITpaBri xpaHeHHs
JIeKapCTBEHHBIX CPECTB

kadbl METAUTHYECKHE WITH A€PEBAHHBIC IS
XpaHeHHs 1eKapCTBEHHBIX Mpenaparos,
MOIeKALMX NPEAMETHO-KOIMYECTBEHHOMY

yuety?

nyHkt 31 Ipasun
HaIe)KaleH

MIPaKTHKH XPaHECHHS,;
myHkT 29 [paBun
Haexauei MpakTHKH
XpaHEeHHUS,

nyHkT 5 IlpaBun XxpaHeHus
JIEKAPCTBEHHBIX CPENICTB

ikadui?

nyHKT 31 Ipasun
HaIexKaleH
TNPaKTHKH XPAHEHHS,
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myHKT 29 Ipasun
Hajiexxareii MpakTHKH
XpaHeHHS;

myHKT 5 IlpaBmi1 XxpaHenus
JIEKAPCTBEHHBIX CPEJICTB

MOIOHBI?

myHKT 31 IIpaBun
HaJuiexKamen

MPaKTHKH XPaHCHHS,
myHKT 29 Ipasun
HaANIeXaIeH NPakTHKH
XpaHEeHH;

myHKT 5 IIpaBun XpaHeHus
JIEKAPCTBEHHBIX CPENICTB

MOATOBAPHUKH?

myHkT 31 IIpaBun
HaJnexame

MPaKTHKY XPaHCHHA,
myHKT 29 IIpasun
HaJJexaleH MpaKTHKH
XpaHeHHS;

myHKT 5 IIpaBmi xpaneHus
JIEKapCTBEHHBIX CPEICTB

25. | Ipouwto i o6opynoBaHue, OTHOCALIeeCS K
CpencTBaM M3MEpeHHMH:

myHkT 38 ITpasun
HajTexalei NpakTHKH
XpaHeHHs;

myHkt 7 [lpaBui xpanenus
JIEKAPCTBEHHBIX CPEICTB

MEPBUYHYIO MOBEPKY M (WIIH) KATHOPOBKY 110
BBOJIa B 9KCIUTyaTaluio?

myHkT 38 IIpaBun
HaJJexanieH MpakTHKH
XpaHeHHS;

myHkT 7 [paBun xpaHeHus
JIEKAPCTBEHHBIX CPEJICTB

NepBUYHYIO NOBEPKY U (MIH) KATHOPOBKY I1OCIIe
peMoHTa?

nmyHkT 38 [paBun
HajJiexamei NpakTHKH
XpaHEHHs;

myHkT 7 IlpaBuin XpaneHus
JIEKapCTBEHHBIX CPEICTB

NepHOAMYECKYIO IOBEPKY U (M) KaTMOPOBKY B
npolecce SKCILTyaTalu?

nmyHKT 38 IIpaBui
HaJyIeKalnei MpakTHKH
XpaHeHHS;

nyHkT 7 IIpasun xpaHneHus
JIeKapCTBEHHBIX CPENICTB

26. | UMerorcs v 3amacHbIe IOBEPEHHBIE CPEICTBA
W3MEPEHHs B ClTy4a€ PEMOHTA, TEXHHYECKOTO
06Ty KMUBaHHUS, IOBEPKH 000PYI0BaHHS U CPelICTB
3MepeHus?

myHKTHI 39, 40 IpaBuin
HaJUIeKaIIeH NpaKTHKH
XpaHeHHs;

nyHKT 7 TIpaBun xpaHeHHs
JIEKAPCTBEHHBIX CPEACTB

eificTBHU cYObeKTa O0paleHHus JIeKAPCTBCHHBIX NMpENnaparoB 1o XpaHCHHIO.

OKYMCHTLI IO

XPAHEHHIO JIeKAPCTBEHHbIX IPENapaTos (CTaThs 58, MyHKT 3 cratbn 9 61-®3; ruass1 V, IV Ipasui

‘HaIeKameil IPAKTHKH Xpanenns; [IpaBuia XpaHeHHs JIEKApCTBEHHBIX CPEICTB)




27.

COOTBETCTBYIOT JIH CBEICHUI PpE3yJIbTaTOB
NPUEMOYHOTO KOHTPOJIS CBEACHUAM B
TOBAPOCOINPOBOAUTENBHOMH JOKYMEHTALMH:

myHKT 46 IIpaBun
HaJUTeXXaLIEeH

NPaKTHKH XPaHEeHHS,;

myHKT 40 TIpaBui XpaHSHHA
JIEKapCTBEHHEIX CPEACTB

[10 ACCOPTHMEHTY U KOJIMYECTBY?

nyHKT 46 [IpaBun
HaTeKaILeH

MPAKTHKH XPAaHCHU,

myHkT 40 TTpaBuit XpaHeHUS
JIeKapCTBEHHBIX CPEACTB

10 Ka4eCTBY?

myHKT 46 1Ipasun
HaJUIeXalleH

NPAaKTHKY XPaHSHUST,

myHkT 40 ITpaBui XpaHeHHA
NeKapCcTBEHHBIX CPEACTB

10 COGITIOEHHIO CTIELMATIBHBIX YCIOBHI
xpaneHus (TIpH HAJIMYHUH TAKOTO TpeboBaHHUA B
HOPMAaTHBHOM JOKYMCHTAalMH Ha JIeKapCTBEHHBIH
npenapat)?

nyHKT 46 [IpaBun
HaJUIexKaIeH

TIPaKTHKM XPaHCHHS;

nyHKT 40 TIpaBui1 XpaHEHHS
JIEKApCTBEHHBIX CPE/CTB

[10 HAJTHYMIO TIOBPEXKICHMH TPAHCTIOPTHO#H Taphi?

myHKT 46 ITpaBun
HaJUTeXalleH

NIPaKTHKH XPaHEHHS,;

myrkT 40 TIpaBun XpaHeHHA
JIeKapCTBEHHBIX CPEACTB

28.

W neHTUQULUIPYIOTCA I XpaHAIMECs
JNleKapCTBEHHBIE CPeacTBa?

ryHkT 29 [IpaBun
HaJUTeKaLIEH
NPaKTUKH XPaHCHHUS,
nyHKT 49 IIpaBun
Hagiexkalei IpakTHKH
XpaHeHHs

29.

OCYILECTBIAETCS 1M XPAHEHHE JIEKAPCTBEHHBIX
npenaparos:

nyHkTel 44, 47 TIpaBun
HajuTexarei MpakTHKA
XpaHEHHI,

myHkt 40 TIpapun xpaHeHHs
NEKApCTBEHHEBIX CPE/CTB

¢ yuetoM TpebGoBaHHH HOpMaTHBHOM
TOKyMEHTALIMH, COCTABISIOMEH peruCTPaLHOHHOS
Toche Ha JIeKapCTBEHHBIH Tpenapat?

myHKkTsl 44, 47 TlpaBun
HajyTexKare NpakTHKH
XpaHEHHS,

nyHKT 40 IIpaBun XpaHeHHA
JIeKapCTBEHHBIX CPEACTB




MHCTPYKIMHU T10 MEJULIMHCKOMY NPHMEHEHHIO?

myHKTHI 44, 47 TIpasun
HaJUIexKaen MpaKTHKH
XpaHeHHS,;

myHKT 40 IIpaBun xpaneHus
JIEKapCTBEHHBIX CPEICTB

HbOopMaLKK, CofiepKaIeiica Ha epBUYHOM 1
(WJIH) BTOPUYHOH YTIIaKOBKE JICKapCTBEHHOTO
npenapara?

MmyHKTHI 44, 47 ITpaBui
HaJIexamei MpaKTHKA
XpaHEeHHUS;

myHKT 40 IIpaBun xpaHeHusA
JeKapCTBeHHBIX CPEICTB

TpaHCOPTHOH Tape?

nyHKTH! 44, 47 [paBun
HaJIJIexXaliei MpakTHKH
XpaHeHHS;

myHKT 40 IIpaBun xpaHeHus
JIEKAPCTBEHHBIX CPE/ICTB

30. | PasMemaroTcs Jid IEKapCTBEHHBIE IIpenapaThl
B [TOMELIEHUIX ¥ (WIK) 30HaX JUI1 XpaHCHHS
JIEKapPCTBEHHBIX NPENapaToB B COOTBETCTBHH C TYRKT 49 r{paBI/IJI
TpeGoBaHHAMH HOPMATHBHOM TOKYMEHTALUH U HaJUIeHAIICH PAKTHIH
(vn) TpeGoBaHUAMH, YKa3aHHBIMHI Ha YTIAKOBKE XpaHCHHUs,
NIeKapCTBEHHOTO Mpernapara, ¢ y4eToM: nyRKT 8 TIpaBui XpaHeHHs
JIEKapCTBEHHBIX CPEJICTB
(U3HKO-XUMHYECKHX CBOHCTB myHKT 49 r{pam’m
7IeKapCTBEHHBIX NPENapaToB? HajUIeMallICH NPAKTHKH
XpaHEHHUs;
nyHKT 8 [IpaBun XxpaHeHHs
JIEKapCTBEHHBIX CPEJICTB
myHKT 49 I1pasun
(hapmaxonornueckux rpymm? HaJyIeKalled NpaKTHKH
XpaHeHHs,
nyHkT § [IpaBun XpaneHus
JIEKapCTBEHHBIX CPEJICTB
myHKT 49 1lpasun
crioco6a BBeAeHHs HaJUIeXKalleH NpaKTHKA
TeKapCTBEHHBIX TIPenapaTos? XpaHeHH1,
nyHkT 8 IIpaBui XpaHeHHs
JIEKapCTBEHHBIX CPEJICTB
31. | OcywmectBnsercs nu XpaHEHHE OTHEONACHEIX H nyHkt 51 IIpaBun

B3PBIBOOMACHBIX JICKAPCTBCHHBIX npenaparos
BAAJIH OT.

HaJJiexXanei NpaKTHKH
XpaHEHHSA

orus?

myukr 51 [paBun
HajaJiexane NpaKTHKH
XpaHEHHs

OTONHUTENLHBIX TPHOOPOB?

myHkT 51 IIpaBun
Hajnexalei MpaKTHKH
XpaHeHHA




TIPAMBIX COJIHEYHBIX JTy4YeH?

myHkr 51 [Ipasun
HaJIeKame NPakKTHKU
XpaHeHH

XpaHS{TCﬂ CBETOYYBCTBUTEIILHBIC JIEKapCTBEHHBIC
npenaparsl B 3alHAIIIEHHOM OT CBE€Ta MecTe?

myHkT 52 TIpasun
HaJIe)Kalei NpakTHKA
XpaHeHHMS,

myHKTHI 24-26 IIpaun
XpaHEeHU IeKapCTBEHHBIX
CPELCTB

H3onupytoTcs M - CHIENHATBHO POMAPKAPOBAHHEIC
JIeKapCTBEHHbIE NPenapathl, [Pe/JHa3HAUEHHBIC U1
YHHYTOXKEHHs?

myHKT 55 IIpasun
HajJiexalneil MpakTHKA
XpaHEeHHs

HzonupyroTes Jik:

myHkT 30 [IpaBun
HajyIexanei
NPaKTHKH XpPaHEHUSA

TexapcTBEHHBIE Penaparhl, B OTHOLICHHH KOTOPBIX
cyGpeKTOM OOpaleHus TIeKapCTBEHHbIX
NpenapaToB MPHHATO PELIEHHE O IIPHOCTAHOBICHUH
NpUMEHEHU?

myHKT 30 [IpaBun
HaUTe)KALICH
NPaKTUKH XpaHeHHT

leKapCTBEHHbIE IPETIapaThl, B OTHOIIEHHH KOTOPBIX
CyOBeKTOM OOpaleH s JIEKaPCTBEHHBIX
npenapaToB NPHHATO pelleHHe 06 U3BATHH U3
obpareHus?

myHkt 30 ITpasun
Haanexalei
NPAaKTHKY XPaHEHHS

danscuULMPOBaHHEIE, HENOGPOKAYECTBEHHBIE H
KOHTpadaKTHbIE IEKaPCTBEHHBIE MpenapaTsl?

ryHkT 30 Ilpasun
HaIexanen
MPAKTHKH XPaHCHHUS

WMeroTest I JOKYMEHTBI, ONTMCHIBAIONIME ACHCTBHS,
BBINOJTHAEMBIE CYOBEKTOM OOpalieH s
JIEKapCTBEHHBIX NPENapaToB:

myHKTHl 41-43 I1paBun
Ha/Iexamei MpakTHKA
XpaHECHHA

COIlTs1?

myHKTHI 41-43 IlpaBun
HajyIe)Kalei IPaKTHKH
XpaHeHHs

MHCTPYKLIUH?

myHKTHl 41-43 IIpaBun
HaJUIexKaIel npakTHKH
XpaHEeHHA

noroopbi?

myHKTHl 41-43 I1paBun
HaJUTeKaLIEH MPaKTHKU
XpaHEHH

OT4eTHI (CBOIHBIE JKYPHAIBI)?

nyHkTHl 41-43 [IpaBun
Haiexaleil MpakTHKH
XpaHeHHs

Benercs nu yuer JIEKapCTBCHHBIX CPCACTB Cc
OrpaHUYCHHBIM CPOKOM IOAHOCTH Ha GYMa)I(HOM
HOCHUTEJIE WM B 3JIEKTPOHHOM BH/IE C apxnnauneﬁ?

myHkT 11 ITpaBr XxpaHeHHA
JIEKapCTBEHHBIX CPELCTB
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37. | UMeerca 14 B HaTU4YKMH pa3pabOTaHHBIA U nmyHKT 24 Ipasun
YTBEP>KIEHHBIH KOMILIEKC MEp, HAlIPaBICHHEIX HA HaJUIeXalei
MHUHHAMH3ALHIO pUCKA KOHTAMHUHALIMHA NPaKTHKH XpaHCHUA
JIEKAPCTBEHHBIX MPETIApaToB, C YHETOM YCIIOBUH
cOOMIOIeHMS 3aIUTHI OT (HaKTOPOB BHEUIHEH CPelIb
¢ 0OpMIICHHEM:
TIpHKa30B? nyHKT 24 Ipasun
HaJUIeKalleH
NPaKTHKH XPaHECHHA
COIlos? nyHKT 24 [Tpasun
HaJUIeXKaleH
MPaKTHKH XpaHEHHs
MHCTPYKLMIT? myHKT 24 IIpasun
HaJIexKaleH
NPaKTHKH XPaHEHHA
38. | Peructpupyrorcs b1 pesyibTathl | MyHKT 21 [pasun
TEMIEPATYPHOrO KAPTUPOBAHHMA H BIAKHOCTH | HaJUIeXKalleH
B CIENHAJIBbHOM JXypHaie (KapTe) pErHCTpalu | MPaKTHKH XPaHCHHSA,
Ha GYMa)XHOM HOCHTENE  (WIH) B 9NeKTPOHHOM | mynkt 23 Ilpapmn
BHIE €XeIHEBHO, B TOM 4YHCJE B BBIXOJHBIE | HAJUICKAIIEH
H [Ipa3THUYHEIE JHU? MIPAKTHKU XPaHEHHS;
nyHKT 7 [IpaBun xpaHeHus
JIEKapCTBEHHBIX CPEJICTB
39. | Xpamsrca mu sxypHanst (kaprsl) perucTpamuu | myHKT 21 Ilpasun
TEMIIEPATypPHOIO KapTHPOBAHHS B TeucHHe | HaaNexamen
IBYX JIET? [IPaKTHUKU XPaHEHUS,
nyHKT 23 [IpaBui
HajJexalen
MPaKTHUKU XpaHEHH,
nyHKT 7 IIpaBui XpaHeHHS
JIEKapCTBEHHBIX CPEJICTB
40. | Cobromaercs 1 3ampeT Ha COBMECTHOE XpaHeHHe B | MyHKT 34 IIpaBun
OZHOM TEXHHYECKH YKPEIUIEHHOM TIOMEIIEHHH | Hajuiexamen TIPaKTHKU
JEKAPCTBEHHBIX ~ MPENapaToB, INPEIyCMOTPSHHBIX | XpaHEeHHS
myakrtoM 32 TlpaBun Hamexalnei MIPAKTHKH
XpaHeHHs, W  JIGKapCTBEHHBIX  IpernapaTos,
colepKallliX CHIBHOAEHCTBYIOIME WM SXOBHTHIC
BemiecTBa?
41, | Cobmromaercs  JIM 3alpeT Ha xpaHeHue B | myHkr 20 IIpaBun

TIOMEIIEHUAX XPaHCHHs JICKapCTBECHHBIX npenapaToB.

HazyeKalle NpakTHKH
XpaHECHHS

NULIEBHIX MPOLYKTOB?

myHkT 20 IIpasun
HajJexane NpaKTHKH
XpaHeHHA




TabGauHbIX H3ACTHA?

nyskT 20 IIpaBun
HajexameH MpakTHKU
XpaHeHHS

HATINTKOB (32 MCKITIOYEHHEM THTHEBOH BOBI)?

nyHkt 20 [Ipasun
HajIexaueH NpaKTHKy
XpaHECHHUA

eKkapCTBEHHBIX MPENapaToB, MPeIHA3HAYCHHBIX JUTH
THYHOTO KCIIOJB30BaHMA PaGOTHHKAMHU?

myHkT 20 TIpasun
HaJuTeXKaled NpakTHKH
XpaHEHHS

(momxnocth ¥ @Y n0KHOCTHOTO THIA, 3aII0JIHABLIETO IIPOBEPOYHBIA JIUCT, MOAIHCE, JaTa)

(ﬂOJ’I)KHOCTb u ©®1O noDKHOCTHOIO Jria OpUIHYECCKOTO IKIa, IIpI/ICYTCTBOBaBHIel"O IIpHu

3aII0JIHEHHH IIPOBEPOYHOTO JIUCTA, IOJIIHUCH, Jata)




ITpunoxenne Ne 3
K npukaszy OeznepanbHoi CITyXOBI
0 HaJ30py B cepe 34paBOOXPaHEHHUS

o194 201L Ne J4 3K

®opma

IIpoBepovHBIii JIHCT
(CIIHCOK KOHTPOJIbHBIX BOIPOCOB),
ucnosb3yemblii ®@exepaibHOi cayx00i no HaA30py B cdepe 31paBOOXpAHEHHS
| ee TePPUTOPHAILHLIMH OPraHaAMH NP NPOBEeHHH MIAHOBBIX NpOBEpPOK NPH
ocyiecTB/IeHHH (heepaibHOro rocyiapcTBEHHOro Haa30pa B cdepe obpameHus
JIEKAPCTBEHHBIX CPeCTB
(XpaHeHHe JIeKapCTBEHHbIX NPenapaToB A/ MEAHIAHCKOTO npuMeHeHHus B
anTeKe roToBbIX (opm)

(HAMMEHOBAHHE OPraHa, OCYIIECTBIIOMErO IAHOBYIO HPOBEPKY)

1. Buj rocy1apcTBEHHOTO KOHTPOJIA (nag3opa)

2. TlpeaMerT IUIaHOBOH MPOBEPKM IOPHAMYMECKHX JIHMI M WHAMBHIYJIBHBIX
TpeanprUHIMaTeNel orpaHINBaeTCs 06s3aTeNBHBIME TPeGOBaHMAME, COOIIOICHNAE KOTOPBIX
gBISeTcs HauboNee 3HAYAMBIM C TOYKH 3PEHHMs HEJOIMYIIEHHA BO3HUKHOBEHMA YIPO3BI
IPUYMHEHNs Bpe/a XU3HH, 310POBBIO TPAXKIaH, H30XKCHHBIMU B dopme POBEPOYHOTO JIUCTA
(CITHCKA KOHTPOJIBHBIX BOTIPOCOB).

3. HamMeHoBaHwe IOPHAMYECKOrO IHMIA, GaMuiIus, HMs, OTIECTBO (IpH HAIMYMH)
VHIMBH Iy aJIbHOTO npeIIpHHAMATENIA:

4. MecTo mpOBEEHHs ILIAHOBOH MPOBEPKM C 3arONHEHWEM IPOBEPOHHOIO JACTA:

5. PeKBU3UTHI IPHKA3a O IPOBEICHUH TIAHOBOH MPOBEPKHU: OT Ne

6. YueTHBIH HOMep POBEPKH U JaTa IIPHCBOEHHA yISTHOr0 HoMepa pOBEPKH B EmnnoMm
peecTpe IPOBEPOK:

7. JomKHOCT, GaMIINd ¥ WHUIHANEI JODKHOCTHOTO JIMNA (orun), IPOBOSAIIEro(HX)
[IITAHOBYIO IIPOBEPKY:

1. ;

2. ;

8. [TepeyeHb BOIPOCOB, OTPAXAIOMINX COACPIKAHHUE 00s13aTeNbHBIX TpeOOBaHuH, OTBET HA
KOTOpHIe OJHO3HA4YHO CBHIETETBCTBYET O cOGIIIOIeHUH HIH HEeCOOTIOAeHHN FOPUANICCKIM
JIVLIOM, MHAWBHIYaIbHBIM ITPEIIPUHAMATEIEM 06s3aTeNbHBIX TpeOOBaHMM, COCTABIAIOIINX
npeIMeT NPOBEPKU:
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PeKkBH3HMTHI BriBoag 0
HOPMATHBHBIX BBLITIOJTHEHUH
NpaBOBBIX aKTOB, C TpeboBanuii
yKazaHHEM HX

CTPYKTYPHBIX €HHHL,
Bonpockl, 0TPaKal0NMKe COAePKaAHHE KOTOpPbIMH
o6s3aTeNLHBIX TPeOOBaHAH YCTaHOBJICHBI
o0s3aTeNbHbIE
TpeOOBaHHS

n/n aa HET

denepanbHblii 3aKoH ot 12 ampenst 2010 r. Ne 61-®3 «O0 oOpameHHH JEKAPCTBEHHLIX CPEACTB»
(CoGpanne 3aKOHOAATEILCTBA Poccniickoii ®enepanuu, 2010, Ne 16, crT. 1815; 2016, Ne 27, cr. 4283)
(nanee - 61-®3); TpaBpia HaaAekamedi APAKTAKH XPAHEHHS H €PEBOIKH JIEKAPCTBEHHBIX NPENapaToB
AN MEIHIHHCKOTO NpHMEHEeHHs, YTBepKIeHHbIC NPHKAIOM MunaucTepcTBa  31PaBOOXpaHEHHs
Poccuiickoii ®exepanun ot 31 asrycra 2016 r. Ne 6468 (zaperucrpupoBan MHHHCTEPCTBOM IOCTHIIHA
Poccniickoii ®enepauun 9 sapaps 2017 r., perncTpanuonnbiii Ne 45112) (zanee ~Ipasnia HaQJIeKAMEH
npakTukn xpanenus); Ilpasnia Hagrexamed anTeuHoli NPAKTHKH JeKapCTBEHHBIX Npenaparos A
MeIHIHHCKOro NPHMEHEnHs, yTBepKIeHable NpaKa3oM MHHHCTEPCTBA 3APABOOXPAHEHHT Poccniickoi
®enepanun or 31 aBrycra 2016 r. Ne 647n (3aperncTpHpoBan MHHHCTEPCTBOM YOCTHIHH Poccniickoil
®enepaunn 9 saBaps 2017 r., perucrpanuonnblii Ne 45113) (nanee — Ipapnja Hajiexameil anTeqHoi
npaxtuku); [lpaBuia XpaneHus JeKapCTBEHHBIX CPEICTB, YTBEPHICHHBIC npuka3oM MHHHCTEPCTBA
3ApABOOXPAHEHHS H CONHAJIBLHOrO PasBHTHS Poccniickoii ®enepanun or 23 aBrycra 2010 r. Ne 706n
(zaperucTpupoBan MHHHCTEPCTBOM IOCTHIHH Poccniickoii ®enepannm 4 okrabpa 2010 r,
perncrpanuonusiii Ne 18608) ¢ u3smMeHeHHAMHE, BHECCHHBIMH NIPHKA3OM MuBHCTEPCTBA 3APABOOXPAHEHHS
H conuasbHOre passutas Poccuiickoii ®@enepanun or 28 mexa6ps 2010 r. Ne 1221u (3aperucTpupoBaH
MunncTepeTBoM loctunnn Poccriickoi ®exepannn 4 denpans 2011 r., perucTpanHOHHBIH Ne 19703)
(nanee — [IpaBuia XpaHeHHs JIEKAPCTBEHHBIX CpeAcTB)

VupagJenne Ka4ecTBOM (CTaThs 55 61-@3; raaga I [paBu HajIesKaMIeH ANTeIHOMH MPAKTHKH)

VTBepKICHBI hiv’ | PYKOBOIUTENIEM cyObekra | myHKT 4 Tlpasun
obpallleHus JIeKapCTBEHHBIX CPEICTB  CTaHIAPTHEIC Hagnexalei anre4yHoH
1. OrepalMOHHBIe MPOLeTyphl  (Hanee — COII)? TPAKTHKH

HiMeercs ¥ B HATHYHH JOKyMEHTALKA CUCTEMBI

KauecTBa Ha GyMaXKHBIX M (MJIM) SIEKTPOHHBIX nyHkt 5 IIpasun
HOCHTEJIAX! HauIexarmei anTeqyHon
TIPAaKTHKH

HOITYHKT «¥» ITyHKTa 5
TTpaBun HagexaleH
arTeyHOH NPaKTHKH

bKypHaJI PETHCTpalliK [IPHKa30B
(pacniopsbkeHHH) 1o CyOBexTy
PO3HUYHOM TOProB/IM?

XKypPHaJT ©XKEJHEBHOM perucTpauy
napamMeTpoB TEMIIEPATYPEI U
BJIQXKHOCTH B OMEIIEHHUAX [UIA
XpaHeHHs JIEKapCTBEHHBIX
npenaparos?

TOITYHKT «K» ITyHKTa 5
TpaBut HagexaleH
arrreyHoON IIPaKTHKH

MOAMNYHKT «JI» MyHKTa 5
TTpaBwt HajIeKalIeH
anTe4HOH MPaKTHUKH

hKypHAJI [IEPHOIMYECKOH PEerHCTpaLiy
TEMIIEpATYpbl BHYTPH XOJIOAHIBHOTO
oGopyoBaHUA?
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bKypHAIT yueTa Ofepaluii, CBI3aHHBIX C

oG paleHHeM JIEKAPCTBEHHBIX CPEACTB, TOAMYHKT «M» MyHKTa 5
BKJIIOUEHHBIX B [IEPEUCHb TpaBun HaIeKaMIEH
TeKapCTBEHHBIX CPEACTB, MOJIENKALUMX anTeqHON TPAKTUKK

NpeIMETHO-KOTMIECTBEHHOMY YUETy
(npu Hanu4uu)?

HOAMYHKT «p» ITyHKTa 5
[MpaBui HapIeKaLIeH
aIrTeyHoOH ITPaKTHKH

XKypHaJI yueTa JIEKapCTBEHHBIX
TpenapaToB ¢ OrPaHMYECHHBIM CPOKOM

TOAHOCTH?
HOAMYHKT «X» ITYHKTa 5
DKypHaJT yueTa MOCTYIUICHHs ¥ pacxoza TIpasun Hazexamet
BaKIMH (PY HANHYHH)? anTeuHOM MPaKTHKH

bKypHaJ pETMCTPalMM  pe3yNbTaToB  NPHEMOYHOro| MOMMyHKT «» myHKTa 5
KOHTpONA? [Mpasun HajIeKamen
aTITe4HOM MPaKTHKH

KYpHAJ PETHCTpalM{ ONepauuif, CBA3aHHBIX C| MOMIYHKT «y» IMYHKTa 5
060pOTOM HAPKOTHYECKHMX CPENICTB, NCHXOTPONHBIX! [IpaBHi HajeKamen
BEILECTB ¥ UX IPEKYPCOPOB (IIPH HATAIHH)? ANTeYHOM NPaKTHKH

Crcrema oGecledeHHs KaUecTBAa XDAHEHHS H_WEPEBOIKH JIeKAPCTBEHHBIX NPENapaToB (CTAThs 54
61-®3; raapa IL, nyakrst 3 - 6 Ipasnn nagnexamedl MPaKTHKH XpaHeHHs])

HasnaueHo IH PyKOBOJIMTENIEM allTEYHOM nyHKT 5 TIpaBun
3 [praHu3alyy JHIO, OTBECTCTBCHHOE 32 BHEAPCHHE HaJJIEXXaIeil IPaKTHKU
i1 oOecIieueHUE CHCTEMBI KadecTBa? XpaHEHUS

Hudpacrpykrypa. Ilovemennsi juis XpaHeHWsl JIEKAPCTBEHHBIX NPENAPATOB (cratbst 58

61-®3, raasa IV TlpaBui Hajgnexameii NPAKTHKH XpaHEHH:; IIpaBuna XpaHeHHS
JIeKaPCTBEHHbIX cpeacTB; riapa V Ipasui Hanaexamed anTe4YHoi NPaKTHKH)

MMeloTes i HeOOXOANMBIE MOMEINEHHUS (MITN) 30HBI,
[IpUHaJICKAHC anTe4yHoR OpraHusallvyd Ha Ipase Iy HKT 11 Hp ABHT

4. coOCTBEHHOCTH WIH HA HHOM 3aKOHHOM OCHOBAaHHWH, Ha/:mexcamei/’l TPaKTHKH
00X O/IMMEBIE JUIA OCYIIECTBIICHHA ASATENBHOCTH 0y payenms

XPaHEHHIO JIEKAPCTBEHHBIX TIPenapaTos?

UmeeTcs i 0603HAYEHHAS 30HA WIH OTACIBHOE myHKTe 15, 16 I1pasun

5. | moMelnenye NPUEMKH JIEKAPCTBEHHBIX MpenapaToB? HaUTeXalleH MPaKTHKK
XpaHEHHs

NmeeTcs 1 0603HaYEHHAs 30HA WIM OTAEIBHOE myHKTHI 15, 16 TIpaBuin

6. | MomemeHne XpaHEHHs JeKapCTBEHHBIX NPErapatos, HajuteKalieil MpaKTUKH
TpebyIOLIMX CTIeLHANBHBIX YCTIOBUA? XPpaHCHUA

WMeeTcs iy [1J19 XpaHEHUs BBIABJIEHHBIX myHKkTH! 15, 16 IIpaBun

danscupUIHpPOBaHHBIX, HeIOOPOKAa1eCTBEHHbIX, HazJIeXKalleH PaKTHKH
KOHTpa(haKTHBIX JIEKAPCTBEHHBIX NPENapaToB: XpaHCHNA

7.

myHKTHI 15, 16 IlpaBun

06o3HaueHHas 30Ha? aieKaIei MPaKTHKH
XPaHeHHUS




34

IyHKTHI 15, 16 Ipasun

? o
OTACJIbHOC ITOMCIICHUE ! Ha UIeXKALIeH TPAKTHKH

XpaHEHHs
HmeeTcs JIM 30HA WIH OTACIBHOE IIOMELIECHHE, rmysKTsI 15, 16 Tpaswt
obecrnieurBaroias TpeOyeMbie YCIOBHS XpaHEHH HaJJIe)KaIel MpakTHKH
8. | mexapcTBeHHBIX MpenapaToB /I KApaHTHHHOIO XpaHeHUs
XpaHEeHHs JIEKapPCTBEHHBIX
npenaparos?

myHKT 17 [Tpasun
Hajexalnel MpakTHKH
XpaHeHHA

OcBeleHs! J1 MOMEIIEHHS U 30HEI, HCIIOIb3YEMbIE
9. | ans xpaHeHus TEKAPCTBEHHBIX MPETApaToB?

OrneneHsl a,Z[MPIHI/ICTpaTI/IBHO-ﬁblTOBLIC NMOMCILICHUA

N myHkT 19 Ipasun
10. | oT momMerenHi XpaHeHKA TEKAPCTBEHHEIX

HajasexxaeH MpakTHKH

npernaparos? XpaHeHHs
Hmeetcs u o, H
év[ee CS JIM OT/eNbHas 30Ha (LIKadbl) Wit xngne}m;{ mysicr 25 Tpasun
1 obopynosaHusl, HHBEHTAPS M MATEPHANIOB I YOOPKH | 110 npescaimei NPaKTHKH
. | (ouncTKH), a TaKKE MOIOIMX U AE3UHPUUMPYIOIMX XpaHEeHHs
cpencts?
[TpoBoauTcst 11 yOOpKa IIOMEIEHHH (30H) Ui nyHKT 25 [IpaBun
12. | XpaHeHHs JIEKAPCTBEHHBIX IPENapaToB B HaJUIe)KaIIeH PaKTHKH
cootserctun ¢ COIlom? XpaHeHuA
. nyHKT 25 IIpasun
HMeercs i ragKkas OTAEIKa IOMEIIEHHH JULA .
HaJJIe)Xamel IpaKTHKA
XpaHeHHs JICKapCTBEHHBIX MpenapaToB
XpaHEeHHs;
. (BHYTpEHHHE TIOBEPKXHOCTH CTEH, IIOTOJIKOB), nyrKT 6 [Tpasmn
- | momyckaromasi BO3MOXKHOCTE TPOBEJCHHS XpaHEeHHS JeKAPCTBEHHBIX
BJI2XHOM YOOPKH ¥ HCKIIOYAomas HaKOIUICHHE CpEeCTB
1301 0
O6ecnieueHa Iy 3a0IUTa HOMEIECHHH U1
XpaHeHHs JIeKapCTBEHHBIX IPENapaToB OT nyHkT 26 I1pasun
14. | npoHMKHOBEHHUS HACEKOMBIX, IPHI3YHOB HIIA HaJUIeXKalen MPaKTHKH
JPYTHX KABOTHBIX? XpaHCHHA
Nudpacrpykrypa. OGopynoBanne (rnasa 1V Ilpasmn HaJJIeJKameil MPaKTHKM XpaHeHHs;

IpaBuJa XpaHeHH sl JIEKAPCTBEHHDBIX CPECTB)

Wmeercs M HeobxomuMmoe oOopynoBaHue (B
A PYA ( nyHkT 11 ITpasun
XOpOIIIEM COCTOSIHMH H YHCTOE), NPUHAUISKAIIEE ",
15. HaJIeXKamed TpakTHKH
OpraHM3alfid Ha IpaBe COOCTBEHHOCTH HIIH Ha
XpaHEeHUA
HMHOM 3aKOHHOM OCHOBAHHH?
OcHameHsl JM TOMEIeHHs JUis XpaHeHwms | myHKT 7 [Ipasun
16, | TexapcTBeRmbIX  CpencTs npubopaMu I | XpaHEHHUS
" | peructpauuy rapaMeTpoB Bo3yxa: JIEKApPCTBECHHBIX CPE/ICTB
17. myHkT 7 [IpaBui
TEpMOMETpaMH? XpaHEeHHUs
JIEKApCTBEHHBIX CPECTB
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nyHkt 37 [paBun
HaJuIexKalued MpakTUKu
XpaHeHUs

TUrpOMeTpaMu?

myHKT 7 [IpaBun
XpaHEHHUA
JICKApCTBEHHBIX CPEJCTB
myHKT 37 IlpaBun
HaJyleKalen IpaKTHKU
XpaHeHHs

3NIEKTPOHHBIMH THTPOMETPAMH?

nyHKT 7 IIpaBun
XpaHEHHUS
JICKapCTBEHHBIX CPEJICTB
myHKT 37 IlpaBun
HaJyIe)xalleil npakTHKA
XpaHeHHs

myHKT 37 IlpaBun
HajJiexKalle NpakTHKA
TEpMOTUrpoMeTpamMu? p
XpaHeHus
P asMeIIarTcqa JIA H3IMEPUTCIIBHBIC JacTH

npuGOpOB 11 PETMCTPAllHH HapaMeTpoB Bo3xyxa | myHKT 7 ITpasun
18. | Ha paccTosHME He MeHee 3 M OT JBepeil, OKOH ¥ | XpaHEHHs
OTOMHTEJIHBIX NPUOOPOB M Ha BEICOTE 1,5 - 1,7 M | JIEKapCTBEHHEIX CPEICTB
OT noja?
PerucTpupyloTcss 1M moKazaHds TpuGOpOB UL
PETHCTpanyy [apaMeTPOB BO3IyXa €XKEIHEBHO B HyHKT 7 Tpasus
19, | CHELHATBHOM XypHate (xapTe) permcTpanuu Ha XpaHeHs
OyMa)KHOM HOCHTENIE WIH B 3JIEKTPOHHOM BHJE C
apXWBallMed (I 3MEKTPOHHBIX THIPOMETPOB), JICKApCTRCHHBIX CPEACTR
KOTOPBI BEAETCS OTBETCTBEHHBIM JIHI[OM?
CeprudunupoBaHsl, KaMOpOBaHEI U | IyHKT 7 [IpaBun
20. | nomBepraroTcss M TOBEPKE KOHTPOJHPYIOUIHE | XpaHEHHUS
IpUOOPbI I PETHCTPAllH IAPaMETPOB BO3ayXa? | JIEKAPCTBEHHBIX CPENICTB
Hmeetcs nu xomomunsHoe 060pyA0BaHME: nyskts 21, 36, 37
IIpaBun Hapyexamei
IIPaKTUKH XPaHCHHS
21. nyHKTH 21, 36, 37
XOJIOWJIBHBIE KaMEPhI WM CIIEIHATBHO ITpaBun Hagnexareit
000pyI0BaHHOE MTOMEIIEHHE? IIpaKTUKK XpaHEHUS
(apmaneBTRYECKHE XONOMMIbHbIE MKa(b! WM | myrkTH 21, 36, 37
XOJIOAWJIBHMK JUUIS XpaHCHHS TEPMOIaOUITEHEIX [IpaBun HamTeK)KaIEeH
IIEKapCTBEHHBIX CPEICTB? [IPaKTUKH XpaHEHHUS
MMeroTcs i CHCTEMBI KOHIUIMOHUPOBAHHS B myHKTHI 21, 36, 37
99, | TOMEIIEHNIX XpaHEHHS JICKAPCTBEHHbIX Ipasun

npenapaToB?

HaJUIe)KalleH IIPaKTUKU
XpaHCHHS;




nyHkT 4 ITpasun
XpaHeHHUs JIEKApPCTBEHHBIX
CpEICTB

VIMeroTcs 1M CHCTeMbl BEHTHJIALUH B
23, | moMemennAX XpaHeH JIEKAPCTBEHHBIX
npenapaTos?

nyskTs 21, 36, 37
[IpaBui

HaJUIe)KaIIeH MPaKTUKH
XpaHEeHHS,

nyHKT 4 IIpaBun
XpaHeHUs JIEKaPCTBEHHBIX
CpEICTB

HmeroTca v mKadbl METAUTMYCCKHE WA
JepEBAHHBIE I XPAHEHHUS JICKAPCTBEHHBIX
24. | npenapaToB, MOTIEKAINHX PEIAMETHO-
KOJIHYECTBEHHOMY YUeTy?

nyHkT 31 ITpasun
HajIexaren
MIPaKTHUKH XpaHCHUSA

Vimeercst mu TUIOMOUp A ONEYaThIBaHUA B
KOHIIe paboyero JHs IKa(GOB METATHIECKUX HIIH
25. | ACPEBAHHBIX (unM TOMENIeHHH) UL XPaHCHHS
JIEKapCTBEHHBIX [PENapaToB, MOIEKAIHIX
IIPeIMETHO-KOIMIECTBEHHOMY YIeTy?

myHkT 31 [TpaBun
HaJUTeXKaIen
IIPaKTHKH XpaHeHUs

HmMeroTcd MM B NOMELIEHHAX O XpaHCHHA
JICKapCTBCHHLIX npenaparoB:

myHkT 29 [Ipasun
HaJIe)KaIen MpaKTHKA
XpaHEHHS,

nyskT 31 IlpaBmi
HaJUIe)Xaled IpaKTUKH
XpaHCHHS,;

nyHkT 5 [IpaBun
XpaHeHns JIEKapCTBEHHBIX
CpeICTB

cresuTan?

26.

nyHkt 29 Ilpasun
HajUieXxamed IpaKTHKH
XpaHCHHS,

nyHkT 31 ITpaBun
HaJyTeKaIed IPaKTHUKA
XpaHEHWS,

nyHkT 5 IIpasui
XpaHeHHs JIEKapCTBEHHBIX
CPENCTB

mkagb1?

nyHkT 29 IlpaBun
HaJyIeKamed MpakKTHKA
XpaHEHHS;

myHkT 31 [TpaBun
HaJUIeXalen MPakTUKA
XpaHEeHHs,

nyHkT 5 [IpaBun
XpaHeHHs JIEKapCTBEHHBIX
CpencTB

TTONXOHEI?

nyHKT 29 ITpaBui
HaJuIeKaIeH MpaKTHKA
XpaHEHNUS,
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myHKT 31 IpaBun
Ha/UIeXKaIed NPaKTHKA
XpaHEHHS;

nyHKT 5 [IpaBun
XpaHEeHHs JIEKaPCTBEHHBIX
CpEICTB

nyHkt 29 [Ipasun
HaJyIeXxamed IpaKTUKH
XpaHCHUS;
[1OJTOBAPHUKH? Eﬁ:;;uiglaﬁggxmm
XpaHCHUS;

nyHKT 5 IIpaBun
XpaHEeHHUs JICKapCTBEHHBIX
CpeICTB

WMeroTcs v 3amiacHble IOBEPEHHBIE CPEACTBA nysKTL 39, 40 TIpasun
H3MEPEHUA B CIydae PEMOHTA, TEXHHYECKOro HaJUIEeKAIIEeH TPAKTHKH
06CIIy)KMBaHHsL, TOBEPKH 000PyI0BaHHS U XpaHEHHUS;

CPEJICTB H3MEPEHHUS? myHKT 7 [IpaBun
XpaHeHHUs JICKapCTBEHHBIX
CpeICTB

27.

HQOHCCCLI JAeATEC/ILHOCTH C!ﬁ’beKTa 203Hlfl‘ll-l0ﬁ TOProBJH TOBapaMH ANTEYHOI'0 ACCOPTHMEHTA.
geﬁCTBHﬂ C!ﬁ'beKTa oﬁpageﬂnﬂ JIEKAPCTBEHHbIX IIPENapaToB 110 XpPaHCHHIO. EOK!MCHTLI 1{1)

XPAHEHHIO JIeKAPCTBEHHbIX Mpenaparon. ONeHKa AeATeILHOCTH (CTAThSA 58, myukr 3 craThn 9
61-®3; rmasa V, VI Ilpasun Hapiexameii npakTHku Xpadenus; IlpaBuna xpaneHus

JekapcTBeHHbIX cpeacts; ruasa VI u VIII Ilpapua Hajjiexameii anTeaHol NMPAKTHKH)

myukt 46 [IpaBun
HaJuIeXxalei

MpPaKTUKH XpaHEHHUS,

myHKT 40 TIpaBun xpaHeHus
JIEKApCTBEHHBIX CPENCTB

COOTBETCTBYIOT JI CBEJICHHS PE3YJIbTAaTOB
[PHEMOYHOTO KOHTPOJIsi CBEACHUIM B
TOBaPOCONPOBOAUTENLHON JOKYMEHTALMH:

myHKT 46 [Ipasun
HaJiexatei
10 aCCOPTHMEHTY M KOJIMYECTBY? NPAKTHKH XpAHEHHUS

>
nyHKT 40 ITpaBwi xpaneHus
JIEKAPCTBEHHBIX CPENICTB

28.

myHKT 46 IIpasun
HauIexale

MPaKTHKH XpaHECHHS,

myHKT 40 [TpaBun XxpaHeHHS

[0 KauyecTBy?
JIEKapCTBEHHBIX CPE/ICTB

o coOMIOAEHHIO CIIeLIHAIBHBIX

N myHKT 46 [Ipasui
yCJIOBHH xpaH:aan (Ip¥ HAJTMYMH TaKOro TpCGOB%HI/IH HaTexKamedi
B HOPMATHBHO# J1I0KYMEHTALIMH Ha JIEKAPCTBEHHBIR | foaeryyey xpanenns;
npernapar)? nyHkt 40 ITpaBun xpaHeHus

JIEKapCTBCHHBIX CPCACTB
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[0 HAJTUYHUIO TIOBPEXICHHH
TPaHCIIOPTHOM Taphi?

myHKT 46 IIpasun
HaUIeXaIeH

[PaKTHUKH XpaHEeHUS;

myHkT 40 [IpaBun XpaHeHUA
JIeKapCTBEHHBIX CPENICTB

nyHkT 49 IIpaBun
Co3nana Ti TIpHEMHAs KOMHCCHS UL ITPOBEICHHS | ganyexalell aTeYHOH
9. | IPHEMOYHOTO KOHTPOILA, YTBEpXKACHHAS TPHKA30M | 1paKTHKH XPaHEHHS
PYKOBOMHTES CYyOBEKTa PO3HHYHOK TOPTOBIH?
OdOopMIISOTCS U C IPOCTABICHUEM [ITaMIIa O
IpHEMKE, MOANICHI0 MaTePHAIbHO - niyHKT 46 [IpaBui
OTBETCTBEHHOTO JIMIIA, 3aBEPEHHOM eyaThio (IpH HaJUIeXKaIIeH anTeTHON
HAJIMYHH) Cy6beKTa PO3HHIHON TOPTOBIIH: [PaKTAKK
nyHkT 46 IpaBun
cyeTa - aKTypsI? HazjJexaineil anTeuHon
IIPaKTHKH
30.
myHKT 46 [IpaBun
TOBApHO-TPAHCIIOPTHBIEC HAKJIA/HbIE? HaJJIeXaIeil anTeyHon
IPaKTHKH
nyHKT 46 [IpaBun
peecTp JIOKyMEHTOB TI0 KadeCTBy? HaJyIexarel anTeyHon
IIPaKTHKH
TIpoXOAT JI TOBApPEI AIITEIHOr0 ACCOPTUMEHTA J10 | ITYHKT 50 IIpaBun
3], | MOKadH B TOProByIO 30HY peAIPOJAXKHYIO Hajyexalnell anTe4Hoi
HOATOTOBKY? MIPaKTHKH
ryskT 29 Tlpasun
neHTHQHUUMPYIOTCS JIM XPaHALUMECS ICKapCTBEHHbBIC HaJyIexaleH npakTHKHU
cpelcTBa B COOTBETCTBHH C npUMeHsAeMOH cyObexToM | XPaHCHH,
32. | o6pareHus JIeKapCTBEHHBIX MPETIapaToB cucTeMon MyHKT 49 HEaB“H
yqua? HajJIeXKaleH MPaKTHKHA
XpaHeHHs
nyHKT 47 IIpaBmn
33 OC}'IIICCTBJ'UICT cs JI1 XpaHCHHUE J'IeKapCTBCHHLIX Hamex(ameﬁ MPaKTHKH
npenaparos ¢ y4€TOM Tpe60BaHI/II71: XpaHeHHUS,;
nyHkT 40 ITpasun

XpaHeHUs JIEKAPCTBEHHbIX
CpeJCTB
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nyHkT 47 [IpaBun
HaUTeKaIEeH PaKTUKH
XpaHeHHM,

nyHkT 40 IpaBun
XpaHeHHs JICKapCTBEHHBIX
CPEICTB

nyHkT 47 [IpaBun
HajJIexale NpakTAKK
HHCTPYKLMH 110 MEIMIIMHCKOMY npuMeHeHHI0? XpaHeH!S;

nyHkT 40 [IpaBun
XpaHEeHHs JIEKapCTBEHHBIX
CPEICTB

HOPMATHBHOM JOKyMEHTALWH, COCTaBIAIOIEH
perucTpaLMOHHOE JI0ChE Ha JIEKapCTBEHHBIN
npernapar?

nyHKT 47 Ipasun

5 . HaJIeKale mpakTHKH
uH(OpMaLH, cofeprallefics Ha NEpBUMHON 1 (un) XpaHCHHS,
b

BTOPHMYHOM YTIAKOBKE JIEKapCTBEHHOrO npernapata ¥ | pypxr 40 [pasun

i Tape?
TPaHCTIOPTHOM Tape: XpaHEeH¥ s JIEKapCTBEHHBIX
CpeICTB

PazMernaroTcs Jik JIEKapCTBEHHBIC MPENapaTsl

B NIOMEIEHHSX ¥ (MJIM) 30HaX U XpaHCHHA nyukt 49 [pasui
JIEKapCTBEHHBIX MPENapaToB B COOTBETCTBHH € HaJIexKalei paKTHKH
Tpe6oBaHUAMH HOPMATUBHOH JIOKyMEHTALUK 1 (unm) XpaHEeHHs;
TPCGOBaHI/IﬂMI/I, yKa3aHHbIMH Ha YTIaKOBKE MYHKT 8 HpaBI/IH
JIEKapCTBEHHOTO Mpemnapara, ¢ y4eToM: XpaHEHHUS

JIEKapCTBEHHBIX CPEICTB

myHKT 49 [Ipasun
(PU3HKO-XMMHYSCKHX CBOMCTB HaUTeXAallel MpaKTUKY
leKapCTBEHHBIX TIPENapaToB? XpaHeHHS,

myHkT 8 I1paBun
XpaHeHHus

34.
JIeKapCTBEHHBIX CPE/ICTB

nyHkT 49 [Ipasun
HaJyIexarneil MpakTuKu
XpaHeHus,

myHkT 8 Ilpasun
XpaHeHus
JIEKapCTBEHHBIX CPELCTB

myHKT 49 [Ipasun

Hajnexame MpakTHKU
criocoba BBEISHUS XpaHeHH

(7
IEKapCTBCHHBIX npenapaToB: IYHKT 8 HpaBI/UI

hapMakoIOrHYecKuX rpymm?

XpaHeHHs
JIEKapCTBEHHBIX CPE/ICTB

XpaHATCSA K CBETOYYBCTBUTE/ILHEIE mynkt 52 [Tpasun
35, | eKapCTBEHHEIE NIpenIapaTsl B 3AIMUIICHHOM OT HaUIeKaIeR IPaKTHKH
cBeta Mecte? XpaHeHHS,;
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myHKTHI 24-26 [paBuin
XpaHEeHHs
JIEKapCTBEHHBIX CPEJICTB

XpaHsTcs JIA BIar09yBCTBUTEIHHBIC

nyskts 21, 47 Ilpasun
HaJyIe)Kaled TPaKTHKH

JIEKapCTBEHHBIE CPEICTBA B 3ALIMIICHHOM OT XPAHCHH,
36. P P ryHkThI 27-29 I1paBun
BJIard Mecre?
XpaHeHust
JIEKApPCTBEHHBIX CPENICTB
HasuaveHo 7 NpHKa30M PYKOBOAUTENS CyObeKTa
PO3HMYHOM TOPrOBJIM OTBETCTBEHHOE JIUIIO 33 nyHKT 66 [IpaBui
37. | padory ¢ danscHPUIMPOBAHHBIMH, Hajyiexanieit anTeqyHoi
J0OpOKaUeCTBEHHBIMH, KOHTpa(akTHRIMA TIPaKTHKH
TOBApaMH alTeYHOTO aCCOPTUMEHTA?
W301upoBaHb! M CHEHATEHO nysxr 55 [pasun
38, | IPOMapKHPOBAHHBIC IEKAPCTBERHBIE NPENAPATEL, | pranyesxamell MPAKTHKH
IIpeHA3HAYEHHBIE I YHHYTOXEHHSA? XpaHEHHs
- nyHKT 30 IIpasun
30JIMPOBAHBI JIU: HauIeKameH
IPAKTHKA XpaHCHUS
leKapCTBEHHBIE NIPENapaThl, B OTHOINCHHH myskr 30 TIpasm
KOTOPBIX IIPHHATO PENICHHE O NPHOCTAHOBNCHUH | yayescammeit
39. MpUMEHEHHA? TPAaKTHKH XpaHEHHS
TeKapCTBEHHBIE IPENIAPATHI, B OTHOIICHHH nyskr 30 TTpasi
KOTOPBIX PUHSTO PEIIeHUE 00 U3BATHH U3 HauTeKaIelt
oGparmerns? IPaKTHKH XPaHEHHU
(banbcrbHIIpPOBAHHEIE, HeNOGPOKadecTBeHHbIe 1 | MYHKT 30 Ilpanu
KOHTpa(aKTHBIE JIEKAPCTBEHHBIE MPETapaThi? HaJuIeKamen
TPAKTHKH XpaHEHHs
VMeroTcs I IOKyMEHTH!, ONTHCHIBAIONIME ASHCTBHA,
BBIIOJTHAEMBIE CyOHEKTOM 00OpaleHKs JIEKAPCTBEHHBIX mysicrst 41-43 Tpasun
npenaparos, HamnpaBJICHHBIC HA CO6I[IOIICHI/I€ Hazmemameﬁ TIPaKTHKH
Tpe6GoBaHuii, ycTaHOBIEHHbIX [IpaBunaMu XpaHeHHs
HajyIeKaleil NpakTUKH XPpaHeHHU:
HHCTPYKLIAA? nyHKTHI 41-43 TIpaBun
40 HaTexalned NpakTHKA

XpaHeHHs

CTaHAapTHBIE ONEPALIHOHHbIC
npoueaypst (COITb)?

nyHKTHI 41-43 IpaBun
HaJyIealed rpaKTHKH
XpaHeHHs

OT4eTH (CBOMHBIE KypHAbI)?

nyHKTHI 41-43 [IpaBun
HajuIeKae NpakTHKA
XpaHEeHHUA




OroBopsI?

nyHKTs 41-43 TIpasun
HaJyiexxaleil MpakTHKU
XpaHeHHs

Benercs Jin yueT JEKapCTBEHHBIX CPEICTB €
OrpaHMYEHHBIM CPOKOM FOJTHOCTH Ha OyMaXXHOM

nyHkT 11 [Ipasuna

41. | mocurene UM B 3JEKTPOHHOM BHIE C XpaHEHHs JICKapCTBCHHBIX
apxuBarueii? Cpeacts
VcTaHOBJIEH /M PYKOBOAUTEIEM OpraHU3allny mynr 11 Tpasin
47, | mopsinox Benenus yaeta J'I;I(apCTBeHHbIX CPEACTB | xpanerms JeKapCTBEHHBIX
C OrpaHUYEeHHBIM CPOKOM CperCTB
VMeercs i pa3pabOTaHHbIH H YTBEPX/ICHHBIH
KOMILIEKC Mep, HallPaBlIeHHBIA HA MUHUMH3AILIHIO
P, Haflp myHKT 24 ITpasun
puCcKa KOHTaMHHAIHH J'IeKapCT]jeHHBIX HaIeKameH
TIPENapaToB, ¢ YIETOM yCJIOBHH COOMONCHHAS TIPAKTHKH XPAHEHHS
3aIMTEI OT (PaKTOPOB BHEHIHEH Cpesibl C
odopMieHHEM:
myHKT 24 I1pasun
43, IIpHKa30B? HaJIeKalleH
IPaKTUKH XPaHEHHUS
nyHKT 24 Ipasu
COIloB? HapIeXaIen
IPAKTHKA XpaHEHU]
nyHKT 24 Ilpasun
HHCTPYKIUHA? HaJUIexantel
IPAKTHKH XpaHECHUSA
44. | PerucTpupyIOTCs U Pe3y/IbTaThl TEMIEPATYPHOTO | MyHKT 21 Ilpaenn
KapTHPOBAaHHUA u BII&KHOCTH | HajUIeXKalleH
B CIEUMATHHOM JKypHANe (KapTe) pericTpary | MPaKTHKH XpaHCHHT,
Ha GyM@KHOM HOCHTENe H (W) B SMEKTPOHHOM | MYHKT 23 Ilpasun
BHJE €XEIHEBHO, B TOM 4HCIE€ B BBIXOJHBIC HaJUIeXatlen
¥ TIpa3THAYHEIE JHH? TpaKTHUKHA XpaHCHHUA,
myHKT 7 [IpaBuit XpaHeHUA
JIEKApCTBEHHBIX CPEAICTB
45, | Xpansatca M OKypHalnbl  (KapTel) PErvCTPalMH | MyHKT 21 Tlpasun

TEMIEpATyPHOTO KAPTMPOBAHKS B TEYEHUE BYX JIEeT?

Haexalei

MPAKTHKHA XPaHEHHS;
nyHkT 23 [IpaBun
HapIexalei

MpaKTHKK XpPaHeHHU;
nyHkt 7 ITpaBun XpaHEeHHA
JIEKapCTBEHHBIX CPE/ICTB
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46. | CobmonaeTcs M 3alpeT Ha COBMECTHOE XpaHCeHHE B
OTHOM  TEXHHYECKH YKPEIUICHHOM — TOMEMCHWH | nvyer 34 [TpaBun
JIEKAPCTBEHHBIX ~ TPEMapaToB,  MPeXyCMOTPEHHBIX .
4 HaJJIexXamen
nynkroM 32 TlpaBun HauiexameH MIPaKTHKH U X —_
XPAHEHHSL, ¥ JIEKapCTBEHHBIX NIPENapaToB, CONEPXKaliX TMPaKTAKH XpaHeHH
CHJIbHOAEHCTBYIONINE WM SAOBHTbIE BEILECTBA?
47. nyHkT 51 Ipasun
CobmromaeTcss JH  3amIpeT Ha  XpaHCHHC ”
HaJJIeXaIel NpaKTHKA
OTHEONACHBIX M B3PBIBOOMACHBIX JIEKAPCTBEHHBIX | o o
IpenapaToB BAAIU OT: p
nyHkT 51 ITpasun
HaJJIe)KaIed TpaKTHKI
OTHSL? aineiaien fp
XpaHeHHs
nyHkT 51 Ipasun
HaJyIe)xamed TpakTHKI
OTONMHUTENBHBIX IPUOOPOB? ax et ip
XpaHeHHs
nyHKT 51 IIpasun
" s HaJJIeXalend MpaKTHKA
BO3/IEHCTBUSA MPSIMBIX COJIHEYHBIX JTY4eH !
XpaHeHHs
48. nyskT 20 [Ipasun

CobGimoaercs /i 3alpeT Ha XPaHCHHC B MOMCICHHAX
XpaHeHHA JICKapCTBCHHBIX npenaparos.

HaJJIeXaIeH MIpaKTHKA
XpaHeHuA

MUIIEBBIX MPOXYKTOB?

myskT 20 [Ipasun
HaJyIe)xamen IpaKTHKI
XpaHCHHUs

TabauHBIX W3IeITHA?

myHKT 20 ITpasun
HaJUIeKamen IPaKTHKA
XpaHEHHS

HAIMUTKOB (33 HCKTIOYEHUEM [UTHEBO BOAb!)?

nyakT 20 IIpasun
HaJuIeXKaIen IpaKTHKA
XpaHECHHUs

JIEKaPCTBEHHBIX TPENaparos, NpeJHa3sHAYEHHbIX [UIs
TAYHOrO UCTIONB30BaHUs paboTHUKAMHU?

nyHKT 20 IIpaBun
HaJIe)Kael MPaKTHKU
XpaHEHUS

(nomxaocTs ¥ PYO [0DKHOCTHOTO JIMIA, 3aMOIHUBIIET0 HPOBEPOYHBIH JIUCT, MOANHUCH, Jara)

(,IIOJ'I)KHOCTB 1 OO nomKkHOCTHOTO JTHIAa IOPUANIECKOTO JMa, IpHCYTCTBOBABIICTO IIpHa
3aIlI0OJHECHUH IIPOBEPOYHOTO JHCTA, noAINUCH, naTa)




[Tpunoxenue Ne 4
k npukasy DenepanbHoH CiryKO5I
10 HaA30py B cdepe 3MpaBoOXpaHEHHS

or9 41 4P1T Ne T438

®opma

IIpoBepovHBIii JIHCT
(cnHCcOK KOHTPOJIBHBIX BOINPOCOB),
ucnoan3yemblii @efepanbHoii c1y:xOoi no Haa3opy B cdepe 31paBooOXpaHeHHs
H ee TePPUTOPHAILHBLIMH OPraHaMH NPH NPOBEJCHHH MIAHOBLIX NpoBepoOK NpH
oCyIeCcTBJeHHH (elepalbHOro rocyapcTBeHHOro Hax30pa b cdepe oOpameHHst
JIEKAPCTBEHHbIX CPEACTB
(XpaHeHHe JIeKaPCTBEHHBIX NPeNapaToB A/l MEHIHHCKOTO NpHMEHECHHS B
anTev4HOM NyHKTe)

(HaMMEHOBaHKE OpTaHa, OCYIIECTBILIOMIETO IIAHOBYIO NpOBEPKY)

Bun roCyIapCTBEHHOI'O KOHTPOJIA (uam3opa)

2. TlpemMeT TwIaHOBOH MPOBEPKH IOPUAMYECKAX  JIHI A HMHAVMBHAYAIbHBIX
npeanpUHAMaTENel OrpaHYMBaCTCH 06s3aTeNBHBIMY TPEGOBaHMAMH, COOIIOACHHE KOTOPBIX
gRIIseTcsd Hambojiee 3HAYMMBIM C TOYKHM 3pEHHS HENOIMyIICHHI BO3HUKHOBEHHS YI'PO3BI
TIPMYHMHEHHS BPe/ia )U3HHU, 3[0POBBIO IPaXIan, M3J10’KEHHBIMY B popMe IIPOBEPOTHOTO JTHCTA
(criMcKa KOHTPOJIBHBIX BOIIPOCOB).

3. HauMeHOBaHWE MOPHAMYECKOTO IHMIA, (Qamuius, UM, OTIECTBO (IpH HAIHYHH)
WHIVBH Iy aJIbHOTO npeanpHHAMATEIIS:

4. MecTO TIpOBENEHHS ILTAHOBOW IPOBEPKM C 3aNOIHCHHCM IIPOBEPOYHOrO JIKCTA:

5. PeKBU3HUTHI IPHKa32 O IPOBEJICHHUY IUIAHOBOH NPOBEPKH: OT Ne

6. YueTHBI! HoMep MPOBEPKH H JIaTa IPUCBOSHHUS yIETHOTO HOMEpA npoBepku B EnuHOM
peecTpe NPOBEPOK:

7. Jo/DKHOCTB, (paMIis ¥ WHUIKANBl JODKHOCTHOTO nuna (Jian), IIpOBO,IUII.HeFO(I/IX)
IJIAaHOBYIO TIPOBEPKY:

1. ;

2. ;

8. [TepeyeHs BOIPOCOB, OTPAKAIOIIAX COACPXKAHHE 06s13aTeNbHBIX TpeOOBaHUH, OTBET Ha
KOTOpPBIE OJHO3HAUHO CBHIETENBCTBYET O COBIIONEHUY WM HECOOTMIOEHUH FOPHINIECKUM
JTAIIOM, WHIMBHAYaIbHBIM IPEATIPHHUMATEICM 00s3aTeIbHBIX TPeOOBaHMUH, COCTABIIAIOIINX
npeaMeT IPOBEPKH:
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PexBH3HTBI BoiBog 0
HOPMATHBHbIX BbINOJTHEHHH
NPABOBLIX AKTOB, € TpedoBaHU
yKa3aHHEM HX

CTPYKTYPHBIX €IMHHII,
Bomnpocsl, 0TPa’Kal0IIHe CoAePiKAHHE KOTOPBLIMH
00s13aTeILHBIX TPeOOBaHUI YCTAHOBJICHBI
o0s3aTeIbHBIE
TpeboBaHuUS

n/u aa HET

®enepaabHblii 3akoH or 12 ampens 2010 r. Ne 61-®3 «O06 oGpameHHH JIEKAPCTBEHHBIX CPEACTB»
(CobGpanne 3aKOHOAATEJIAbCTBA Poccniickoii Penepaunn, 2010, Ne 16, cr. 1815; 2016, Ne 27, cr. 4283)
(nanee - 61-®3); IIpania naaaexameii NPAKTHKH XPAHEHAS H NEPEBOIKH JIEKapCTBEHHBLIX NPENapaToB
M MEIHIMHCKOr0 NpPHMEHEHHsl, YTBepXIeHHble NPHKA30M MuHHCTEpCTBa 3APABOOXPAHEHHSA
Poccuiickoii ®enepanun ot 31 aBrycra 2016 r. Ne 646u (3aperncTpupoBaH MHHHACTEPCTBOM IOCTHIHH
Poccniickoii ®eaepanun 9 sasaps 2017 r., perncTpanHOHHbINA Ne 45112) (nanee — IlpaBniia Hagexamei
npakTHKA xpaHnenns); IlpaBnia Hagjexamed anTeyHo#l NPAKTHKH JICKAPCTBEHHBIX NPENapaToB A
MeHIHHCKOr0 MPUMEHEHHs, YTBePKACHHbIC NIPHKAIOM MunncTepeTBa 3ApaBooxpanenns Poccniickoi
®exepanun or 31 asrycra 2016 r. Ne 6471 (3aperucrpupoBas MunncTepcTBOM ocTanmH Poccuniickoi
®denepaunn 9 supaps 2017 r., perncrpannonubiii Ne 45113) (nanee — IIpaBuia HajIexameil anTevHoH
npaktaku); IlpaBuia XpaHeHHs JEKAPCTBeHHBIX CPEACTB, YTBEPAICHHLIC npuka3oM MuHHCTEPCTBA
3ApaBOOXpPAHEHHs H CONHAIBHOIO Pa3BUTHI Poccuiickoii ®exepanuu ot 23 aBrycra 2010 r. Ne 706n
(3aperncTpupoBan MHHHCTEPCTBOM  IOCTHIHH Poccuiickoii ®enepanun 4 oxrabps 2010 r.,
perucrpannonnbiii Ne 18608) ¢ n3MeHeHHSIMH, BHECCHHBIMH IPHKA30M MunncrepcTBa 3ApaBoOXpaHeH s
H conuasabHoro passutas Poccniickoii ®enepanuu or 28 paexabps 2010 r. Ne 1221m (3aperncTpapoBan
Munucrepersom toctunun Poceniickoii Pegepannn 4 pespans 2011 r., peracTpanuonHbIii Ne 19703)
(nanee — IIpaBuJia XpaHeHHs JIEKAPCTBEHHBIX cpeacTB)

Vipapjienue kauectBoM (craths 55 61-®3; rnasa 11 Iipasua HaJUIeKameil anTedHoi NPAKTHKH)

YTBepKACHDI hiv| PYKOBOAMTENICM cyonekta | mynkt 4 [Ipasun

1 obpalieHus JIeKapCTBEHHBIX CPEICTB CTaHIapTHBIC Hajsexameh anreqHoi
’ OnepalHOHHbIe POLEAYphI (Hanee — COI)? TPaKTHKHU
HMeeTcs Ii TOKYMEHTALMA CHCTEMBI Ka4eCcTBa Ha nyrkr 5 TTpasun
GyMaxHBIX U (HTH) STEKTPOHHBIX HOCUTENAX: HaUTeKaIIel aTeqHoH
TIPaKTHKH

MOAMYHKT «H» IMyHKTa 5
IMpaBua HaIexaUIeH
arrrevYHOl NPaKTHKH

hKypHaJl perHCTpalH NPUKa30B
(pacriopsbkeHHi) 1o cyObekTy
PO3HHUYHOM TOProBIn?

2. JypHAJ eXECAHEBHOW PEruCTpaLvH
napamMeTpoB TEMIIEPATYPBI U
BJI2JKHOCTH B TOMELICHUAX IS
XpaHeHHUs TEKapCTBEHHBIX
npenaparoB?

MOQITYHKT «K» ITYHKTa 5
[MpaBui Hapex)awe
anTevHOH NMPaKTHKH

HOJITYHKT «J» TYHKTa 5
IMpaBui HagnexKalen
aNTeYHON IPaKTHKH

hiypHaJI TepHOMMECKOH perucTpaliu
TeMIIEpaTypbl BHYTPH XOJOAWIBHOTO
oGopynoBanua?




hKypHAIT yHeTa Onepalui, CBA3aHHBIX C

o0paliieHUeM JIEKapCTBEHHBIX CPEICTB, TOAIYHKT «M» YHKTa 5
BIJTIOUEHHBIX B NIEpEYCHb Tpasut HaJJIeKaIeH
J1EKAPCTBEHHBIX CPEICTB, MOATEKAIINX aNTeYHOM NPAKTHKU

[peIMETHO-KOJIMIECTBEHHOMY y4eTy
(mpu Hanu4KK)?

MOMIYHKT «P» MyHKT 5
T[IpaBun HapexawmeH
anTe4YHOH MPaKTHKYU

JKypHaJ y4eTa JIeKapCTBEHHBIX
TIpenaparoB ¢ OrpaHMYeHHBIM CPOKOM

rOIHOCTH?
MOAIMYHKT «X» IyHKT 3
biypHaJ1 y4eTa IOCTYTUIEHHS M pacxoa IIpasui Hagmexamieit
BakiUH (TIPH HATAYNH)? anTe4HON MPaKTHKH

bKypHAT ~pErdCTpALidi  Pe3yJbTATOB [PHEMOYHOro| HNOMIYHKT «» myHKTa 5
KOHTpOJIA? [MpaBun HapnexauIeH
aITeYHON MPAKTHKH

KypHaJ ~pPerucTpallii OMepalyi, CBA3AHHBIX C| MOMAMYHKT «y» MyHKTa 5
0GOpPOTOM HAPKOTHYECKHMX CPEACTB, MCHXOTPONHBIX| [Ipasui HajexameH
BEIIECTB ¥ MX TPEKypCopoB (TP HATM4KK)? amTeuHOM MPAKTUKH

CrucreMa obecneueHHsi KauecTBA XpaHeHHS H NEPEBO3KH JIEKAPCTBEHHBIX NPENaparTos (cratps 54
61-®3; raasa II, mynkrei 3 - 6 [Ipapua naaaexameii NPAKTAKH XpaHeHust)

Ha3HaueHo M PyKOBOAMTENEM alTEYHOM nyHKT 5 IIpaBun
3. [opraHM3aluy JMIO, OTBETCTBEHHOE 3a BHEJpEHNE | HaIeKaleh MpakTUKH
11 0OeCIIeUeHIE CHCTEMBI KauecTBa? XpaHEHHUS

Madpactpykrypa. Ilomenmenus s XpaHeHHsi JCKAPCTBEHHBIX npenaparoB (craTes S8
61-®3, raasa IV IIpaBua Hayiexamedl NPAKTHKH XPaHCHUS; IIpaBuia XpaHeHHS
JeKapcTBeHHbIX cpeacTs; riasa V Ipasni HajJIeKamei anTeyHoli NPAKTHKHA)

MMeroTest M HeoOXOMMEIE NOMELIEHHsS (MIIH) 30HBI,
pHHAIEKAIME AIITeYHOH OpraHu3allii Ha Npase ymr 11 Tpaswr

4 [POGCTBEHHOCTH W Ha MHOM 32KOHHOM OCHOBAHHH, HaTexamel IPaKTHKY
HCOGXOLIHMI:IC JJIs OCYINECTBICHHA HOEATCIIBHOCTH 1O XpaHEHUS

X paHEHHIO JIEKapPCTBEHHBIX npemnaparos?

Umeercs i 0603HaYEHHAs 30HA HITH OTAEIBHOE nyHKTHI 15, 16 [1pasmn

5. | nomemenne NpHEMKH JIEKAPCTBEHHBIX MPeNapaToB? Ha/IeKAIIeH PAKTHKK
XpaHeHUSA

Wmeercs 11 0603HAYEHHAA 30HA WM OTAEIBHOE myHKThl 15, 16 [TpaBun

6. |momemienye XpaHEHUA JIEKapCTBEHHBIX MPENapaToB, HaJUIeXKALLEH TIPAKTUKH
TpeOyIOIHX CleNHANbHBIX yCIOBUI? KPaHCHUA

HUmeercsa M i XpaHeHUS BBIABJICHHBIX myHKTHI 15, 16 IIpasBun

danbcuUIMPOBaHHBIX, HEAOOPOKAUECTBEHHBIX, HaJIexKaNEeH TPaKTHKH
KOHTpaakTHBIX JICKAPCTBEHHBIX MPENapaToB: KPpaHCHUA

myHKTHI 15, 16 TlpaBusn
HaJiIexallel MpakTHKH
XpaHEHHS

0003HaueHHas 30Ha?




OTJICJIBHOC HOMCH.ICHPIC?

myskrs! 15, 16 [Tpasun
Ha Ie)KaIeH PaKTHKA

XpaHEeHHs

HMeeTcs IM 30HA WK OTAENABHOE MOMEIICHHUE,
obecreunBaroias TpedyeMble yCIOBHA XPaHCHHA

myHKTHI 15, 16 Tpasun
HaJJIe)xameH pakTHKH

8. IIeKapCTBeHHbIX nperlapaTOB pikpb: | KapaHTI/IHHOI'O XpaHCHHA
XpaHeHUs JIeKapCTBCHHbBIX
npenaparon?
myskr 17 IIpasun
o OcBelleHbl JI¥ IOMEIIEHHS ¥ 30HH, ncnom;syemme HAITeKALIEH PAKTHKH
- | ansa xpaneHus jeKapCTBEHHBIX MPETIAPATOB ! XpaHeHHs
OTI[CJ'ICHBI Ju aﬂMItIHPICTpaTI:IBHO-6BITOBBIe IyHKT 19 Hp ARV
10, | mOMeIeHus  OT HOMeIIeHUHA XPaHEHHA HaIeIKAmeH PAKTHKH
JIeKapCTBEHHBIX IPENnapaTos? XpaHEHHs
HMeeTcs MM OTAENbHAA 30HA (MIKadel) U1 XpaHEHHU myrcr 25 Tipasin
1, | oo, e o s YD e pae
> PYIOUWMX | xpaneHus
cpencts?
TIpoBoauTes i YGopKa ITOMEIIEH|H (30H) Mist myHKT 25 [IpaBmi
12. | XxpaHeRH NeKapCTBEHHEIX Ipenaparos B HaJUIeXKaeH MPaKTHKK
cootsercTeun ¢ COITom? XpaHCHUA
o . nyukt 25 Ipasun
MeeTCsl M TJaaKast OTeNKa MOMEIICHUH UIs w
HajIe)Kamnel NpakTHKA
XpaHeHHs J1eKapCTBEHHbIX IIPENapaTos )
XpaHCHHS;
3 (BHYTpEeHHHE II0BEPXHOCTH CTEH, IIOTOJIKOB), nyskt 6 [Ipapu
. | momyckaromas BO3MOXHOCTH IPOBEACHUA XpAHEHNS JIeKAPCTBEHHBIX
BJIQXHOM YOOPKH ¥ HCKIIIOYAIOIIas HAKOIICHUE CpenCTB
TIBLTH?
OGecredeHa MM 3alliTa TOMEIICHAN 1A
XpaHeHHs JeKapCTBEHHbIX IPENapaTos  OT myHKT 26 IIpaBui
14. | mpoHuKHOBEHUS HACEKOMBIX, IPHI3YHOB HIIA HaJUIEXKAIIEH MPaKTHKH
JpPYTHX KHBOTHBIX? XpaHeHu
Hudpacr a. OGopygosanne (rasa IV IIpaBua Hajiexamedl NPAKTHKH XPaHEHUS;

IIpaBujia XpaHeHHs JIEKAPCTBEHHbIX CpeacTB)

Nmeercs nu  HeobXoaumoe oGopynoBaHue (B
XOpOIIEM COCTOSIHHH M YHCTO), IIPHHAIeKALICE

nyskt 11 ITpasun

15. HaJyIeXKaIen IpakKTHKI
OpraHM3alli¥ Ha ITpaBe COOCTBEHHOCTH HIM Ha
XpaHEeHHU
MHOM 33KOHHOM OCHOBAaHMH?
OcHallleHBl JH TOMEHEHHd JUId XPpaHeHHs | IIYHKT 7 1lpaBun
JIEKApCTBEHHBIX CPEICTB npubopaMu  JUIA | XpaHECHHS
16. | perucTpanuu napaMeTpoB BO3yXa: JIEKapCTBEHHBIX CPE/ICTB

TepMOMETpaMH?

nyHkT 7 [IpaBun
XpaHeHHs
JIEKApCTBEHHBIX CPEACTB




myHKT 37 ITpaBun
Hajiexkalei NpakTHKH
XpaHeHHs

rurpoMeTpamu?

nyHKT 7 IIpaBun
XpaHeHHUs
JIEKapCTBEHHBIX CPEJICTB
myHkT 37 TIpaBmn
HaJUIeXAIlEeH IIPaKTHKH
XpaHEeHHs

SIEKTPOHHBIMH THTPOMETPAMH?

nyHKT 7 IIpaBun
XpaHEeHHA
JIeKapCTBEHHBIX CPENICTB
nyHKT 37 IIpaBun
HajIexaledl NpakTHKA
XpaHeHus

TepPMOTHIpoMeTpamu?

myHkT 37 IIpaBun
HaJJIexKaIel MPaKTHKH
XpaHeHUA

PazMmernarorcs A HU3MEPHUTECIIBHBIC Y4acTH

npu6OpOB IS PETHCTPALMH MAapaMeTPOB BO3yXa | MyHKT 7 Ilpasun
17. | Ha paccTosiHMM He MeHEe 3 M OT JiBepeH, OKOH M | XpaHCHHA
OTOMHTEILHBIX IPHOOPOB U Ha BbICOTE 1,5 - 1,7 M | IEKapCTBEHHBIX CPEIICTB
oT mona?
PerucTpupyroTCcs JM II0Ka3aHHs MPUOOPOB LA
pETUCTpAlMH NapaMETPOB BO3AyXa €XECIHEBHO B yHKT 7 TTpasun
18, | coenmanbHOM XKypHaje (KapTe) perucTpanuu Ha XpAHEHHS
GYMaXXHOM HOCHTEJIE HJIM B 3JICKTPOHHOM BHIE C
apxuBauueif (I OJIEKTPOHHBIX THTPOMETPOB), NIeKapCTBCHHBIX CPEAICTD
KOTOPBIH BEJIETCS OTBETCTBEHHBIM JIMLIOM?
CepruduIupoBaHbl, KauOpOBaHbI U | IyHKT 7 [TpaBua
19. | monmBeprafoTcs 1M TOBEPKE KOHTPONHMPYIOIIHC | XPAHCHHSA
npuGOPHI UL PETUCTPAIUY TapaMeTPoB Bo3ayxa? | JIeKapCTBEHHBIX CPEACTB
VMeeTcst M XOJIOAMITBHOE 000pyI0BaHUE: nysxTe 21, 36, 37
TMpaBun HaJUIEKAIIEH
IPaKTHKH XpaHEHHUS
20. nyHkts 21, 36, 37
XOJIOAMJILHEIE KAMEPHI MIIH CIEIMATIBHO [TpaBus HaJUIEKALIEH
060opyn0BaHHOE TOMEIIEHHE? TIPaKTHKH XpaHeHHs
(bapManeBTHYECKHE XONOAUIBHBIC mxadbl WK | mydxTs 21, 36, 37
XOJOMTBLHHUK /UIS XPAHEHHs TepMonaGuIbHeEX | [TpaBui Hazuiexamen
eKapCTBEHHBIX CPEACTB? IPaKTUKH XPaHEHHUS
IMEIOTCS JTH CHCTEMBI KOHTUITMOHUPOBAHUS B myHKTHI 21, 36, 37
21, | MOMEIIEHHSX XPAHEHNS IEKAPCTBEHHEIX IIpaBun

pemnaparoB?

HaJIeXKaIel MpakKTHKA
XpaHEHHUS,




nyHKT 4 IIpaBun
XpaHeHHs JICKapCTBEHHBIX
CpeIcTB

VIMeroTcs i CHCTEMB] BEHTHISIUY B
[IOMENIECHHUSAX XPaHEHH JIEKapCTBEHHBIX
npenapaTos?

nyHKTHI 21, 36, 37
[Ipasun

HaJpIeXKaIen IPaKTHKA
XpaHCHHS,

myHKT 4 IlpaBun
XpaHeHUs JIEKapCTBEHHBIX
CPEACTB

Nmerorcs i mKkagbl METAUIMICCKUE WIH
JepeBsSHHbIE U XPAaHEHHs JIEKapCTBEHHBIX
HperapaToB, MOUIeXKAIMX IPEAMETHO-
KOJMYECTBEHHOMY Y4eTy?

oyHKT 31 I1paBun
HajyieXxamen
MPaKTHKH XpaHEHHS

Wmeercss 1H mioMOup JUld ONEYaThiBaHUS B
KoHIE pabouero JHA MKapOB METAIUTMICCKUX HITH
JIEPEBSHHBIX (WM IIOMEIIEHHUH) [ XPaHEHHUS]

JIEKapCTBEHHBIX IPENAPATOB, MOITIEKAIIMX
TIPEIMETHO-KOJIMIECTBEHHOMY y4eTy?

nyakT 31 Ilpasun
HaJU1eKale
MIPaKTHKH XpaHCHHS

HmMeroTcs i U1t XpaHEHUS JIEKaPCTBEHHBIX
npenapaTos:

nyHKT 29 Hpasun
HaJJIe)Kaled TPaKTHKHI
XpaHECHHS,

nyHKT 31 IIpasun
HaJyIeXallel MPaKTHKH
XpaHEeHHS,

nyHKT 5 [IpaBui
XpaHEHUs JEKapCTBEHHBIX
CpEICTB

creJutaxku?

myHKT 29 Hpasun
HaJIeXKalleH IPaKTHKU
XpaHEeHHS;

nyHKT 31 IIpasun
HaJIexxamed MpakTHKH
XpaHEHHUS;

nyHKT 5 [IpaBun
XpaHEHHUs JIEKapCTBEHHBIX
CPEACTB

nyHKT 29 Ipasun
HaJlJIe)Kalley MpaKTHKH
XpaHECHHs,;

nyHKT 31 IIpaBun
HaJyIeXKaIlen IPakKTHKA
XpaHeHHS;

nyHKT 5 [IpaBun
XpaHCHHS JIEKapCTBEHHBIX
CpEeACTB

TOTOHEI?

nyHKT 29 [IpaBun
HaJyIeKaneil MpaKTHKK
XpaHEHHS;
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nyskt 31 IIpaBun
HaJyIexamen IPaKTHKA
XpaBCHHS,;

nyHKT 5 [IpaBui
XpaHeHHs JICKapCTBEHHBIX
CpeNCTB

[OATOBAPHHUKU ?

nyukT 29 Ipasun
HaJJIeKalend MpaKTHKI
XpaHEHHUS,

nyHkt 31 [Ipasun
HajuIe)Kamen IpaKTHKH
XpaHEHHS,

myHKT 5 IIpaBun
XpaHeHHs JIEKapCTBEHHBIX
CpencCTB

VMeroTcd JIM 3amacHEBIe TOBEPEHHBIC CPEICTBA
H3MEPEHHs B ClIydae PEMOHTA, TCXHHYECKOTO
o6ciTyXKuBaHus, TOBEPKH 000pYyA0BaHHUS U

26. 0
CpPEICTB M3MEPEHHUS?

nyHKTHI 39, 40 TIpaBu
HaJJIe)Kamen MPaKTHKA
XpaHECHHS,

myHKT 7 IIpaBun
XpaHeHHs JEKapCTBCHHBIX
CPEICTB

IIponecchl AeATeLHOCTH CYOheKTa PO3HHIHON TOPrOB/IN TOBAPAMM ANTETHOIO aCCOPTHMENTA.
elicTBHS CYOheKTa o0pamenns JeKAPCTBEHHBIX MPenaparos 1o XpaHCHHIO.
XpAHEHHUIO JIEKAPCTBEHHDIX PENapaTos. OneHKa JIeaTeJbHOCTH (cTaThe 58, MyHKT 3 cratbu 9
61-®3; raasa V, VI IlpaBan Hapexamell NPAaKTHKHM XpaHeHH:; [IpaBuia XpaHeHHSA
aexaperBennbIx cpeacrs; raasa VI m VIII IpaBua HajJIeKanmei anTedHoil NPaKTHKH)

OKYMEHTHI IO

COOTBETCTBYIOT JIH CBEICHHA DE3YJbTaTOB
HPUEMOYHOTO KOHTPOJIS CBEICHHUSM B
TOBAPOCONMPOBOAUTENBHON JIOKYMEHTALIUH:

myHKT 46 [Ipasun
HaJUIeXKAaIeH

[PaKTHUKH XPaHEHHUS;

myHKT 40 ITpasun xpaHeHus
JIEKapCTBEHHBIX CPE/ICTB

M0 aCCOPTHMEHTY M KOJIMYECTBY?

27.

myHKT 46 ITpaBun
HaJUIe)KaleH

NPaKTUKH XPaHEHHS;

myHKT 40 [Tpasun xpaHeHHs
JIEKapCTBEHHBIX CPEJICTB

0 KayecTBy?

myHKT 46 TIpasun
HaJexanei

MPAaKTHKH XPaHEHHS,

myHkT 40 [TpaBun xpaHeHUs
JIEKapCTBEHHBIX CPE/ICTB

1o COOIOACHHIO CIEIHAIBHBIX

ycnoBuii XxpaHeHus (IPH HATMIUM TAKOTO
TpeGoBaHKsA B HOPMATHBHOM JOKYMEHTALlMH Ha
nexapcTBEeHHBII npenapar)?

myHKT 46 IIpasun
HaIeKaImeH

MpaKTHKY XpaHSHHU,

myHkT 40 [TpaBun xpaHenws
JIEKApCTBEHHBIX CPE/ICTB




N0 HAJHMUYKIO OBPEKACHUM
TpaHCIIOPTHOM Taph!?

myHKT 46 ITpaBun
HajuIeXKamei

MPaKTUKH XPaHEHH;
nyHKT 40 ITpasun xpaHeHHA
JIEKapCTBEHHBIX CPEACTB

Cosnana jau pHeMHasl KOMUCCHA A
TIPOBEACHHUA IPUEMOTHOTO KOHTpPOJA,

nyekt 49 Ilpasun
HajIexKalleld anTeyHoH

28. | yrBepIeHHas IPUKa30M PYKOBOAUTENS CyOBEKTa TIPaKTHKH XpaHCHHA
PO3HUYHOM TOProB/IHM?
OdopMISIIOTCS  TIM € IPOCTABIICHUEM LITaMITa O
TIpHEMKE, TIOAHCHIO MATEPUAITBHO - myHKT 46 [Tpasun
OTBETCTBEHHOTO JIMIIa, 3aBEPEHHOH II€YaThIo HajuexaueH anTewHoH
(1pH HaTMYKK) CyOBEKTa PO3HAYHON TOPTOBIIH: IpakTHKH
myHKT 46 IIpasui
cuera - paxTyps1? Haaexauiei ante4Hon
TIPAaKTHKH
29.
nyHKT 46 IIpaBui
TOBapHO-TPAHCIIOPTHEIE HAK/IATHBIE? Hajuiexameil anTeuHon
MPaKTUKH
myHKT 46 1Ipasun
peecTp JOKYMEHTOB IO Ka4eCTBY? Hauiexaniei ante4Hon
MPaKTHKH
ITpoXOAAT /1M TOBAphI ATEYHOTO ACCOPTHMEHTA JI0 | MIYHKT 50 TlpaBun
30, | TI0Zia9¥ B TOPrOBYIO 30HY TNPEANPONAXKHYIO HaJUIeXaIeH anTeyHon
TIOJTOTOBKY? MIPaKTHKU
myHKT 29 IlpaBun
HneHTHHIMPYIOTCS JIH XpaHAIIHecs JIeKapCTBEHHBIC HaJiexallei NpaKTHKA
CPENICTBA B COOTBETCTBHHM C IPHMEHSIEMOH XpaHCHU,
31. | cy6pexTom obpaiieHus IEKapCTBEHHBIX NPENApaToB IyHKT 49 HEaBHﬂ
cucTeMoil yuera? HajuIexKAaICH MPAKTAKH
XpaHEHHUA.
nyskT 47 1IpaBun
32, | OcymecTsnsercs M XpaHeHHe IEKAPCTBCHHBIX HAJUTeKAILEH TIPAKTHKH

TIpernapaToB ¢ yueToM TpeGoBaHmii:

XpaHEeHHS;

nyHKT 40 IIpasun
XpaHEHHUS JICKAPCTBEHHbIX
CpEACTB
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HOPMaTUBHOM JOKyMEHTALUH, COCTaBJIAIOLIEH
perucTpalMOHHOE JI0ChE Ha JIeKapCTBEHHBIA
npenapar?

nyskt 47 [pasuin
HaJUTe)KAlLCH MPaKTUKH
XpaHeHHH,

nyakT 40 IIpasun
XpaHeHHs JIEKapCTBEHHBIX
CPEICTB

MHCTPYKIMH 110 MEIHLIMHCKOMY NpUMEHEHHIO?

myHkT 47 IIpasun
HajeKallel NPakTUKA
XPaHEHH,

myHKT 40 [Ipasun
XpaHeHHs JIEKapCTBCHHBIX
CpeAcTB

uHdOpMaLnH, colepKaleiics Ha HEepBHYHOM U (MITH)
BTOPHHYHOMN YIIAKOBKE JIEKAPCTBEHHOrO Npenapara 1
TPaHCIIOPTHOH Tape?

nyHkT 47 IlpaBun
HajuIeKalei NpakTHKH
XpaHeHHS;

nyHKT 40 [IpaBun
XpaHEHHMs JIEKApCTBCHHBIX
CpEICTB

33.

PasmMemaroTcs JIM JIeKapcTBEHHbIE MpenapaThi

B TOMEIIEHHUAX Y (WIH) 30HaX U1 XpaHeHMs
JIEKapCTBEHHBIX NIPENApaToB B COOTBETCTBUM C
Tpe6GOBaHUSAMH HOPMATUBHOMN IOKYMEHTAlMH U (vmn)
Tpe6OBAHMSIMH, YKa3aHHBIMA Ha YTIAKOBKE
JIEKApCTBEHHOTO TpernapaTa, ¢ y4eToM:

nyHKT 49 I1paBun
Hajyiexaile NMpakTHKA
XpaHCHHS,

nyskT 8 [IpaBun
XpaHEHUS
JIEKapCTBECHHBIX CPENICTB

(pH3MKO-XUMHYECKHX CBOHCTB
TeKapcTBEHHBIX [IpenapaTos?

nyHKT 49 IIpasun
Hayexawei npakTuKy
XpaHEHH,

nyskT 8 [IpaBun
XpaHECHHUA
JIEKapCTBEHHBIX CPEACTB

dbapmakosOruuecKux rpymn?

nyHKT 49 [Ipasun
HaJyTexaleil TpakTHKH
XpaHeHHUs;

nyHkT 8 Ilpasuin
XpaHEeHUs
JIEKapCTBEHHBIX CPE/CTB

crioco0a BBeJICHHS
ieKapCTBEHHBIX MpenapaTos?

nyskT 49 Ilpasun
HaJjieXxaleil MpakTUKH
XpaHEHHS,

nyHKT 8 I1paBun
XpaHeHHUs
NIEKapCTBEHHBIX CPEICTB

34.

XpaHsATCs JIH CBETOUYBCTBHTE/ILHBIC
JNeKapCTBEHHbIE TIpEnaparThl B 3allUIICHHOM OT
cBeTa MecTe?

nyHkT 52 [Tpasun
HajIeKameH IPaKTHKH
XpaHEHHS,
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myHKTHI 24-26 IIpaBun
XpaHeHus
JIeKapCTBEHHBIX CPENCTB

XpaHSITCH JI BIaro4yBCTBHTC/IBHBIC

nyHkTsI 21, 47 [pasun
HaJJIe)KaInen NpaKTHKA

XpaHEeHHS;
35, | lexapcTBeHHbIE CPEACTBA B 3AIIMIICHHOM OT
‘ myHKTHI 27-29 IlpaBun
BJIaru Mecte?
XpaHeHUs
JIEKapCTBEHHBIX CPEICTB
Ha3HageHo 71 IpHKa30M PYKOBOJHUTEN CyObekTa
PO3HHYHOM TOProBIIM OTBETCTBEHHOE JIMIIO 32 myHKT 66 [IpaBun
36. | paboty ¢ panscHHIMPOBAHHBIMH, HaJyTexalnell anTe4Hon
no6pOKaYECTBEHHBIMHU, KOHTPa(aKTHEIMH MPaKTHKA
TOBapaMH AITeYHOTO aCCOPTUMEHTA?
V305dpoBaHbl JIM CHICIHABHO mysr 55 pasat
37. | mpomMapkupoBanHbIe NEKapCTBEHHBIE MPEMAPATEL, | yanyexareil IPAKTHKH
NpeHa3HAYECHHbIE UL YHHITOXKEHHS? XPaHCHHS
- myHKT 30 IIpasun
30JTHPOBAHBI JIK: HazUIeKaIeit
TIPAKTHKA XpaHEHHs!
IeKapCTBEHHBIE NPENapaThl, B OTHOIICHUN mysr 30 TIpasun
KOTOPBIX I'IpI/;H}ITO peIIeHue O IPHOCTAHOBICHAH | o escammett
38. | [MPUMCHEHM! NPaKTHKA XPaHEHUS
leKapCTBEHHBIE ITPETIApaTHl, B O;HOIHCHI/II/I mysxer 30 TIpasmot
KOTODPBIX TIPHHATO PEHMICHUE O 00 M3BATHHU U3 HAIUTeKAIIEH
oGpareHus? MPaKTUKA XpaHECHHs
banscupuIEpoBaHnbIe, HenoGpoKatecTsenHble | MYHKT 30 Ipasui
¥ KOHTpadaKTHEIE IeKapCTBEHHBIC IIpenapaTsi? | HAUICKAIICH
[IPaKTHKH XpaHCHUS
HMMeroTcs T JOKYMEHTBL, OITMCHIBAIOIIHE JeHCTBHS,
BBITIOJIHsIEMBIE CYOBEKTOM 00paleHus JTEKapCTBEHHbIX
TIpenaparos, HaNpaBlIeHHbIE Ha cOOOAeHNe nyHKTH 41-43 Tpasmn
Tpe6oBaHuii, ycTaHOBIEHHBIX [TpaBrnaMu HajVIeXaImeH MpaKTHKH
HaJIeXAIIEH IPaKTHKH XPaHeHHUS: XpaHeHus
39.

HHCTPYKLIHH?

myHKTHI 41-43 [Ipasun
HaJuieKalle pakTHKH
XpaHeHHs

CTaHJAapTHBIE ONEPalMOHHbIE
npouexayps! (COITer)?

myHKTHI 41-43 [Ipasuin
HaJuIe)KaIeH rpakTHKH
XpaHeHHS
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OTueTHI (CBOHBIE XYPHAJIBI)?

nyHKTHI 41-43 TIpasun
HajUIexxaltei NPakTHKH
XpaHEeHHs

oroBops!?

nyHkTel 41-43 I1paBun
HaJjiexarei MpakTHKU
XpaHeHHs

Benercs 4 y4eT JEKapCTBEHHBIX CPEICTB €
OIpPaHMYEHHBIM CPOKOM TOJTHOCTH Ha GyMaXHOM

myHkT 11 [pasuia

40. | gocurene UMM B HIEKTPOHHOM BHJE € XpaHEHHs JICKAPCTBCHHBIX
apxusarueit? CpelIcTB
TAHOBJICH I BOTUTEEM
YcTaHOBIEH I PYKOBOJUTEIEM OpraHu3alvy mynkr 11 Tipasa
41 | MOPANOK BelleHNs ydeTa ICKAPCTBEHHEIX CPEACTB | ypapeHns IeKapCTBEHHBIX
C OTPaHMYEHHBIM CPOKOM? CpeCTB
Umeercst A pa3pabOTaHHBINA H YTBEPKICHHbIH
KOMILJIEKC MEp, HAalIPaBJICHHBII Ha MUHUMU3ALHIO
P, Hallp an myHKT 24 paBun
pUCKa KOHTaMHHAIIUH JIEeKapCTBEHHBIX HaTeKamel
IPEapaToB, ¢ YIETOM YCIIOBHH COOMONCHH NPAKTHKH XpAHEHHUs
3amuTH] OT ()aKTOPOB BHELIHEH CPENIBI C
odhopmieHHEM:
nyHKT 24 IIpaBun
42. HpHUKa3oB? HaJyIexKaren
MPAKTHKA XpaHEeHHs
nyHKT 24 ITpasui
COTIlo? HaJIeXalleH
TPaKTUKH XpaHECHHs
nyHkT 24 IIpasun
HHCTPYKIMH? HaJIexalen
MPaKTHKN XpaHEeHHUs
43. | PerncTpHpyIOTCS JIH PE3YIBTATHI TEMIIEPATYPHOTO | MyHKT 21 Ipasun
KapTUPOBaHHSA u BIIAXKHOCTH | HamIexamei
B CHENHATGHOM JXYpHale (KapTe) PeriCTpaluy | MPaKTHKH XpaHeHud,
Ha GyMaXHOM HOCHTeNe W (HIH) B EKTPOHHOM | MYHKT 23 Tlpasun
BHIE EXEIHEBHO, B TOM YHCIE B BBIXOJHBIC HaJexaluen
" HpaB TTHHYHBIE IIHI/I? TIPaKTUKH XpaHCHHS,
myHkr 7 [IpaBun xpaHeHUd
JIEKapCTBEHHBIX CpeaAcTB
44, | Xpanarca o OKypHambl  (KapThl) —PETMCTPalMH | MyHKT 21 IIpaBun

TEMIEpAaTyPHOTO KAPTHPOBAHMSA B TEHeHHe IBYX JIeT?

Haiexauen

MIPaKTHKY XpaHESHHS;
nyHKT 23 IIpasun
Hajy1Iexamen

MPaKTHUKH XpPaHCHUS;
nyHkt 7 [IpaBuit xpaHeHHs
JIEKAPCTBEHHBIX CPE/ICTB
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CobJtrofaeTcs JIM 3ampeT Ha COBMECTHOE XPaHCHHE B
OOHOM TEXHMYECKH  YKPEIUICHHOM  TOMEIUCHUH
NeKapCTBEHHBIX ~ IPENaparoB,  MPEXyCMOTPEHHBIX
nyrktom 32 IlpaBun Hajuexained MPaKTHKA
XpaHeHHH, %} NeKapCTBEHHBIX IpenapaTos,
COIEpXKAIIMX CHIBHONCHCTBYIONME HIH STOBUTBIC
BemiecTna’

nyskT 34 [Ipasun
HaIexamen
NPaKTUKA XPaHCHUS

CobmomaeTcst JH 3ampeT HA  XpaHECHHE
OrHEOIACHBIX M B3PHIBOOIIACHBIX JICKapPCTBEHHBIX
IpenapaToB BIAIH OT:

nyHkT 51 [Tpasun
HaJyTIeXKAaIEH IPaKTHKA
XpaHEHUs

nyskt 51 [Mpasuit
HaJIeXalleH IpaKTHKI
XpaHEeHHA

OTONHUTENLHBIX TIPHOOPOB?

nyHkT 51 Ipasun
HaJyIeXKaIed IPakKTHKI
XpaHEHUS

BO371EMCTBAS IPAMBIX COJIHEYHBIX JIydei?

myHKT 51 [pasun
HaJTe)KaIneH MPaKTHKA
XpaHEeHHd

Co6roaeTcs Jij 3aMpeT Ha  XpaHeHHe B OMEUICHHAX
XpaHEHHUs JIEKapCTBEHHBIX MIPENapaToB:

nyHkT 20 IIpaBun
HaJUTe)XaIeH MPaKTHKY
XpaHCHHUs

MMILEBBIX MPOXYKTOB?

nyHkT 20 [Tpasun
HaJUTeXKaIe! IPaKTHKI
XpaHEeHHs

TaGauHBIX U3EJIHH?

nyHkT 20 [Tpasun
HaJJIe)Kalen MpaKTHKA
XpaHEHHUS

HATMTKOB (33 HCKJTIOYeHHEeM MTUTHEBOH BOMIbI)?

nyskT 20 IIpasun
HaJIeKamen NpakKTHKU
XpaHEHUs

JIEKapCTBEHHBIX IIpernaparos, npeaHasHa4CHHBIX ania
JTHYHOT'O UCIIOJIBE30BAHMA paGOTHI/IKaMI/I‘.7

nyHkt 20 Ipasun
HaJyIeKael MpakTHKI
XpaHEeHUS

(momxHoCTs ¥ GYIO OKHOCTHOTO JIMIIA, 3AII0HABINETO IPOBEPOUHBIH JIMCT, IIOAIHCE, JIaTa)

(momkHOCTE ¥ ®VIO OHKHOCTHOTO JIMIA FOPAIMIECKOTO JIHIIA, NPHUCYTCTBOBABILETO NIPH
3aTI0JTHEHUH TIPOBEPOUHOTO JIMCTA, TIOJIMHKCH, JaTa)
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[Tpunoxenue Ne 5

K pukasy ®exepaibHOR CIIyXO5!

10 Ha30pYy B cdhepe 3npaBoo§aHeHm
4

oT ﬂY/ / M/Z Ne

X

dopma

IIpoBepoYHBIil JIHCT
(CTHCOK KOHTPOJIBHBIX BONIPOCOB),
ucnosb3yembiii @enepanbHoii ciy:k60# Mo Haa30py B cdepe 31paBOOXPAHEHHHA
| ee TePPHTOPHAIBLHBLIMH OPraHAMM NPH NPOBEICHAH MIAHOBBIX POBEPOK npH
ocymecTBeHHH (eiepajbHOro rocy1apcTBeHHOro Haa3opa B cdepe oOpameHust
JIEKAPCTBEHHbIX CPEACTB
(XpaHeHHe JIeKAPCTBEHHBIX NpenapaToB Uil MeAHUHHCKOro NpUMEHEHHS B
anTevHoOM KHOCKe)

(HaI/IMGHOBaHI/IC oprasa, oCyIecCTBIIAIOMIETO IUIaHOBYIO IIpOBCpKY)

1. Bun roCyAapCTBEHHOIO KOHTPOJIS (namzopa)

2. TlpemMeT IUIaHOBOH MpPOBEPKH IOPHAMMECKHX JIHMIL M VHIMBHTy AIbHBIX
pempUHAMATeNel OrPaHHIHBAETCA 0053aTebHBIMU TpeGOBaHUAMH, COOITIOIEHHUE KOTOPHIX
gBIS€TCS Hamboee 3HAYMAMBIM C TOYKH 3PEHHS HEJOMYLICHHS BO3HAUKHOBCHHA YIPO3bI
PHYUHEHHS BPea XHU3HH, 310POBBIO IPAXIaH, H3T0KEHHEIMH B ¢dopme TPOBEPOYHOTO JIMCTA
(CTINCKA KOHTPOJIBHBIX BOIIPOCOB).

3. HanMeHOBaHWe IOPHAMYECKOrO JHMIQ, (aMHIHsi, MM, OTYECTBO (mpH HAJIMYHH)
HHIMBUYyaJIEHOTO IpeanpUHAMATENS

4. Mecto NpPOBEACHUA IJTAHOBOH IIPOBEPKH C 3alIOJIHEHUEM IPOBEPOIHOIO JACTAa:

5. PexBU3WTHI IIPHKa3a O MPOBEJICHHH [JIAHOBOK NIPOBEPKH: OT Ne

6. VaeTHbI! HOMEp MIPOBEPKH U JaTa PUCBOCHUSA YYETHOrO HOMEpa IPOBEPKH B Eaurom
peecTpe MPOBEPOK: .

7. JIOmKHOCTB, GaMUIMA M WHHIKAIB! JOIDKHOCTHOTO JIMIA (yurT), ipoBoAIIEro(ux)
IIaHOBYIO MPOBEPKY:

1. ;

2. .
8. IlepeyeHs BOIPOCOB, OTPAKAIOMIMX CONEPIKAHHE 006s3aTeNbHBIX TpeOOBaHuil, OTBET HA
KOTOpbIE OJHO3HAYHO CBUAETENECTBYET O COOJIIONEHNH WA HECOOMIOAEHHH IOPHINIECKIM
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JIAIIOM, HHAHBHAYAIBHEIM IIPEIPUHAMATENIEM 00S3aTeNbHBIX TPeOOBAHUMH, COCTABIIAIOIMX
IpeaIMeT IPOBEPKH:

PexBH3HTEI BriBog o
HOPMATHBHBIX BBINOJTHEHNH
NPaBOBbIX AKTOB, C TpeGOBaHHH
yKa3aHHeM HX
CTPYKTYPHBIX €IHHMII,
Ne Bonpocsl, 0Tpazkaromue coaepKanue KOTOPLIMH
n/n 00s3aTeILHBIX TPeOOBAHHIH YCTAHOBJICHBI
00s13aTeIbHBIE
TpeboBaHHuA

Aa HET

®enepanbabiii 3akon oT 12 ampesas 2010 r. Ne 61-®3 «O6 obpamenns JeKapCTBEHHBIX CPeICTB»
(Cobpanne 3akonopatesnbersa Poccniickoii ®@exepannn, 2010, Ne 16, cr. 1815; 2016, Ne 27, cr. 4283)
(nanee - 61-®3); IIpaBuna HajIexkamel NPAKTHKH XPAHEHHs U MIEPEBO3KH JIEKAPCTBEHHbIX NpenapaTos
ANS  MeIMIMHCKOro NpPHMEHEHHs, YTBepKAeHHble NpHKa3oM MUHHCTepCTBA 31paBOOXPAHEHHS
Poccniickoii ®egepanun ot 31 asrycra 2016 r. Ne 646n (zaperncTpupoBad MHHHCTEPCTBOM IOCTHHHH
Poccuiickoii ®enepannu 9 supaps 2017 r., peracrpannonubiii Ne 45112) (nanee — llpasuna najiexanied
npakTuku xpaHenus)); IlpaBuia HaxIexamed aNTeYHOH MPAKTHKH JeKAPCTBEHHBIX NPENapaToB A1d
MeIHIHHCKOro NPHMEHEHNsl, yTBep/IeHHble NprKa3oM MunucTepersa 3apaBooxpanenns Poccmiickol
®enepaunu ot 31 aBrycra 2016 r. Ne 6471 (3aperncrpuposan MunncTepcTrBoM H0cTHIHA Poccniickoi
®exepanun 9 sinpaps 2017 r., peructpanuonnbiii Ne 45113) (nanee — [IpaBuna Hapexameii anTewHoH
npaktukn); [IpaBuia XpaHenHs JIEKAPCTBEHHLIX CPEICTB, YTBepHIeHHbIe NpnKa3oM MuHHCTepCTBA
31PaBOOXpaHEHHsl H CONHAJbLHOTO passHTHA Poccmiickoii ®enepanun or 23 aprycra 2010 r. Ne 706m
(3aperncTpupoBan MumHcTepcTBOM locTHUHH Poccmiickoit ®enepaumn 4 oxrabps 2010 r.,
peracrpannonnniii Ne 18608) ¢ H3MeHeHNAMH, BHECEHHBIMHA NPHKa3oM MHUHHCTEPCTBA 3APABOOXPAHCHHS
H comuaibHoro pa3puTHs Poccniickoii ®enepannn ot 28 qexabps 2010 r. Ne 12211 (3aperncTpHpoBaH
Munucrepcrsom octunan Poccmiickoii ®enepanun 4 despans 2011 r., peracrpanuonnsiii Ne 19703)
(nanee — IIpaBuiia XpaHeHHs! JIEKAPCTBEHHBIX CPE/ICTB)

YupasjieHne KauecTBOM (cTaths 55 61-®3; ruasa 11 lpaBui Hapexamel anTedHol NPaKTHKH)

VTBepKIEHBl W pykoBomuTeNeM  cyObekTa | myHKT 4 IlpaBun
obpalleHus JIEKapCTBEHHBIX CPEACTB CTAHAAPTHBIE | Haiexaluei anTeyHoR
1. omnepauronHsle npouexypsl (aanee — COIL)? TPaKTHKH
HMeeTcs 11 JOKYMEHTALMA CHCTEMBI Ka4eCTBa Ha nyrkr 5 [pasun
OYMaXKHBIX U (WIH) JIEKTPOHHBIX HOCHTE/IAX: HaUTeXKaIIeH arTe o
MPaKTHKH

HOAIYHKT «H» ITyHKTA 5
IpaBun HamnexawmeH
anTe4HOH NpaKTHKH

biypHAJT PerHCTpalliM IPUKa3oB
5 (pacniopsiKeHHif) 0 CyOBEKTY
) PO3HHYHOM TOProBIH?

JKYPHAJT eXXeIHEBHOH perucTpauuu
r1apaMeTpoB TeMIIEPaTyphl U
BJI&KHOCTH B NIOMEILCHHUAX VIS
XpaHeHHS JIEKapCTBEHHBIX
npernapaToB?

MOAIMYHKT «K» ITyHKTa 5
IpaBun Haanexaiei
anTeYHOH IMPaKTHKH




DKy pHAJ TIepHOJHYECKON PErHCTpalliy
TEMIIepPaTypbl BHYTPH XOJNOAMIBHOTO
06opynoBaHus?

MOAIYHKT «J1» ITyHKTa 5
IIpaBun naanexaiei
aITeyHOM NPaKTHKH

XKypHaJ y4deTa JeKapCTBEHHBIX
TpernaparoB ¢ OrpaHH4YEHHBIM CPOKOM
FOAHOCTH?

MOMITYHKT «p» IyHKT 5
IIpaBun Hagnexalme
anTeyHOM! NMPaKTHKH

bKypHAJ ydeTa MOCTYIUIEHHA H pacXona
BakLUKH (MpH HAJTMYHH)?

HOMITYHKT «X» ITYHKT 5
[Mpasun Haanexalten
arTe4HoH NpaKTHKH

KOHTPOJIS?

DKypHaJI pPEerHCTpPaLM Pe3yJIbTaTOB IPHUEMOYHOrO

HOAIYHKT «(» IMyHKTa 5
[paBun Haanexaiei
anTe4yHOM NMPaKTHKH

Cucrema ofecneueHnsi KauyecTBa XPaHEHHH M TNEPEBO3KH JEKAPCTBEHHLIX NPeNapaTos

(cratea 54

61-@3

; rnasa I, mynkrsi 3 - 6 IlpaBua Haa/iexameil NPAKTHKH XPAHEHNHN)

Hasnadeno im PYKOBOOHUTEIIEM anTe4YHOoM
OpraHu3anuy JTUIO0, OTBETCTBEHHOE 3a
BHCAPCHUC U obecrieueHue CUCTEMBI KauecTBa?

yHKT 5 IIpaBun
HaJJIe)Kalen MpaKkTHKH
XpaHeHUs

Hudpacrpykrypa. Ilomemenus Juisi XpaHeHHS JIeKAPCTBEHHBIX mpenaparos (cratbs S8

raasa IV IlpaBua Hagnekalled NPAKTHKH XPaHEHHS;
JIeKapCTBEHHbIX cpeincTs; raasa V IIpasni Hagiexamel anTeaHOH NPAKTHKH)

61-D3,

IlpaBnaa XxpaHeHHs

€IOTCA I HeOOXOAMMBle MOMeIeHud (¥TH) 30HBL,

PUHAANEXKAIIHE aNTeYHOH OpraHM3alliy Ha MpaBe
0GCTBEHHOCTH WM Ha HHOM 3aKOHHOM OCHOBaHHH,

myskT 11 IIpaBmn

4. HazIexalei MpakTHKA

e06XONUMBIE U1t OCYLICCTRIICHHS ASATENBHOCTH IOy yapepyg
paHEHHIO JIEKapCTBEHHBIX MpenaparoB?

HMmeeTca nu 0603Ha4€HHAs 30Ha WK OTAEIbHOe ryHKTHI 15, 16 [paswn

5. NOMEILEHHE TMPUEMKH JICKApCTBEHHBIX NIPENAapaToB? HaJUIeKAIICH PAKTHKH
XpaHEHHS

Umeercs mi  0603HAYCHHAs 30HA WM OTAENbHOe  [IyHKTHL 15, 16 IIpaBun

6. MOMeEIIeHHe XPaHESHHUS JIEKAPCTBEHHBIX HaJIeKaLIeH IPaKTHKH
TpenaparoB, TpeOYIOUUX ClIeLHATbHBIX YCIOBMH? — XPAHCHHA

HMeeTcs i A71s1 XpaHEHUSA BBIABJICHHBIX myHKTH 15, 16 IIpaBun

(banscHPULIPOBAHHBIX, HEOOPOKAYECTBEHHBIX, HaJJIeXallei PaKkTHKU
KOHTpadaKTHBIX JIEKAPCTBEHHEIX NPENapaToB: KPpaHCHUA

7. 06o3HaueHHas 30Ha? YHKTS 13, } 6 Hpasin

HaJJIexaIlel MPaKTHKA
XpaHEHHS

myHKTHI 15, 16 Ipasun

OTAENIbHOE TOMeIeHHe? HaIeKaIeH TPaKTHKH
XpaHEeHHs

HMeercs W 30HA WIH OTACTIBHOE ITOMEIIEHHE, myHKTEL 15, }6 Ipasm

obecneunBaromas TpebyeMble yCIOBHs XpaHEHHUA Ha/uIexKallle paKTHi
8. X paHEHHs!

JieKapCTBEHHBIX NpENnapaToB
XpaHeHHS JIEKAPCTBEHHBIX

JUI KapaHTUHHOI'O
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niperiapaToB?

OcBelieHbl JIM ITOMENICHUA U 30HBI, HUCIOJIb3YEMBIE

nyHkT 17 IIpasun
HajexKale MpaKTHKA

9. ?
11 XpaHEHHS JTeKapCTBEHHBIX NPENapaToB XpaHeHHs
OTaenensl Jid aIlMI/IHI/ICTpaTI{BHO-GLITOBLIe myskr 19 TTpasi

10, | momemenus ot HOMemeHm;I XpaHeHHs HazexKalel MPaKTHKY
JIeKapCTBCHHBIX npenapaToB! XpaHeHHs
PMmeercs 1M OTHeNbHas 30Ha (mkader) s

TSPH
xpaHeGHHﬂ 0GOpy/OBAHKS, MHBEHTAPA U MAaTEPUaNoB | Lo v o5 TTpapun
" A5 yOOpKH (OMMCTKH), @ TAKXKe MOIOLIMX H HaVIeNKAIeH TPAKTHKH
. | nesmaGuUUMpPYOMKX CPEACTB (A1 HCKITIOUCHUS XpaHeHHUs:
pHCKa 3arpA3HeHHA STHMH cpenchaMn
JIeKapCTBEHHBIX CPEZICTB)?
TIpoBoauTes T yGOpKa OMEIEeHuH (30H) anst | HYHKT 25 Ilpasun

12. | XpaHeHHs IeKapCTBEHHBIX NPENApaToB B HaJUICXKAIICH NPAKTAKA
cootsercTBuH ¢ COIlom? XpaHCHUA
ViMeeTcst I TIaKas OTAENKa IOMEIEHui i1 | myHKT 235 Ilpasmn
XpaHeHHsl JIEKAPCTBEHHBIX [IPEIIapaToB HajyieXxarel IpakTHKA
(BHYTpeHHHE IIOBEPXHOCTH CTCH, IIOTOJIKOB), XpaHeHHU,

13. JIOITyCKAloIas BO3MOXHOCTh ITPOBEACHA myHKT 6 IIpaBui XpaHECHUA
BJIYKHOM YOOPKH M HCKIIOYAIOmas HAKOIUICHHE JIeKapCTBCHHBIX CPEACTR
TeUTH?

OGecreueHa T4 3alATa IOMEMIECHHH JUTs
XpaHeHHs JICKapCTBEHHBIX MIPENaparoB OT nyHKT 26 IIpasun

14. | nporMKHOBEHNS HACEKOMBIX, [PHI3YHOB HJIA HaJIJIeKAICH TPaKTHKA

JPYTHX JXABOTHBIX? XpaHCHA
HUudpact a. OGopyrosanue (raasa IV IlpaBma Hamiexameidl NPaKkTHKH XPAHEHH:;

TIpaBn/ia XpaHeHHsl JEKAPCTBEHHbIX CPECTB)

NMeerca i Heobxoaumoe obGopymoBaHue (B
XOpoImeM COCTOSTHHH %4 YHCTOE),

nyskt 11 Ipasun

15. | mpunamnexamee OpraHM3alliM Ha  TIPaBe HaJuIe)xamed NpakKTHKU
cOOCTBEHHOCTH HJIM Ha HHOM 3aKOHHOM | XpaHCHHA
OCHOBaHHHU?
OcHallleHs! Jid TOMEIIEHHs Uil XPAHEHHMs | IYHKT 7 [IpaBun
16. JIEKapCTBEHHBIX CPENCTB npubopaMu  [UIsl | XpaHECHHSA
PErMCTpalliy IapaMeTPOB BO3TyXa: JIEKapCTBEHHBIX CPEIICTB
nyHkT 7 I1paBun
XpaHEHHUS
17. JIEKapCTBEHHBIX CPE/ICTB
TEpMOMETpaMK? nynkt 37 IpaBun

HajnexKamei NpaxTHKU
XpaHeHHS




rUrpoMeTpaMn?

nyHkT 7 [Ipasun
XpaHeHusA
JIEKapCTBEHHBIX CPEJICTB
nyHKT 37 IlpaBun
HajJiexXalei IpakTHKA
XpaHEeHHs

HIIEKTPOHHBIMH THIPOMETPaMHu?

nyHKT 7 IIpaBui
XpaHEeHHS
JIEKapCTBEHHBIX CPEIICTB
nyHKT 37 [Ipasun
HaJuIeXKaleil MpakTHKH
XpaHeHHA

TEPMOTHTPOMETPaMH?

nyHkT 37 Ipasun
HaJUIe)Kaled TPaKTHKH
XpaHEHHUA

18.

Pasmemarorcss M HW3MEpPUTENBbHBIE  YacTH
npuOOpOB I  PETHCTPAlMd  NapaMeTpoB
BO3/lyXa Ha PacCTOSHHH He MEHEe 3 M OT IBepeH,
OKOH H OTONHMTEIBHBIX MPHOOPOB U Ha BBEICOTE
1,5-1,7 m ot mona?

nyHkT 7 [IpaBun
XpaHeHus
JIEKapPCTBEHHBIX CPEICTB

19.

PerucTpupyroTCs M NOKa3aHHs NpuOOpoB s
PETHCTPAllHK TAPAMETPOB BO3/1yXa €XC/AHEBHO B
CIIEIHAILHOM XypHasie (KapTe) PerHCTpaluy Ha
OyMa)KHOM HOCHTEJIE MM B JJIEKTPOHHOM BHJIE C
apxXuBalpeil (JUI 3MEKTPOHHBIX THIPOMETPOB),
KOTOPBKIH BENETCS OTBETCTBEHHBIM JIALIOM?

IIYHKT 7 [TpaBun
XpaHEeHUA

JIEKAPCTBEHHBIX CPEJCTB

20.

Ceptu¢unpoBaHsI, KaJTHOpOBaHBI U
HOJBEPratoTCsA JTH IOBEPKE KOHTPOJHMPYIOLIHC
npuGOpsl O PETHCTpAllMd  [apaMeTpoB
BO3qyXa?

ITyHKT 7 [IpaBun
XpaHEHUA

JIEKapCTBEHHBIX CPEJICTB

21.

VimeeTcs I XOJIOMMIIBHOE O0OPYIOBAHHE:

nyHkTel 21, 36, 37 IIpasun
HaJIeKaled ITpaKTHKH
XpaHEHHUs

XOJIOMIIbHBIC KaMEpPhl HJIH CIIEIHMATBHO
000pyJ0BaHHOE MOMEILEHHE?

nyHKTHI 21, 36, 37 I1paBun
HaJUIeXKaIed IpaKTHKH
XpaHEHHUs

(apManeBTHYECKHE XOIOMMIBHBIE MKadbl WA
XOJIOMUNBHHK I XpaHEHU TEPMOIaOUIIBHBIX
IEKApCTBEHHBIX CPEICTB?

nyHkTeL 21, 36, 37 IIpaBua
HaJyIeXXallen NpakKTHKA
XpaHEHUs

22.

HMeroTes MM CHCTEMBI KOHARITHOHUPOBAHHS B
TIOMEINEHUAX XPaHEeHNs JIeKapCTBEHHBIX
npenaparos?

nyskTsl 21, 36, 37 [IpaBun
HaJJIeXares IpaKTHKA
XpaHEeHHUS;

nyHKT 4 [IpaBun XxpaHeHHs
JIEKAPCTBEHHBIX CPEJICTB
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23.

VIMeroTCs JIM CHCTEMBI BEHTHIIALIUY B
MOMEIIEHUAX XpaHEHHUS JIEKAPCTBEHHBIX
npenapaTos?

nyHKTHI 21, 36, 37 IlpaBui
HaJUIeKaImEeHd IPaKTHKA
XpaHeHHS;

nyHKT 4 IIpaBui XpaHeHUA
JIeKapCTBEHHBIX CPEJICTB

24,

NmetoTes MM Kadbl METATIMYECKHUE HITH
JiepeBsSHHBIE U XPaHEHHS JIEKaPCTBEHHBIX
TpeNapaToB, NOIIEKAMHUX PEIMETHO-
KOJIMYECTBEHHOMY Y4eTy?

oyekT 31 Ipasun
HaJJIeXamen
IPaKTHKH XpaHEHHs

25.

HMeroTes JIM B IOMELUEHUAX I XpaHeHUs
JIEKApCTBEHHBIX NPENaparToB:

nyHKT 29 I1pasun
HaJiIeXamen MpakKTHK|
XpaHCHHS;

nyHKT 31 IIpaBun
HaJIeXaIeH IpaKTHKA
XpaHEHH;

nyHKT 5 [IpaBui xpaHeHHUs
JIEKapCTBEHHBIX
CpEICTB

CTEJUTAXKU?

nyHKT 29 [IpaBui
HaJIexXamen IpaKTHKA
XpaHECHHUS,

nyHKT 31 Ilpasun
HaJJIeXKAIIEN IPaKTHKH
XpaHEHHS,

myHKT 5 [IpaBun
XpaHEeHHs JEKapCTBCHHBIX
CPEICTB

mxado?

nyskT 29 IIpasun
HaJyIeXKailen IIpakKTHKA
XpaHEHHS,

nyHKT 31 Ilpasun
HaJIeXKalleH IPaKTHKA
XpaHEHHs,

myHKT 5 IIpaBun
XpaHeHHs JIEKapCTBCHHBIX
CPEICTB

TIOJIOHBI?

myHkT 29 [IpaBui
HaJIe)Kalned IpaKTHKH
XpaHEHHS,

nyHkT 31 IIpaBun
HaJyIe)Xalen IPaKTHKHK
XpaHEHUs,

oyHKT 5 [IpaBun
XpaHeHHs JEKapCTBEHHBIX
CPEICTB

[TOJTOBAPHUKA?

myHKT 29 [Ipasuin
HaJyTeXKaIen IPaKTHKA
XpaHEHHUS,
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nyskT 31 [IpaBun
HaJIeXalen IpaKTHKH
XpaHeHHU ],

nyHkT 5 [IpaBun
XpaHEHUS JIEKapCTBEHHBIX

CpEenACTB

26.

HIMeroTCA JIU 3anacHble MOBEPEHHBIE CPEACTBA
H3MepeHus B CTyyae DPEMOHTA, TEXHHYECKOTro
06CITyKMBaHUS, IOBEPKH O0OPYAOBAHHSA U CPE/ICTB
H3MepeHus?

nyukts! 39, 40 TIpasun
HaJUTeXKaIeH IPaKTHKH
XpaHCHU,

nyukt 7 IIpaBun xpaHeHAA
JIEKapCTBEHHBIX CPEACTB

IMpouecchl AeATEIbLHOCTH € 6beKTa POZHHIHOM TOProBJx TOBADAMM aAnTECIHOr o

elicTBHA _CYObLEKTA oOpanieHns JeKapCTBEH
XpaHEHHIO JIEKapPCTBEHHBIX npenaparTos. Ogemca AEATCJIbHOCTH

HBIX NPENAPATOB 10 XPAHEHHIO.
(cTaThs 58, nmynKT 3 craTbu 9

aCCOPTHMEHTA,
OKYMEHTBI 10

61-®3; raasa V, VI Ilpasua Ha/uiekamedl npakTEkd Xpanenus; IIpasuna XpaHeHHs

JIEKAPCTBEH

ubIx cpeacrs; raasa VI u VIII Ipapni Haj/Iexameil anTeynoil NPaKTHKA)

27.

COOTBETCTBYIOT JIU CBEJCHHS pPe3yJbTaTOB
TIPHEMOYHOTO KOHTPOJIS CBEACHUAM B
TOBapPOCOINPOBOAHTENLHOM JOKYMEHTALIMH:

myHKT 46 [Tpasun
HaJUIeKalEeH

[IPaKTHKH XPaHECHHS;

nyHKT 40 [IpaBun xpaHeHHUA
JIEKapCTBEHHBIX CPE/CTB

110 ACCOPTHMEHTY U KOJIMYECTBY?

myHKT 46 TIpasun
HaJJIexKalleH

NPaKTHKH XPaHEHHUS;

myHkT 40 TIpaBut XxpaHeHHA
JIEKapCTBEHHBIX CPEIICTB

Mo KauecTBYy”?

nyHKT 46 TIpasun
HaJUTexareH

MPAaKTHKH XPaHEHHS;

myHKT 40 ITpaBui XpaHCHHA
JIEKApCTBEHHBIX CPEJICTB

Mo COOJTIOACHHUIO CIIEHAIBHBIX

ycroBuii XpaHenus (TIpH HaJIMIHH Takoro
TpeGoBanys B HOpPMATHBHOH IOKYMEHTALMH Ha
neKkapcTBEHHBIN Tpernapar)?

myHKT 46 IIpaBun
Hazexamlei

MPaKTUKH XPaHeHHS;

myHkT 40 [paBri XpaHCHHA
JIEKApCTBEHHEIX CPEICTB

10 HAJTMYHIO MOBPEXKICHHH
TPaHCIIOPTHOH Tapbi?

ryHKT 46 TIpasuit
HaJyIexamei

NPaKTUKH XPaHEHHS;

nyskT 40 TIpasun XpaHeHHUsA
JIEKapCTBEHHBIX CPEACTB




Co3naHa i TpHEeMHAas KOMACCHS I
IPOBE/ICHHS IPHEMOYHOTO KOHTPOJLA,
yTBEpXK/ICHHAA IPAKA30M PYKOBOIHUTEIL]
CyOBeKTa PO3HAIHOH TOProBIIH?

yHKT 49 [IpaBun
HajUIexanel anTedHoR
TPaKTUKA XPaHCHUSA

OdopMIIAIOTCS JTH COIPOBOIHTEIBHBIC
JIOKYMEHTBI C IPOCTABJICHHEM IITaMIIa o
IpUEMKE, TTOAHCHIO MATEPHATBHO -
OTBETCTBEHHOTrO JIHIIA, 3aBEPEHHOH IedaThio (
TIpH HaId4uK) CyOBeKTa PO3HUYIHOM TOProBIIM:

myHKT 46 [Tpasun
HaJUIeKAIIEH anTeYHOH
MIPaKTHKH

cuera - PaKTypsl?

myHKT 46 I1paBun
Hajyiexalleid anTeyHoH
TIPaKTUKH

TOBapHO-TPAHCTIOPTHEIE HAKIIAHbIE?

nyHkT 46 I1IpaBun
HaJyIeXKalIel anTedHoi
PaKTUKH

peeCTp NTOKYMCHTOB 1o Ka‘-IeCTB}’?

nyHKT 46 IIpaBun
HaJuIexaleH arnTeaHon
IPAKTHKH

TTpOXOAT JIH TOBApHI AITEYHOTO ACCOPTUMEHTA
JI0 TIOIa4¥ B TOPTOBYIO 30HY IPEAIIPOJaXKHYIO
MOJATOTOBKY?

nyskt 50 [Ipasun
HaJUIeKAaLleH arTedHoH
[IPaKTHKA

HneHTrnUUHpYIOTCS JIH XpaHAIIHeC
NEKapCTBEHHBIE CPEACTBA B COOTBETCTBUM C
puUMeHseMoi CyObeKToM 0OpallieHus
JeKApCTBEHHBIX TIPENapaToB CHCTEMOH ydeTa?

myHKT 29 IIpaBun
HaJjIexaliei MpakTHKU
XpaHEeHHs,

nyHkT 49 TIpasui
HaJJiexateil MPakTHKA
XpaHeHHs

OcyIIecTBIAETCS JIM XPaHEHHE JIEKAPCTBEHHBIX
MpenapaToB ¢ yueToM TpeGoBaHHH:

nyskT 47 [Tpasun
Hajyiexauie MpakTHKN
XpaHEeHHS;

nyHkT 40 Ipasui
XpaHeHHs JICKapCTBEHHBIX
CpelCTB

HOPMATHBHO# OKYMEHTALIH, COCTABISIOMICH
DEruCTPALMOHHOE JOChE HA JIEKAPCTBEHHBIH
npernapar?

nyHkT 47 [pasun
Hajiexanei NpaKTHKH
XpaHeHHs;

nyHKT 40 [TpaBun
XpaHEeHHs JIEKapCTBEHHBIX
CpeNCTB

MHCTPYKLIMH 110 METMLIHCKOMY TIPUMEHCHHIO?

myHkT 47 ITpasun
Hazmemameifl IIpaKTUKH
XpaHEeHHUS,

nyakT 40 IIpasun
XpaHeHH JIEKapCTBEHHBIX
CpeAcTB
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uH(opMaLmK, cofepKaieiicss Ha IEPBUIHOH U
(1K) BTOPUYHOM YTIAKOBKE JIEKapCTBEHHOIO
Tpenapara | TPaHCIIOPTHOH Tape?

myHkT 47 IIpasun
Hajuiexamei NpaxTHKA
XPpaHEeHUS;

nyskT 40 Ipasun
XpaHeHHs JIEKapCTBCHHBIX
CPEACTB

33.

PasmeniaroTcs Jik JIEKapCTBEHHBIE TpenapaThl

B MMOMEIIEHUAX ¥ (WIK) 30HaX U1 XpaHCHHA
JIEKApCTBEHHBIX NPENapaToB B COOTBETCTBHH C
Tpe6oBaHMAMH HOPMATHBHOM JIOKYMEHTALHU 1
(unu) TpeGOBaHMAMY, YKA3aHHBIMH Ha YTIAKOBKE
JIEKAPCTBEHHOTO TIpEnapara, ¢ y4eTom:

nyHkT 49 IlpaBun
HajJIeXaIne npakTHKA
XpaHeHu;

myHKT 8 [IpaBui
XpaHEeHHs
JIEKapCTBEHHBIX CPE/ICTB

(H3MKO-XUIMHYECKHMX CBOKCTB
TleKapCTBEHHBIX MPEnapaToB?

nyHKT 49 TIpasun
HaJJexalei MpakTHKU
XpaHeHus;

myHkT 8 [IpaBun
XpaHECHHs
JIEKapCTBEHHEIX CPEICTB

hapMaKONOrH4eCcKHX rpymni?

nyHKT 49 [Tpasun
HaJJie)Kalneil NPakTHKA
XpaHEHu,

nyHKT 8 IIpaBui
XpaHEeHHs
JIEKapCTBEHHBIX CPEJICTB

criocoba BBeIECHHAS
TeKapCTBEHHBIX IIPENapaToB?

myHKT 49 1pasun
HajuieKaled NpakTHKA
XPaHEHHA,

nyskT 8 [IpaBuin
XpaHEeHHd
JIEKQpCTBEHHBIX CPEACTB

34.

XpaHsTcs 1 CBETOUYBCTBUTCIBHEIE
NEKapCTBEHHBIC TIPENaparsl B 3AIHINEHHOM OT
cBeTa MecTe?

nyHkT 52 IIpaBun
HaJyIe)KaIned MpakTHKH
XpaHCHHS;

IyHKTHI 24-26 [IpaBun
XpaHEHUA
JIEKapCTBEHHBIX CPEICTB

35.

XpaHsATCs JIH BJIAro4yBCTBUTENBHBIE
JIEKapCTBEHHBIE CPEJICTBA B 3ALIUIICHHOM OT
BJIaru Mecrte?

nyHKTHI 21, 47 IIpaBuin
HaJUIeKaeN IPaKTHKA
XpaHEHHS;

nyHktsl 27-29 [pasun
XpaHEHUs
JIEKApCTBEHHBIX CPEICTB
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HasHa4eHO JIM IPHKa30M PyKOBOIHTENS
cy6beKTa PO3HUYHON TOPrOBIIM OTBETCTBEHHOC
UL 32 padoty ¢ danbcupUIUPOBaHHBIMY,

nyHKT 66 [TpaBun
HaJUIe)Xaled arTeuHol

36.
H06POKaIECTBEHHBIMHE, KOHTpa(akTHEIMH MPaKTHKH
TOBapaMH aITe4HOr0 aCCOPTUMEHTA?
W3onupoBaHsl JIU CHIEIHAIBHO
IIPOMapKUPOBAHHEIE JTEKAPCTBECHHEIE nyskt 55 [Ipasui
37. | npenapartel, npeHA3HAYCHHBIE JIsL HaJUIeKalen NpakKTHKH
YHHUTOKEHHUS? XpaHCHHA
" nyHKT 30 [Ipasun
30JIMPOBAHBI JIH: HaUIeKameh
TIPAKTHKH XPaHCHUS
JIeKapCTBEHHBIE IIPEIIapaThl, B OTHOIICHHH nysxr 30 [pasun
KOTOPBIX IIPHUHATO PEHICHHUE O ) HamTexKamett
NPHOCTAHOBICHHH IIPAMCHEHHUA ! NPAKTHKH XPaHEHHS
BEHH
JleKapCTBEHHBIE NPETIAPATHIL, B60TH0HIeHHH nysr 30 [pasun
KOTOPBIX Hp;/IHSITO pereHye 06 U3BATHHU U3 HaUTeKammeH
obparerns’ IPaKTHKH XPaHCHUS
38.
(danscuUIMPOBAHHEIE,
He00pOKaIECTBEHHEBIE H KOHTpadaKTHEIC
eKapCTBEHHbIE NIPENapaThl?
nyHKT 30 IIpasun
HajuIexamen
TIPaKTUKH XpaHEHUS
WMeroTcs M JOKyMEHTBI, OTTMCHIBAIOIIME AEHCTBHA,
BBITOJIHAEMBIE CYOBEeKTOM O0palleH A
JNIEKapCTBEHHBIX MPENapaToB, HAIIPaBIeHHBIE HA nyHKTHI 41-43 TIpasun
coboeHue TpeGOBaHuUM, YCTAHOBJIEHHBIX HajyTeKAmeH NPaKTHKH
IpaBwiaMy HaJJIeXKaNIeH MPAKTHKH XPaHCHUS: XpaHeHHs
39. HHCTPYKIMU? nyHKTHI 41-43 TIpaBuin
HajiexXaled NpakTHKH
XpaHEeHHA
COIln1? nyHkTh1 41-43 Tpasun

HajyTexanie# IpakTHKA
XpaHEeHHs

OTYETHI (CBOIHBIE XKyPHAaNbI)?

nyHKTH! 41-43 Tlpasun
HaJUIeXKalIeH NpaKTHKH
XpaHeHHs




JIOrOBOPBI?

nyHKTH 41-43 1IpaBun
HaUIeXameH MpaKTHKK
XpaHEeHHA

Bexercs T4 yYeT JICKApCTBEHHBIX CPECTB C
OrpaHHYEHHBIM CPOKOM T'OIHOCTH Ha OyMaKHOM

nyHkt 11 IlpaBuna

40. | Hocurene UM B MEKTPOHHOM BHJIE C XpaHeHHs! JIeKapCTBCHHBIX
apxuBaimeit? CpeacTs
VCTaHOBIIEH I PYKOBOJIUTENIEM OpraHU3alliu nysxr 11 Tpasun
41, | MOPAIOK BeJICHHS yueTa IeKapCTBEHHBIX XpAHEHS JIeKAPCTBEHHBIX
CPEJICTB C OTPAaHHYEHHBIM CPOKOM? CpELICTB
42. | PeructpupyroTcs it pesynstarsl | myHKT 21 IIpaBun
TEMIEpPaTypPHOrO0 KapTHPOBAaHHS H BJIAKHOCTH HaJJIexamei
B CIIENMANBHOM XypHajie (KapTe) perucTpanuy | MPaKTUKH XpaHCHHI,
Ha GyMa)XHOM HOCHTENC H (W/IM) B JIEKTPOHHOM | ITYHKT 23 Ilpasui
BHIE €XEIHEBHO, B TOM UHCIE B BBIXONHBIE | HajulexkalleH
1 Tpa3AHUYHbIE JTHA? MPaKTHKA XPaHCHHS;
nyskt 7 [IpaBui XxpaHeHUS
JIEKapCTBEHHBIX CPEJICTB
43, XpanaTcs JiM OKypHaubl (KapThl) PErMCTPauyd | MyHKT 21 Ilpasun
TeMIepaTypHOro KAPTHPOBAHKMA B TeueHHe JABYX | HaJlexalleH
ner? NPaKTUKH XPaHECHHUS;
myHkT 23 [IpaBun
HaJUTeKaILEH
HPaKTHKY XPaHEHHU,
nyHKT 7 [IpaBui xpaHeHus
JIEKapCTBEHHBIX CpeacTB
44, C nyHkT 51 Ipasun
oOmomaeTcs M 3alpeT  Ha  XPaHEHHE v
OrHEOIaCHBIX M B3PHIBOOIIACHBIX JIEKApPCTBEHHBIX HaJIeKaleH IPAKTHIH
IpernaparoB BJAJH OT: XPaHCHHIA
nyHkT 51 IlpaBun
OTHSA? HaJIeXXaIIel IPaKTHKA
XpaHEHHS
nyHkT 51 Ipasun
OTOIHUTENHHBIX IPAOOPOB? HaJIexKaIed IpaKTHKH
XpaHeHHs
nyukT 51 Ipasun
BO3/IEHCTBHS IPAMBIX COMHEUHBIX JIyqeii? HajyIeXaIel NpaKTHKA
XpaHEeHHs
45. myHkT 20 ITpasui

Cobmoaaercs N 3anper Ha XpaHEeHHe B
HOMELIEHUAX XPaHEeHHS JIEKAPCTBEHHBIX NIPENapaToB:

HaJyIeXKaled IPaKTUKHI
XpaHCHHUS

MUALIEBBIX NTPOAY! KTOB?

nyHkT 20 IIpaBui
HajyIexarieil MpakTHKY
XpaHEHHUS




TaGavHbIX W3IETHIA?

nyskt 20 IIpasun
HaJyIexKamen IpaKTHKA
XpaHeHHs

HATMTKOB (32 HCKIIOUEHHEM [HTHEBOH BOABI)?

nyekT 20 IIpasui
HaJUIeXxaed IpaKTHKI
XpaHEHH

JICKApPCTBEHHBIX npenaparos, npeaHasHa4YCHHbBIX
U1 THYHOTO HUCIIOJIBL30BaHUA pa60THPIKaMPI?

myHKT 20 ITpaBun
HaJIekKae! IpaKTHKU
XpaHEeHUs

(momxHocTh 1 PO NODKHOCTHOTO JIHIA, 3AIOJHABIICTO IPOBEPOYHBIN JIUCT, MOJIHACH, Jata)

(zomxHOCTh ¥ U0 0DKHOCTHOTO JTHIA FOPHAMYECKOTO JIUIA, IPACYTCTBOBABINETO IPH

3allOJIHEHUH IIPOBEPOYHOrO JINCTA, IIOAIHCE, z[a"ra)




I[Tpunoxernue Ne 6
K TpuKasy DenepanbHON CIyKObI
110 HA/A30pY B c;bepe 3IPABOOXPAHEHHS

ot (4 A/ N _F738

®opma

IIpoBepouHEIil JIHCT
(CIHMCOK KOHTPOJIBHBIX BOIPOCOB),
ucnosnb3yemblii @eepanbHoii cayk60¥ M0 HAA30PY B cepe 31paBOOXpaHEHHS
U ee TepPHTOPHAIBLHBIMH OPraHAMHE NPH NPOBE/IEHHH IIAHOBLIX MPOBEPOK npH
ocymiecTB/IeHHH (helepajibHOr0 rocyJapCcTBeHHOro Ha30pa B cdepe obpalieHus
JIeKAPCTBEHHbIX CPeICTB
(XpaHeHHe JeKapCTBEHHbIX NPenapaTos AJisi MEAHIHHCKOrO NpUMEHEHHS B
anTeKe NPOU3BOACTBEHHOMH)

(HaMMEHOBAHHE OPraHa, OCYILECTBIIAIONIEr0 MIAHOBYIO MPOBEPKY)

Bun rocyAapCTBEHHOIO KOHTPOJIS (Hagzopa)

2. Tlpemmer maHOBOM MPOBEPKM IOPUIMYECKHX JHI H MHIMBHTY AJIbHBIX
npeAnpUHMMATeIell OrpaHNIMBaeTCs 00A3aTENBHBIMU TpeGOBaHUAMH, COOITIOIEHHE KOTOPBIX
gBsieTcs Hamboee 3HAYAMBIM C TOYKM 3PEHHS HENOMYLICHHS BO3HUKHOBCHHA YIPOSHI
IPHYMHEHNS Bpeia KU3HH, 310POBBIO TPAXK/aH, U3T0KCHHBIMHA B ¢dopMe MPOBEPOYHOTO JINCTA
(CTIIMCKa KOHTPOJIBHEIX BOIIPOCOB).

3. HanMeHOBaHWE OPHAMYECKOTO NWIA, (aMuius, UM, OTIECTBO (mp: HATHYHN)
HHIMBHyaJIbHOTO IpeANpAHAMATENLS:

4. MecTo NpoBEJeHHs IUIAHOBOM IPOBEPKHM C 3alOJHEHHEM IPOBEPOHHOTO JHCTA.

5. PeKBH3HUTHI PUKA3a O [IPOBEICHNHN IUIAHOBOH [IPOBEPKH: OT Ne

6. YueTHbI HOMep MPOBEPKH H J1aTa MPUCBOCHUS yUETHOTO HOMEpa IIPOBEPKU B EnuroM
peecTpe NMpOBEPOK: .

7. JomKHOCTh, GaMIINA M MHHULHAANB] JOJDKHOCTHOTO JIAIA (L), TPOBOAAMIErO(HX)
IUIAHOBYIO IIPOBEPKY:

1. ;

2. .
8. ITepedeHb BOLIPOCOB, OTPAXKAIOLINX CONEPKAHUC 00s3aTeNbHALIX TpeOOBaHUH, OTBET Ha
KOTOpbIE OJIHO3HAYHO CBHIETENBCTBYET O COONMIONECHUN WIH HEeCOOJIIONEHHH IOPUIANYECKAM
JIAIOM, MHIMBUIYATGHBIM NPEAIPUHAMATENEM 00S3aTebHBIX TpeGoBaHUH}, COCTABISIONIMX
peaMeT IPOBEPKH:




PexBH3ATHI BriBoa o
HOPMATHBHbIX BLINOJTHEHHH
MpAaBOBBIX AKTOB, € TpeboBaHMi
yKa3zaHHeM HX

CTPYKTYPHBIX €HHHMII,
Bonpockl, 0Tpaskaomue cogepiranue KOTOPBIMH
06s13aTeILHBIX TPeGOBaAHHI YCTAHOBJICHBI
o0s3aTeIbHbIE
TpefoBaHUsA

Aaa HET

n/n

®enepanbupiii 3aK0H OT 12 anpeas 2010 r. Ne 61-®3 «O6 oGpamenHH JeKAPCTBEHHLIX CPEACTB»
(CoGpanne 3aKOHOIATENLCTBA Poccuiickoii ®enepanun, 2010, Ne 16, cr. 1815; 2016, Ne 27, cr. 4283)
(nanee - 61-®3); IIpaBuia Haanexkamell HPAKTHKE XPaHEHHS H NEPEBOIKA JIeKapCTBEHHBIX NPENapaToB
A MEQHIHHCKOr0 NpHMEHEHHs, YTBEPXACHHbIE MNPHKA30M MunucTepcTBa 31paBoOXpaHeHnAs
Poccuiickoii ®exepanuu or 31 aBrycra 2016 r. Ne 6461 (3aperucTpupoBad MuuuCTEPCTBOM IOCTHIHH
Poccniickoii ®eaepanun 9 sasaps 2017 r., perncTpanHoHHbIH Ne 45112) (nasee — [IpaBusia Haaiexamed
npakTHKH xpaenusi); IIpaBmia HajIexamed anTeuHoll NPAaKTHKH JeKAPCTBEHHBIX NMpPeNnapaTos AJis
MeIMIMHCKOro NPHMeHeHnsl, yTBepk/ieHHbIe npuKa3oM MHHUCTEPCTBA 31PaBOOXPAHEHH Poccuiickoii
®exepanun ot 31 aBrycra 2016 r. Ne 6471 (3aperucTpupoBan Munucrepersom loctunnn Poccuiickoi
®exepannn 9 suBaps 2017 r., perncTpanHoOHHbIHA Ne 45113) (nanee — [IpaBnaa nagaexamei anTeaHoi
npaxkThku); [IpaBHiIa XpaHeHHs JEKaPCTBEHHBIX CPEACTE, YTBEPHICHHBIC npuka3om MHUHHCTEPCTBA
3/|paBOOXPAHEHHs H COUNAJILHOI0 Pa3BHTHH Poccmiickoii ®exepannn ot 23 asrycra 2010 r. Ne 706n
(3aperucTpupoBan MHHHCTEPCTBOM  IOCTHIHH Poccmiickoii ®enepanun 4 okruéps 2010 r.,
peracrpanuonubii Ne 18608) ¢ nsMeHeHHIMH, BHECEHHBLIMH NPUKA3OM MHuHHCTEPCTBA 3APABOOXPAHEHHS
u connanbHoro passutus Poceniickoi ®@eaepanun ot 28 nexabps 2010 r. Ne 1221u (3aperncTpupoBaH
MunucTepeTBOM ocTunH Poccriickoii @exepanuu 4 despans 2011 r., peracTpanHOHHBIH Ne 19703)
(nanee — [IpaBnia XpaHeHus: JIeKaAPCTBEHHBIX CPENCTB)

YipasJjieHue KauecTBOM (CTATh 53 61-@3; raasa II IpaBn HaIesKamel anTe4HOH NPAKTHKH)

VrBepxaeHsl K PYKOBOAUTENIEM cybnekta | myHkT 4 Ilpasun
ofpalleHus JIEKApPCTBEHHBIX CPEICTB CTaHIApTHLIC HajIexKaueii anTeqHoi

L. OTepalMOHHbIe TIPOLEAYphl  (Hanee — CoIn)? TIPaKTHKH
WMeeTcs JId JOKyMEHTallHs CHCTEMbl Ka4eCTBa Ha nynkr 5 Tpasun
6yMaXHBIX U (WIK) JIEKTPOHHBIX HOCHTEIIIX! HazUTexKaIeH aTTeqHOMN
MPaKTHKH
MOMITYHKT «H» IyHKTa 3

hKypHAJI perHCTpaliMK MPHUKA30B
(pacniopsbxeHH#) no cyOBeKTy
PO3HUYHOM TOPTOBJIA?

TTpaBun HagneKalen
arTe4yHOH MPaKTHKU

2. JypHAJT ©XeIHEeBHOH PErHCTpaLWy
TapaMeTpOB TeMIePaTypbl K
BI@KHOCTH B MOMELIEHAAX JJIst
XpaHEHHUS JIEKapCTBEHHBIX
npenapaTos?

TMOAIYHKT «K» ITyHKTa 5
TpaBwi Haamexalen
anTeyHOH MPaKTHKH

HOAMYHKT «I» IMyHKTa 5
Tpasun Hagnexauen
anTevyHoM ITPaKTHKH

hKypHAJ TIEPHOMYECKOH perncTpaluu
TeMIIEpaTypsl BHyTPH XOJIOAWIBHOTO
oGopynoBaHHs?




HKypHaJ1 ydeTa Onepaliui, CBA3aHHbBIX €

oOpalieHHeM JIEKapCTBEHHBIX CPEICTB, TIOMITYHKT «M» IyHKTa 5
BKITIOYEHHEIX B IEPEYCHD TIpaBw1 Hagexamen
lIeKApCTBEHHBIX CPEICTB, MOUIEKAIIUX aNTeqHOM MPaKTHKH

MpeAMETHO-KOJIMYECTBEHHOMY yUeTy
(ipu HasHuMK)?

HOJITYHKT «P» IMyHKT 5
I[MpaBun Haj/IeKALIEH
anTevHOH IPaKTHKH

XKypHaJ ydeta JICKapCTBCHHBIX
npenaparoB € OrpaHUYCHHBIM CPOKOM

rogHocTH?
NOMAMYHKT «X» IYHKT 5
DKy pHAJT ydeTa NIOCTYIUIEHHS U pacxoza TIpaBun Hajiexamel
BaKIIMH (MPH HATHIHY)? anTevYHOM MTPaKTHKH

PKypHaJl PErHCTpalliM pe3yJIbTaTOB IMPHEMOYHOTo| MOMIYHKT «» myHKTa 5
KOHTpOJA? Tpasun HaIexKame
anTe4YHON IPaKTHKH

KypHaJl PErHCTpali{ OTepaluii, CBS3aHHBIX C| MOMNYHKT «Y» [lyHKTa 5
060pPOTOM HapKOTHHYECKHX CPEICTB, IICHXOTPONHEIX) TIpapm Hayiexkalen
BELLECTB M MX TIPeKypCcOpOB (IIpH HauuKK)? aNTEeYHOM MPaKTHKH

Cucrema ofecnedenus Ka4ecTBa XPaHEHUs H MEPEBO3KH JIEKAPCTBEHHbIX NPENAPATOB (ctatbs 54 61-
®3; raasa I, nynkre! 3 - 6 IIpaBai najiexameiil NPaKTHKH XpaHeHHs)

HasHaueHO 1M PyKOBOIUTEIEM AllTEYHOM nyHkT 5 TIpaBui
3 [opraHv3alMy JHIIO, OTBETCTBEHHOE 3a BHepeHHe | HaJuleXalled NPaKTHKH
1 obeclieyeHre CUCTEMBI KauecTa? XpaHEHHs

Undpacrpykrypa. Ilomemennss st XPaHeHHS JIEKAPCTBEHHBIX MNPENAPATOB (cratba 58
61-®3, raasa IV IlpaBua Hagiexamed NPAKTHKH XPaHCHHS; IlpaBuia XpaHeHHSs
JIeKApPCTBEHHBIX cpeacTB; riasa V Ipasui HajUIeKanel anTedHoil NPaKTHKH)

IMEIOTCA JIA  HeoOXOMMBIE TIOMELIeHHs (MJTH) 30HBI,
[IpUHAJICKAHUC anTe4yHoM OopraHusalid Ha 1paBse [TyHKT 11 II paBHI

4. COOCTBEHHOCTH WJIH HA HHOM 3aKOHHOM OCHOBaHUH, Hannexcameﬁ NPaKTUKH
HeOGXOMMBIE JUIS OCYIIECTBICHHS ASATENBHOCTH 10 K hapewus

XpaHEHHUIO JIEKAPCTBEHHBIX rpernaparos?

Hmeetcs 1 0603HaUeHHAs 30Ha WIIH OT/EBHOE myHKTsI 15, 16 [1paBun

5. | momemenue NpPHEMKH IEKAPCTBEHHBIX TIpeNapaToB? HaJUIeKAILICH MPAKTHKH
XpaHEHHS

Wmeercs i 0603HaYeHHAd 30HA WIIH OTACIBHOE myHKTHI 15, 16 TIpaBun

6. | moMeimeHHe XpaHEHHH JICKAPCTBEHHBIX MpenapaTos, Ha/yIeKaleH MPaKTHKHA
TpeByIOImMX CreLHaIbHBIX YCIOBHHA? XPpaHCHHA

HmeeTcsa 1M U1 XpaHEHHA BBIABICHHBIX myHKTHI 15, 16 IIpaBun

dhanbcuPHUMPOBAHHEIX, HENOOPOKAYSCTBEHHBIX, HajUTeKALeH MPAaKTAKK
KOHTpa()akTHBIX JIEKAPCTBEHHBIX MPEnapaTos: KpaHCHHA

myHKTHI 15, 16 TIpaBun
ajyiexaie NpakTHKU
paHeHVA

0003HaYeHHAd 30Ha?




70

myHKTHI 15, 16 IIpaBun

9 o
OTOCIIbHOC MOMECIICHHUC ! HaUTexalIeil IPAKTHKH

XpaHEHUS
HMeercs 1M 30HA WITH OTAEIBHOE MOMEIIEHHUE, mynkTel 15, 16 pasu
obecneunparolas TpeOyeMble yCIOBHA XPaHEHHA HaUTeKaNIeH MPaKTHKH
8. | mexkapCTBEHHBIX MPEMApaToB Ui KAPaHTHHHOIO XpAaHEeHUS
XPaHEeHHS TeKapCTBEHHbIX
npenapaTos?

myHKT 17 ITpasun
HaJyIexKaIed paKTUKU
XpaHeHHs

OcgelleHb! JIM TIOMEIIEHUS ¥ 30HBI, HCTIOJIb3yEMBIC
9. | ans xpaHeHus TeKAPCTBEHHBIX NpenapaTos?

HBl T aJMHHUCTPATHBHO-OBITOBBI
OtheneHs 1M aAMHHHCTPATHBHO-OBITOBBIE mynxr 19 Tpasmt

10 noMenmeHnusa Ot TIOMEIeHAH XpaHEHHA HaIUIe)KaH.leﬁ MpaKTHKH
' ?
JIEKapCTBEHHBIX MPEnapaToB ! XpaHeHHS

WMeetcst 1M OTAeNbHas 30HA (MKadbl) 1UId XpaHeHHUs

nyHKT 25 Ilpasun
06OpyOBaHNs, IHBEHTApsl H MaTepHaIoB 1S y6opku

Hajiexaleil NpakTuKAa

11.
(OMHMCTKH), a TAKKE MOIOIIHX U JAE3HHPULMPYIOLINX XpaHeHHUs
cpencts?
IIpoBomuTcs N yGOpKa IOMEIEHHH (30H) st myHKT 25 [IpaBun
12. | XpaHEHHS JIEKAPCTBEHHBIX IPENIapaToB B HAJIC)KAIICH NPaKTHKH
coorsercTeiu ¢ COITom? XpaHCHUA
. myHKT 25 IIpaBui
VimMeeTcs i ritaakast OTAEIKa IOMEIICHAHN IS .
HaUIeXKamel NpaKTHKH
XpaHeHus JIEKapCTBEHHBIX IPernaparoB )
XpaHCHHS;
3 (BHYTpEHHHE IIOBEPXHOCTH CTEH, IOTOJIKOB), nynkT 6 [Tpasu
- | momyckarotrias BO3MOXXHOCTh POBEICHHS XPaHEHHS JeKapCTBEHHBIX
BJIAKHON YOOPKH ¥ HCKIIIOYAIOIas HaKOIJICHHE CPEZCTB
U ?
O6ecrieueHa JIM 3aIquTa MOMELICHHH IS
XpAaHEHHUs JIEKapCTBEHHBIX [IPEMapaToB OT nyHKT 26 IIpasun
14. | npoHNKHOBEHHS HACEKOMBIX, IPHI3YHOB FIIH HaJUIeXKalleH MpaKTHKH
JPYTUX KABOTHBIX? XpaHCHHA
Hndpacrpykrypa. OGopyiosanne (rnasa IV IlpaBui Ha/VIeKameil MpPaKTHKH XPaHeHHs;

TIpaBu/Ia XpaHEeHHs JE€KAPCTBEHHDIX CPE/ICTB)

Hmeetcs ym  HeobxomuMmoe obopynoBaHue (B
o~ PYA ( nyHKT 11 Ilpasun
XOpOIIEM COCTOSHHH M YHCTOE), MPHHAIeKAIIEE -
15. HajyIeXxalneil mpakKTHKH
opraHu3alui Ha IpaBe COOCTBCHHOCTH WM HA
XpaHECHUS
HHOM 3aKOHHOM OCHOBaHHH?
OcHalleHsl Jd [OMEINeHHs i XpaHeHHs | myHKT 7 [IpaBui
16, | TieXapCTBEHHEX CpelCTB npubopaMu I | XpaHEHHs
" | perucTpanuu napamMeTpoB BO3IyXa: JIEKapCTBEHHBIX CPENCTB
17. myHKT 7 [IpaBui
TEepMOMETPAMH? XpaHEHH
JIEKapCTBEHHBIX CPEJICTB




71

nyHKT 37 TIpaBun
HaJjieXxalneil MpakTHKU
XpaHenus

UTPOMETPaMH?

myHkT 7 [IpaBun
XpaHeHHs
JIEKapCTBEHHBIX CPENICTB
myHkT 37 IlpaBun
Hajjiexcamed MpakTHKA
XpaHeHHUs

3IEKTPOHHBIMH THTPOMETPaMu?

nyskT 7 [IpaBun
XpaHEHUS
JIEKapCTBEHHBIX CPEICTB
myHKT 37 [IpaBun
HaJyIexKalle NpakTHKH
XpaHEHHS

18.

myHkT 37 IIpasun
HaJuTexKalne NpakTHKA
TEPMOTHIPOMETPaMH? P
XpaHeHHs
Pasmemarorcss 1 U3MCPHTCIBHBIC — YacTH

npuGOpOB I PETHCTPAlMU apaMeTPOB BO3AyXa
Ha PACCTOSHHM He MeHee 3 M OT jBepeH, OKOH M
OTOMHTENBHBIX IpubopoB 1 Ha BbIcoTe 1,5 - 1,7 M
ot nona?

nyHKT 7 [IpaBun
XpaHCHHUS
JIEKApCTBEHHBIX CPEICTB

19.

PervcTpHpyIOTCS JIH NOKa3aHHs MPUOOPOB A
PErHCTpAlMH apaMETPOB BO3JyXa €XCIAHEBHO B
cllenHaTbHOM XypHaje (KapTe) pericTpanud Ha
6yMaXXHOM HOCHTEJIE HJIM B 3JCKTPOHHOM BHJE C
apxuBanuefl (IUIf SJICKTPOHHBIX THTPOMETPOB),
KOTOpBIH BeNeTCs OTBETCTBEHHBIM JIHIIOM?

IyHKT 7 [TpaBun
XpaHeHHs

JIEKapCTBCHHBIX CPCIACTB

20.

CeprrduiupoBaHEl, KamOpOBaHbI u
MOABEPraloTCs JIH IIOBEPKE KOHTPOJHPYIOIIHE
puGOPEI JUISL PETHCTPALMN NapaMeTpOB Bo3ayxa?

MTyHKT 7 [IpaBun
XpaHCHU

JIEKAPCTBCHHBIX CPCICTB

21.

ViMeeTcs MM XOJIOAWIBHOE 000pyI0BaHHe:

nyHkts 21, 36, 37
IMpaBuu HaJIEKAIIEH
MPaKTHKA XPaHCHHS

XOJIOMIbHEIE KaMEPHI HIIH CIICIMAIBHO
06GopyI0BaHHOE OMEIIEHKE?

nyHkTel 21, 36, 37
TIpasui HajuIeKaIen
IPAKTHKA XPaHCHUS

(bapMaleBTHIECKHE XOIOAMIBHBIE mKagbl WU
XOJIOMWIBHHUK IS XpaHEHH TepMOTabUITBHBIX
TeKapCTBEHHBIX CPECTB?

nyHkTet 21, 36, 37
IMpasun HaJuIEKALIEH
IPaKTHKA XpaHCHHS

22.

VIMeroTcs 1M CHCTEMBI KOHIHIIHOHHPOBAHNUS B
NOMEINECHUAX XPAHCHHSA JIEKAPCTBEHHBIX
nperaparos?

nyHkTH! 21, 36, 37
[IpaBun
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HaJIe)XaIed IpakTHKA
XpaHEHH,

nyHkT 4 [IpaBun
XpaHEHHS JICKAPCTBEHHBIX
CpEICTB

nyHkTHI 21, 36, 37

[TpaBui
VIMeroTcs JIM CHCTEMBI BEHTHISALVH B HazUTeXKaIeH TPAKTHKH
53 | moMeImenmsX XpaHeHNs JICKAPCTBCHHAIX XpAHEHHS;
TpenaparoB? nyHKT 4 [IpaBun
XpaHeHHs JIEKapCTBEHHBIX
CpeICTB
ViMerotcs 1 mxadbl METAUIHYECKUE HITH
JlepeBSHHBIC [Tl XPaHEHHs IEKapCTBEHHBIX niyHkt 31 IIpasun
24. | npenaparoB, MONIEKAIIMX PEIMETHO- HaJIeXKAIMEH
KOJIMYECTBEHHOMY y4eTy? NpaKTHKY XPaHCHHS
Wmeercss mi IUIOMOMP IS OI€YaTHIBAHUS B
KoHIle paGouero fHs MKahoB METATHIECCKUX WA nysxr 31 TTpasmn
55 | MepeBHHBIX (WA OMEIIEHUH) AT XpaHEHUs HaUIeKameH
JNIEKApPCTBEHHBIX MIPENapaToB, MOIIEKAIUX NPaKTHKHA XPAHEHHUS
TIPEIMETHO-KOJIMISCTBEHHOMY yIeTy?
nyHkT 29 Ipasun
HaJpIeXKaIen IpaKTHKA
XpaHEHHS;
WMetoTcs JIH B TIOMEILIEHUIX I XPaHSHHA mynkT 31 I1pasun
NIEKapCTBEHHBIX MPENapaToB: HaJIeXalled IIPaKTHKA
XpaHEHHUS;
nyHskT 5 [Ipasun
XPaHEHHs JTeKapCTBEHHbIX
CpeICTB
nyHKT 29 ITpasun
HaJUTeKAIEH IIPaKTHKA
XpaHEeHHUS;
myHKT 31 ITpasun
26. CTesIaKH? HaUIeXalel TPaKTHKH
XpaHEHHS;
nyHKT 5 [IpaBun
XpaHeHHs JIeKapCTBEHHBIX
CpencTB
nyHKT 29 Ipasui
HaJyIexaIeH IpakKTHKH
XpaHEHHUS,;
nyHKT 31 [IpaBun
Kagp? HaJUTeXaleH MPaKTHKH

XpaHEeHHs,

nyHKT 5 IIpaBui
XpaHeHHs JIEKaApCTBEHHBIX
CpeACTB




[MOLAOHBI?

myHkt 29 Ilpasun
HaJIe)Kamed IpaKTHKH
XpaHEHH,

nyHkT 31 [Tpasun
HaJyIeKaIe IPaKTHKA
XpaHECHHS,

nyHkT 5 IIpaBun
XpaHeHHs JIEKapCTBEHHBIX
CpEeNCTB

HOATOBAPHUKH?

nyHkT 29 Ipasun
HaJjIeKaIled MpakKTHKA
XpaHECHHS,

nyskT 31 Ipasun
HaUIexaIen MpakTHKH
XpaHCHHS,

nyHKT 5 [IpaBun
XpaHeHHs IEKapCTBEHHbBIX
CpEnCTB

VIMeloTCA JIH 3alacHbie TIOBEPEHHBIE CPECTBA
M3MEPEHHs B CIy4ae DPEMOHTA, TEXHHIECKOTo
06CITyKMBaHHsI, TIOBEPKH 000PYAOBAaHHS U

27. 0
CpeacTs H3MCPCHUS ¢

nyHkTs 39, 40 IIpaBin
HaJyIeXKamed IIPaKTHKA
XpaHEHHS;

nyHKT 7 IIpaBun
XpaHEeHHs JeKapCTBEHHbIX
CpelcTB

Ipomecchl AeATeALHOCTH CYOLEKTA POSHHTHOMH TOProB.IH TOBAPAMH anTEeYHOro ACCOPTHMEHTA,
eiicTBHS cyOLEKTa 00pamieHus JIEKADCTBEHHDIX NMPEenaparos Mo XpaHCHHUIO.
XPAHEHHIO JIEKAPCTBEHHBIX NPENapaToB. O11eHKA JIeATeTbHOCTH (cTaThs 58, MyHKT 3 cratben 9

61-®3; raaea V, VI IlpaBua Hajiexamed NPaKTHKH XPaHCHUs;

OKYMEHTHBI IO

IlpaBnia XpaHeHHS

JEKAPCTBEHHbIX CPeaAcTB; riaasa Vim VIII IlpaBua Hajiexameli anTeaHoH NPAKTHKH)

COOTBETCTBYIOT JIH CBE/IEHHS Ppe3y/bTaToOB
MPUEMOYHOTO KOHTPOJIsi CBEACHHAM B
TOBapOCOMPOBOANTENLHON JOKYMEHTAINH:

myHKT 46 [IpaBun
HayIeKameH

NPAKTHKH XPaHEHHUS;

nyHkT 40 TIpaBmi XxpaHeHHA
JIeKapCTBEHHBIX CPEACTB

10 ACCOPTHMEHTY H KOJIMYECTBY?

28.

nyHKT 46 IIpasun
HaJIexameH

NPaKTHKA XPaHEHHUS;

mmyskT 40 ITpaBut xpaHeHHA
JEeKapCTBEHHBIX CPEICTB

o Ka4ecTBy?

nyHKT 46 [IpaBun
HaJUIeKaLleH

TIPaKTHKH XPaHEeHHS;
nyHkT 40 TIpaBui XpaHeHHA
NEKapCTBEHHBIX CPEACTB




Mo COOMIOAEHHIO CIICLIHATIBHBIX

ryHKT 46 TIpaBun

TPaHCIIOPTHO#H Tape!?

o HaJyiexare
yCIIOBHIA XpaHeHUs (TP HAJIHYUH Takoro
. NPaKTHKH XPaHEHHS;
Tpe6oBaHKs B HOPMATHBHOM JOKYMEHTALlMK Ha
. 0 myskT 40 TIpaBun XxpaHeHHA
nexapcTBeHHbIH npenapar)’ JIeKAPCTBEHHBIX CPE/ICTB
nyHKT 46 [Ipasun
Haanexamen
M0 HAJIHYMIO IOBPEXACHUM NPaKTHKU XPaHEHHS,

myHkT 40 IIpasmt XpaHeHUA
JIEKApPCTBEHHBIX CPECTB

Co3naHa T TpHEMHAst KOMHUCCHS JUIs TYHKT 49 HgaBHH 3
IPOBE/ICHHS IPUEMOYHOTO KOHTPOJL, HaJJIeXKallen anTeIHOH
29. | yrBepkneHHas IPUKa30M PYKOBOTUTENSL CyOBEKTa NpaKTHKK XPaHCHH
PO3HHYHO TOProBIM?
OQOpMIISIFOTCS. JIH C IIPOCTABJICHUEM IITAMIIA O
TpUEMKE, MOAMHCHI0 MATEPHAIILHO - myHKT 46 IIpaBui
OTBETCTBEHHOTO JIMIIA, 3aBEPEHHOHN IE€YATHIO HajUIeXKallleH anTeHoH
(Tipu HAJIHUMK) CYOBEKTa PO3HUIHON TOProBIIH: IPaKTHKA
nyHKT 46 IIpasun
cueTa - hakTyph? HauieXxaInei anteIHoR
IIPAKTHKH
30.
TOBAapHO-TPAHCIIOPTHEIE HAKJIAHBIE? IYHKT 46 HgaBnn 3
HaJJIeKalel anTeqHoH
MIPaKTHKH
nyHKT 46 IIpaBui
PEECTp IOKYMEHTOB 110 Ka4eCTBY? HajUIesKaniell anTeuHon
IPaKTHKH
TTpoXosT JI¥ TOBAPhI ANTEYHOT0 AaCCOPTUMEHTA [0 | IMYHKT 50 [IpaBun
31. | mofaud B TOProByiO 30HY IPEANPOJAKHYIO HaJuIesKalel anTeyHon
HOATOTOBKY? MPaKTHKH
myHKT 29 [Ipasun
HnenTnhHIMpYIOTC JIM XpaHsIIHecs JeKapCTBEHHBIC HaJIeXamei npaKTuky
CpelCTBA B COOTBETCTBHH C PHMEHAEMOH XpaHCHHA,
32. | cy6mexTom obpatieHus JTeKapCTBEHHBIX NPENapaToB MyHKT 49 H}Zanpm
cucTeMoil yuera? HaJJIexKalei NpakTHKK
XpaHEeHHS.
nyHKT 47 IlpaBun
33. OCyLIECTBIIAETCS JIM XPaHEHHE JICKAPCTBEHHBIX HaJyIeXaLIel TPAKTHKH

IIpernapaToB ¢ yueToM TpeGoBaHumit:

XpaHEHHS,

nyHkt 40 Ipasun
XpaHeHHs JICKapCTBCHHBIX
CpeICTB
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HOPMATHBHOM JOKYMEHTALIMH, COCTaBISOLIeN
PEeruCTPALIOHHOE 0CHE HA JIEKAPCTBEHHBIA
npemnapar?

nyHKT 47 [IpaBun
HaJyiexalei NpakTHKY
XpaHEeHHS,;

myHKT 40 IIpasmi
XpaHEeHUS JIEKapCTBEHHBIX
CpEJICTB

MHCTPYKIUH MO MENUITHHCKOMY HpI/IMeHeHI/I}O?

nyHKT 47 [IpaBmi
Hajnexaumei npakTHKH
XpaHEeH!S,;

myHKT 40 [IpaBun
XpaHEeHHS JIEKapCTBEHHBIX
CPEACTB

HH(pOpMaLHH, CofepiKalleiica Ha IEPBUYHOMN U
(1) BTOPUUHOMN YIIAaKOBKE JICKAPCTBEHHOTO
npenapara U TPaHCIIOPTHOH Tape?

nyHKT 47 [IpaBun
Hajiexalei NpakTHKH
XpaHeHH;

myHKT 40 IIpasuin
XpaHEeHUs JeKapCTBEHHBIX
CpEICTB

34.

PasMelnaroTcs JIM JIeKapCTBEHHBIE NIPENapaThl

B NIOMeIileHUAX 1 (WIH) 30HaX JJis XpaHEHHUA
JIEKAPCTBEHHBIX MPENapaToB B COOTBETCTBHH C
Tpe6oBaHHUSIMH HOPMATHBHOMN JIOKYMEHTALUH H (WIH)
TpeGOBaHHUAMH, YKa3aHHBIMU Ha YIIaKOBKe
JIEKapCTBEHHOTO Mperaparta, ¢ y4eToM:

nyHKT 49 [IpaBun
HaJyIe)KaleH NpakTHKH
XpaHEeHHUs,;

myHKT 8 [Ipasuin
XpaHEeHH
JIEKapCTBEHHBIX CPEJICTB

(DM3UKO-XUMHYECKUX CBOHCTB
TIeKapCTBEHHBIX MPenapaTos?

nyHkT 49 IlpaBun
HaJJe)Kallei NpakTHKY
XpaHeHU,

myHKT 8 [IpaBuin
XpaHeHHS
JICKQpCTBCHHBIX CPEACTB

(hapMakoIOru4ecKuX rpymnn?

nyHKT 49 IIpasun
Hajutexalneil NpaKTHKH
XPaHEeHHS;

myHKT § IIpaBun
XpaHEHHUs
JICKApCTBEHHBIX CPE/ICTB

crioco0a BBeJeHHUS
JTeKapCTBEHHBIX NpenapaTos?

myHKT 49 [Ipasun
HajTexalei NpakTHKY
XpaHeHHS,

nyHKT 8 IIpaBuin
XpaHEHHS
JIEKapCTBEHHBIX CPEJICTB

35.

XpaHsTCs JIM CBETOYYBCTBUTEIEHBIC
JIEKapCTBEHHBIE IpeNaparsl B 3aAIUICHHOM OT
cBera Mecre?

nyHKT 52 [Ipasun
HaIJIe)KAICH IPaKTHKH
XpaHEHHUS;
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nyHKTH 24-26 I1paBun
XpaHeHus
JEKapCTBEHHBIX CPENCTB

XpaHHTCSI JIA BAaro4yBCTBHUTEIIBHEIC

nyHKTHI 21, 47 IIpaBan
HaJUIeKaIIeH IPaKTHKA

JIEKAPCTBEHHBIE CPEACTBA B 3ALIMIICHHOM OT XPAHCHHA,
36. p P nyHkTsl 27-29 [pasun
BJIaru MecTe?
XpaHeHus
JE€KapCTBEHHBIX CPENCTB
HasHayeHo i IPUKa3oM PYKOBOIMTENS CyOBeKTa
PO3HUMYHO}M TOProBIX OTBETCTBEHHOE JIMIO 32 myHKT 66 IIpasun
37 pabory ¢ dhanbcupuIMpOBaHHBIMH, Hajyuiexameil anTeuHon
10GPOKAYECTBEHHBIMH, KOHTpadaKTHEIMH MPaKTUKA
TOBapaMH aNTEeYHOT0 aCCOPTHMEHTa?
W301upoBaHbl 1 CIIENHAIBHO myskr 55 TIpasmt
38, | MPOMapKupoBatHble NIEKAPCTBEHHbIC IPENAPATEL, | paypexammelt MPAKTHKY
TIpeHA3HAYEHHbIE IS YHHUTOXEHHS? XpaHeHus
i nyskT 30 Ipasun
30JIAPOBAHBI JIU: Haexamei
IPAKTHKM XPaHCHAS
eKapcTBEHHBIE IPENapaThl, B OTHOINCHAN mysier 30 [pasmn
KOTODPBIX IPUHSTO PELICHHE O HaJUIeKATIeH
39 IPHOCTAHOBJICHHH IIPHMEHEHHUS? NPaKTHKH XPaHEHHS
eKapCcTBEHHBIE IIPENapaThl, B OTHOMECHAH myskr 30 [pasun
KOTOPBIX IPUHSTO PelleHue 00 U3bATHH U3 HaJUIeKaIIeH
obpalneHus? IPaKTUKKH XPaHEHHT
anscuduIEpOBaHHBIE, HEAOOPOKAYECTBCHHEIC nyskT 30 IIpasun
1 KOHTpahaKTHBIE JIEKapPCTBEHHBIE IpenapaThbl? HaJICHKaIle
IPaKTHKU XPaHECHHS
UMeloTesd M JIOKYMEHTERI, ONUCHIBAIOIIHUC IEeUCTRUA,
BBINOJTHAEMBIE CYOBEKTOM 00palieH s JIEKapPCTBEHHBIX
MpenapartoB, HANPaB/IeHHbIE Ha COOIIOCHHE myHKTHI 41-43 TIpasn
Tpe6GoBaHuii, ycraHOBNEHHBIX [IpaBHIaMH Hazuiexaneii IPaKTHKH
HaJJTeKAIIEH PaKTHKH XPaHEeHHU: XpaHEeHHUs
40.

HHCTPYKLUH?

nyHktsI 41-43 [Ipasun
HajyTeXKae MPakTHKH
XpaHEHHSA

CTaHAapTHBIE OTIEPaliOHHBIC
npouexypst (COIler)?

nyHKTHI 41-43 IIpaBun
HaJyiexkallei NMpakTHKH
XpaHeHus
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OTHETHI (CBOHBIE JCYPHATBI)?

myHKTH! 41-43 Ilpasun
HagJiexamel NpakTHKA
XpaHeHUs

OroBOpHI?

nyHKTHI 41-43 [Tpasun
HaJIeKAaeH MPaKTHKH
XpaHeHHs

BenieTcs JM yueT JIEKapCTBEHHBIX CPEJICTB C
OrpaHHYEHHBIM CPOKOM FOJXHOCTH Ha GyMaXXHOM

myHKT 11 IlpaBuna

41. | HocHTeNe WM B NEKTPOHHOM BHJIE C XpaHCHU JICKapCTBEHHBIX
apxuBanuei? CpeacTs
VCTaHOBIIEH JIX PYKOBOJIUTEIEM OpraHH3aIuH myser 11 Tlpasu
47 | mopsIOK Beenus yueTa NEKAPCTBEHHEIX CPEACTB | ypayenus EKAPCTBEHHBIX
C OrpaHUYEHHBIM CPOKOM? Cpe/CTB
WMmeeTcs siu pa3spaGOTaHHBIN U YTBEPKIACHHBIH
KOMILTEKC Mep, HallpaB/IeHHBIH Ha MAHAMH3ALIHIO
P, Harlp an myHKT 24 IIpaBun
pHCKa KOHTaMHUHALUH J'IEKapCT?eHHBIX HaTexKameit
IpEnaparoB, C y4eTOM YCJIOBHH COOMONCHUS NPAKTHKH XpaHEHHs
3amuTEl OT (aKTOpOB BHELIHEH CPEIbI C
oopmiIeHHEM:
yHKT 24 [Ipasun
43, NpUKa30B? HaJyIexamen
IIPAaKTHKA XpaHEHUS
myHKT 24 [IpaBuin
COIloB? HaJuIexamen
[IPaKTUKH XpaHEeHUS]
myHKT 24 IIpasun
UHCTPYKIMA? HaJuIexanen
[IPaKTUKH XpaHEHUA
44. | Peructpupyrorcs i pe3yabTaThl TEMIEPATYPHOTO | MyHKT 21 Ilpasun
KapTHUPOBaHHS u BJIQKHOCTH | Hamexanei
B CIEIUATBHOM >XypHajle (Kapre) PerHcTpamuy | MPAKTHKH XpaHCHI,
Ha GYMaXHOM HOCHTeNe U (WIH) B SNEKTpoHHOM | MYHKT 23 Ilpasun
BHJIE €XCTHEBHO, B TOM YHCJIE B BBIXOJTHEIC Ha/UIexallcH
¥ TIpa3JHUYHEIE JHH? TMPaKTHKH XpaHCHH,
myskt 7 IIpaBun xpaHeHHs
JIEKAPCTBEHHDIX CPEJICTB
45, | Xpanstes M oKypHambl  (KapThl) —PErMCTPALMHM | MyHKT 21 IlpaBun

TeMITepaTypHOTO KaPTHPOBAHHA B TEUEHHE IBYX JeT?

Haaexaue

TIPAKTHKY XpaHEHHS,;
myHKT 23 IlpaBun
HaJyIexaeH

MPaKTUKH XPaHEHMS;
nyHKT 7 IIpaBui xpaHeHUs
JIEKAPCTBEHHBIX CPE/ICTB




CobmoaaeTcs Iy 3anpeT Ha COBMECTHOC XPaHCHHE B
OIHOM TEXHWYECKH  YKDEIUICHHOM  IOMEIICHHH
JIEKApCTBEHHBIX ~ MNPENaparoB,  MPEAyCMOTPCHHBIX
myukrom 32 [TlpaBun Haanexamen TIPaKTHKH
XpaHeHHs, u JeKapCTBEHHEBIX npernapaTos,
COJIEPXKAIMX CHIBHONEHCTBYIONHME WM  SI0BUTBIC
BellecTBa?

nyHkT 34 Ipasun
HaJUIeXaIen
IIPaKTHKH XpaHESHU

Cobmopaercss J 3ampeT HAa  XpaHCHHE
OrHEOMACHBIX H B3PHIBOONACHBIX JICKaPCTBEHHBIX
IpenapaToB BJAJH OT:

oyHkT 51 Ilpasun
HaJyIe)Kamed TPaKTHKA
XpaHECHHS

orHA?

nyskT 51 [Tpasun
HaUIe)Kammenl MpaKkTHKA
XpaHEHHUs

OTOIHTEILHBIX IPHOOPOB?

myskt 51 Ipasun
HaJJIeXalnen NpakTHKH
XpaHEHHUs

BO3IEHCTBIS IPSAMBIX COTHEYHBIX JTy4eH?

nyHKT 51 IpaBun
HaJIeXKaIen IPaKTHKA
XpaHEHHS

CobmomaeTcs K 3alpeT Ha XpaHEeHHe B MOMELICHHAX
XpaHeHWs JIEKAPCTBEHHBIX MIPENapaTos:

nyskT 20 IIpasun
HaJyIeXKaIEH IPaKTHKH
XpaHECHHS

MUIIEBBIX POXYKTOB?

nyskt 20 IpaBun
HaJUIeXXamed IIPaKTHKH
XpaHeHHs

TabayHBIX W3IeIIMIA?

nyskt 20 [Tpasun
HaJJIe)Kallen IPaKTHKI
XpaHEHHUS

HANMTKOB (33 HCKIIOYEHHEM MUTHEBOH BOMBI)?

nyskt 20 [pasun
HaJJIe)Kamed MpaKTHKA
XpaHEHHs

JICKapCTBCHHbBIX npenaparos, npeaHa3HaueHHbBIX s
JIMYHOTO HCHOIB30BAHUA pa60THHKaMH?

nyskt 20 IIpasun
HaJyIeKaIEeH IPaKTHKA
XpaHCHHA

(momxuOCTh 1 OVIO TOKHOCTHOTO JIMIIA, 3AM0JHUBIICTO IIPOBEPOYHEIH JIUCT, IO/IIHACH, 1aTa)

(momwkHOCTS B ®VIO HODKHOCTHOTO JIHIA FOPAIHIECKOro M3, TIPUCYTCTBOBABIIETO [IPH
3aII0JTHEHHMH [[POBEPOTHOTO JIACTA, TIONIHCD, 1aTa)




Ipunoxenue Ne 7
K TIpHKa3y @ezepanbHO# CiryXObl
1o Hazxsc?y ;cq)epe 3[JpaBOOXpaHEHMsA

or QI JO/K Ne 43

®opma

IIpoBepoYHbIH JHCT
(CIHCOK KOHTPOJILHBIX BONPOCOB),
ucnosb3yemblii ®eepanbHoii cyx060ii o Hag30py B cdepe 3ApaBOOXpaHEHHs]
H ee TepPHTOPHAIBLHBIMH OPraHaAMH NPH MPOBECHHH NIaHOBLIX NPOBEPOK NPH
ocyllecTBJIeHHH (peJepaibHOro rocyiapcTBEHHOro Haa30pa B cepe obpaieHns
JIEKAapPCTBEeHHBIX CPEACTB
(XpaHeHHe JIeKaPCTBEHHBIX NPenapaToB AJIs MEIHIHHCKOro NPHMEHEHNS B
anTeKe NPOU3BOJCTBEHHOH ¢ IPABOM H3rOTOBJICHHS ACENTHIECKHX
JeKAPCTBEHHBIX MPENapaToB)

(HaMMEHOBAHHE OPTaHa, OCYIIECTRISIONIETO MIIAHOBYIO MPOBEPKY)

1. By rocyapcTBEHHOTO KOHTPOJIA (Hai30pa)

2. IlpeaMer 1IaHOBOM ITIPOBEPKM IOPHAMYECKHX JIML W HMHIUBHIYalbHLIX
HpeanpuHUMaTeiel OrpaHHYHBAETCSA 00s3aTeNILHBIMU TPEGOBAHMAMH, COOJIIOIEHHE KOTOPBIX
gBJISETCS Hambojee 3HAYMMBIM C TOYKH 3pEHUS HEIOMyINeHHs BO3HHKHOBEHHUS YIPO3BI
TIpUYMHEHHS Bpea XU3HH, 30POBbIO IPAXKAH, U3/I0XKEHHBIMU B (dbopMe IPOBEPOYHOTO JIUCT
(CTIECKa KOHTPOJIBHBIX BOIIPOCOB).

3. HaumeHOBaHHE IOPHMAMYECKOTO IHIA, GaMuius, HUMS, OTYECTBO (Ipd  HATMYHH)
MHIUBHUIYaTbHOTO IpeAIPUHIMATENS:

4. Mecto MpOBEACHNA IJIAHOBOU IIPOBEPKHU C 3aIOJTHCHHEM IIPpOBEPOYHOIO JIMCTA:

5. PekBH3UTHI IPUKa3a O NIPOBEACHUH IJIAHOBOU IIPOBEPKH: OT Ne

6. Y4eTHBII HOMED IIPOBEPKH | JaTa IPUCBOSHHUS y1E€THOIO HOMEpa NPOBEPKH B EnuaoM
peecTpe NPOBEPOK: .

7. JIOIKHOCTh, GaMHINS ¥ MHHIHAIBl JOKHOCTHOIO JIHIIA (nu1), MpoBOAAIEro(HX)
IIJIAHOBYIO ITPOBEPKY:

1. ;

2. .
8. IlepeyeHb BONIPOCOB, OTPAKAIOIINX COAEPKAHUE 00s13aTeIbHBIX TpeOOBaHU A, OTBET HA
KOTOpbIE OJHO3HAYHO CBHIETEIBCTBYET O COBTIONEHNH WM HECOOIIOACHHH IOPUANYCCKHM
JUIOM, VHIUBUAYaIbHEIM IpeqIpHHAMATEIeM 00s3aTeIbHbIX TpeGoBaHMH, COCTABIIAIOMINX
IpeaMeT IIPOBEPKH:




PekBH3NTHI BriBoa o
HOPMATHBHbIX BbINOJHEHNH
MpPaBOBBIX AKTOB, € TpedGoBaHUMH
yKa3aHHEM HX

Ne CTPYKTYPHBIX €IMHHMIL,
B Bompochbl, 0TPAKAIOIIHE COePKAHAE KOTOpPBLIMH
00a3aTeabHBIX TPeOOBAHHM YCTaHOBJICHDBI
/i aa HET
o0s13aTe/ILHBbIC
TpedOBaHUA

®enepanbnblii 3akon or 12 ampens 2010 r. Ne 61-®3 «O06 obpaiieHHH JIEKAPCTBEHHbIX CPEACTB»
(Cobpanne 3akoHoparesbcTBa Poccniickoi ®enepanun, 2010, Ne 16, cr. 1815; 2016, Ne 27, cr. 4283)
(nanee - 61-@3); IlpaBusia Hapexamed NPAKTHKH XPaHEHAS U NEPEBO3KH JIEKAPCTBEHHBIX npenapaTros
IS METMIMHCKOrO NpHMEHeHHs, yTBepKACHHbIe NpHKa3oM MHHHCTEPCTBA 3APABOOXPAHEHHS
Poccniickoii ®exepanun ot 31 asrycra 2016 r. Ne 646 (3aperucTpupoBan MuHHCTEPCTBOM IOCTHIHHA
Poccmiickoii ®enepanun 9 susapsi 2017 r., perncTpanBoHHbIn Ne 45112) (nanee — [IpaBuia Raaexamei
npakruxn xpanenus); [IpaBnaa Haajexameil anTeYHoll NPAKTHKH JIEKAPCTBEHHDIX NpenapaTos I
MEIANUHCKOro NMpAMEHEHHs, yTBePKAeHHbIe NPHKa3oM MHHHCTEPCTBA 3/1paBoOXpaHenus Poccuniickoii
®enepannn ot 31 aBrycra 2016 r. Ne 6471 (3aperncTpHpoBaH MunsucTepcTBoM locTHHE Poccniickoi
®exepanun 9 susapsa 2017 r., perucrpannonnsiii Ne 45113) (nanee — IpaBria BagexKamei anTeqnoi
npaktukn); [IpaBuia XpaHeHHsi JIEKAPCTBEHHBIX CPEICTB, YTBEPKACHHBIC MPHKAIOM MunucrepcTsa
3APABOOXPAHEHHS M COLHMAIBLHOIO Pa3BHTHS Poccriickoii ®enepannn ot 23 aBrycra 2010 r. Ne 706u
(3aperucrpupoBan  MHHHCTePCTBOM HCTHIHH Poccmiickoii ®enepanuu 4 okrabps 2010 r,
perucrpanuonnbiii Ne 18608) ¢ usMeHeHHAMH, BHRECEHHBIMH MPHKA30OM MuEHACTEPCTBA 3APaBOOXPAHEHHS
u conuaabHoro passuTus Poccuiickoii ®enepanun o1 28 nexabps 2010 r. Ne 12211 (3aperdacTpupoBaH
Munncrepcrsom octunuu Poceniickoii ®@enepannn 4 pespanis 2011 r., peracrpanuonnsiii Ne 19703)
(nasiee — IlpaBuJja xpaHeHus JIEKAPCTBEHHbLIX CPEeACTB)

YupagJenue kadecTBoM (cTaThs 55 61-©3; raasa Il IIpaBu HaAAexKANEH aNTeTHON NPAKTHKH)

VIBepKIeHH ~ JH  pyKoBOAMTeNneM  CyGbera myHKT 4 IIpaBui
obpallleHns JIEKapCTBEHHBIX CPEJICTB CTAHAAPTHHIC | HajyIexalled anTeuHOH

L. onepanuMoHHsie npoueaypst  (nanee — COIN)? TIPaKTHKHU
HMeeTcs Jid JOKYMEHTALHs CUCTEMBI Ka4ecTBa Ha nyskr 5 [Tpasun
GyMaXKHBIX U (WIH) 2JIEKTPOHHBIX HOCHTENAX: HazUIeKaell amTeqHON
MPaKTHKH

MOITYHKT «H» ITyHKTa 5
[TpaBun Hagexamen
aTTe4yHOH NMPaKTHKA

HKypHaJT pETHCTPaLMH MPUKa30B
(pacriopspxeHuit) 1o CyOBeKTy
PO3HUYHOM TOProBIN?

JKypHaJl ©XKEHEBHOH perucTpaly
rapaMeTpoB TEMIIEPATYPsI U
BIQKHOCTH B IIOMEINEHUAX JIA
XpaHeHHs JIEKapCTBEHHBIX
npemnaparos?

MOMYHKT «K» ITyHKTa 5
TMpaBun HaIeXKaMeH
anTeuHOH NMpaKTHKH




HKYpHaJT [TEPUOIIMHEECKOM pEerHCTPaly
TEMIIEPATyphl BHYTPH XOJIOAUIBHOTO
o6GopymoBaHHs?

HOJITYHKT <JI» ITyHKTa 5
TpaBw1 Hajexamen
afTeYHON MPAKTHKH

bKypHAJ yieTa onepalluii, CBI3aHHBIX C
o6 paLIeHHeM JIEKapCTBEHHbBIX CPE/ICTB,
BKJIIOUEHHBIX B NIEPEUEHD

TMOUTYHKT «M» ITyHKTa 5
TpaBun HaIexalen

JKypPHAJT ydeTa JISKApCTBEHHBIX
TIPENapaToB ¢ OrPaHUYEHHBIM CPOKOM
rogHoctTu?

leKapCTBEHHBIX CPEACTB, MOIENKAIIMX aNTeuHON MPaKTHKH
NpeaMeTHO-KOJTHUECTBEHHOMY YUETy
(mpy HaJTuMH)?

HOJITYHKT «p» IYHKTA 3

TpaBun HajexameH
arITevHOM TIPaKTHKH

bKypHaJI ydeTa MIOCTYIUICHHs ¥ pacxo/a
BaKLMH (TIpH HAJTHYIMH)?

MOAIYHKT «X» ITyHKTa 3
[TpaBuii HapexKameH
aIrre4HOoN MPaKTHKH

bKypHAJT PETHCTPAllMH PEe3yJIbTATOB MPHEMOYHOTO
KOHTpOJIA?

HOJITYHKT «(» ITyHKTa 5
TIpaBwn HajIeKaIIEH
anTe4YHOM ITPaKTHKH

XypHaJl PErMcCTpalliy Olepalui, CBA3aHHBIX C
060POTOM HAPKOTHYECKHX CPEMCTB, NICHXOTPOMHEIX
BEILECTB H MX IPEKYPCOPOB (IIPH HaIM4uKH)?

MOAMYHKT «y» ITyHKTa 3
TMpaeun Bajuiexamen
aITeYHON IIPaKTHKH

Cnc'rema obecnedeHusi KaveCTBA XpaHeHMsi H IEPEBO3KH JEKapCTBEHHBIX NpenapaToB

61-®3; raasa I, mynkrsi 3 - 6 IlpaBai HagIekawed NPAKTHKA XpaHeHHs )

(craTbu 54

Ha3HaueHO 1M pyKOBOJIUTEIIEM allTeYHOH

3 Opranusanuy Jimno, OTBETCTBEHHOEC 34 BHCAPCHUE

i oOecrieueHuEe CHCTEMBI KadecTBa?

myHKT 5 [IpaBun
HaJUIeXKamen MpaKTHKN
XpaHEHUs

Hudpacrpykrypa. Ilomemenns i XpPaHeHHS JIEKAPCTBEHHLIX MNPENAPATOB (ctaths 58

61-03,

rnmasa IV

IpaBua HajieKkameil NPAKTHKH XPaHEHHS;

IIpaBuia XpaHeHHS

JIeKApPCTBEHHBIX cpecTs; raasa V IpaBna najuiexameii anTeqHow NPAKTHKH)

MMeroTcs JIH  HeoOXOAUMBIE NOMeIeHHs (/M) 30HBI,
NpUHAIIeXKAIIMe aNTeYHOM OpraHu3allii Ha NpaBe
COOCTBEHHOCTH WIIM HA MHOM 3aKOHHOM OCHOBaHWH,
HeOoOGXOQHMMBIE 1S OCYLLECTBIICHUA A€ATE/IBHOCTH 10
XPAHEHHIO JIEKAPCTBEHHBIX IIpenapaTos?

myHKT 11 TIpaBun
HaIexallei MpakTHKH
XPaHCHUA

Hmeercst 11 0603HaYeHHAS 30HA HWIIH OTAC/IBHOC
NOMeEIleHHe TNPHEMKH JCKapCTBEHHBIX npenapaTOB?

myHKTHI 15, 16 ITpasun
HaIexKane MPaKTHKH
XpaHEHHS

WUmeeTcs 1 0003HAUYeHHast 30HA WIM OTJAEITBHOE

TpeGyIOLIUX CTICLHANBHBIX YCTOBUH?

NOMeLIEHHE XPaHCHUS JIEKapCTBCHHBIX npenapaTos,

myHKTHI 15, 16 ITpaBun
HaJIe)KalleH IIPaKTHKH
XpaHEeHHUs

HmeeTcs JIM VIS XPaHEHHUs BBISBIICHHBIX
danpcuUIEPOBAHHBIX, HEAOOPOKAUECTBEHHBIX,
KOHTpa(aKTHBIX JTeKapCTBEHHBIX MPErapaToB:

myHKTH 15, 16 IIpasun
HaJIe)Kamel MPaKTHKH
XpaHeHUA
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0 myHKTHI 15, 16 IIpaBun
0603HaUEHHAA 30Ha A IeKAIIeH TPAKTHKH
XpaHEHHA
0 myHKTHI 15, 16 IIpaBun
OTIECJBHOE ITOMCIICHUE ! Hamlemameffl TIPaKTHKH
XpaHECHHA
MMeeTcs MM 30HA MM OTAEIBHOE MOMEIICHHE, ryHKTE 15, 16 Tipasmn
obecreunBaromas TpebyeMele yCIOBHUS XPaHCHHUA HaJUIe)KaIlEeH MpaKTHKH
8. | mexapcTBeHHbIX NpenapaToB  [Uid KAPaHTHHHOTO XpaHEHHUS!
XpaHeHHs JIEKapCTBCHHBIX
npernaparon?
o nyHkT 17 [IpaBui
9 CBEIIEHEI JIU MOMELCHHUA U 30HBI, I/ICHOJIL‘C:yeMLIe HaJuTexar it TIPAKTHKH
. JUIA XpaHEHUA JIEKapCTBCHHBIX IpernapaToB ! XpaHEHUs
OTI[CJ'ICHLI JIA a,ZlMI/IHI/ICTpaTI:IBHO-GBITOBBIe IyHKT 19 IT paBHI
10 noMemienua ot HOMCIHCHHI; XpaHCHUA Hannemameii TIPaKTHKH
JIEKapCTBEHHBIX TMpernapaToB! XpaHeHHs
Hmeercqa 11 oTAebHAsA 30HA (K I b | aHCH
p e NenbHas 30Ha (IKader) 11 Xp6ePIﬂ nysr 25 Tpasin
" 060opyn0BaHNs, HHBEHTaps ¥ MaTePHAJIoB Wi YOOPKH | o yeycameif npakTHKH
. | (ouncTkm), a TaxKe MOIOIIHX M AE3NHPHIMPYIOLIMX XpaHeHHs
cpencts?
IIpoBoauTcs M yGOpKa IOMEIUEHUHA (30H) A myHKT 25 [IpaBun
12. | xpanenus nekapcTBEHHBIX IPENIAPaTOB B HaJVIeXKalleH IPaKTHKA
cootsercTBum ¢ COIlom? XpaHCHHUA
. nyHkt 25 Ipasun
VMeercs MU IafKas OTAENKa IOMEIIEHUH LA "
HaJJIeKamel NpaKTHKA
XPaHEeHHs JIEKApCTBEHHBIX NPETIapaToB .
XpaHEHHS,;
3 (BHYTpEHHHE IOBEPXHOCTH CTEH, TIOTOJIKOB), nysxr 6 TTpasu
- | nomyckarotas BO3MOXHOCTD IPOBEACHHA XpAHEHHUs JeKAPCTBEHHEIX
BIIQXHON yOOPKH M HCKIIOYAroNIasi HaKOIICHHE CpeICTB
TbUTU?
OGecriedeHa Id 3aINTa IOMEIEHUH UL
XpaHeHH JIEKapCTBEHHBIX NIPENapaToB OT nyHKT 26 IIpasun
14. | nponuKkHOBEHHUS HACEKOMBIX, [PHI3YHOB MK HaJUICKAIIEH IPAKTUKI
JIPYTHX KUBOTHBIX? XpaHeHuA
Hudpacrpykrypa. OGopyaosanne (riasa IV IlpaBwi HajjJekamedl NPAKTAKH XPaHCHHS;
IIpaBu/ia XpaHeHHs JEKAPCTBEHHBIX CpeacTB)
VMeercs mH  HeobxoauMmoe obopyaoBaHue (B
A Py ( nyskT 11 IIpasun
XOPOIIEM COCTOSIHHH ¥ YHCTOE), TIPHHAJIeKAIICE .
15. HaJIeXKAaIeN IPaKTHKH
OpraHHM3alliM Ha IpaBe COOCTBEHHOCTH WU Ha
XpaHEeHHs
MHOM 3aKOHHOM OCHOBaHHH?
OcHamieHbl JIH IIOMEUIECHHA JUIA XPAHCHHUA | yHKT 7 Ipasui
16 JIEKApCTBEHHBIX CPEICTB npubopamMu Ui | XpaHCHHA
" | perucTparuy napamMeTpoB BO3IyXa. JIEKAPCTBEHHBIX CPENICTB
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nyHkr 7 [Ipasun
XpaHEHHs
JIEKApCTBEHHBIX CPENICTB
TepMOMeTpaMHu? myHkt 37 IpaBun
HaJuiexaniei paKTHKH
XpaHCHUA
nyHkT 7 [IpaBun
XpaHeHHs
JeKapCTBEHHBIX CPENCTB
rUrpoMeTpaMu? myukr 37 TIpasui
17. HajlIeXaniei NMpakTHKH
XpaHeHHs
nyHKT 7 IIpaBuin
XpaHEeHHs
JIEKapCTBEHHBIX CPENICTB
3JIEKTPOHHBIMH TUrpoMeTpamu? nyHkT 37 TIpaswn
Hannex(ameﬁ TIPaKTHKH
XpaHEHHA
myHKT 37 IIpaBun
TEpMOTUIPOMETPaMH? z;gf{:zc;;ueu MpaiTHiH
PasmemiatoTcsi M M3MEPHUTENBHBIC — YacTH
npuGOpOB [UTs PETUCTPAIlMK [IapaMETPOB BO3AyXa | IYHKT 7 [pasun
18. | Ha paccTosHHH HE MeHee 3 M OT IBepeil, OKOH U | XpaHCHHUS
OTOIHTENBHBIX IPHOOPOB ¥ Ha BBICOTE 1,5 - 1,7 M | JIEKapCTBEHHBIX CPE/ICTB
ot noja?
PerucTpupyIoTcs M II0Ka3aHMsi NMPHOOPOB I
perucTpanuy MapaMeTpoB BO3yXa €XKCIHEBHO B ymKT 7 TTpasur
19 CIIEI[MATBHOM JKypHaie (KapTe) perucTpalMy Ha ——
" | 6ymaxkHoM HocHTENE WIH B DIEKTPOHHOM BHIC C
o NIEKApCTBEHHBIX CPEeNCTB
apxuBaiuel (Wi 3JIEKTPOHHBIX THTPOMETPOB),
KOTODBIH BeeTCs OTBETCTBEHHBIM JIAIIOM?
CepruduMpoBaHsl, KamuOpoBaHEI M | IyHKT 7 IIpaBun
20. | momBeprajoTcst JM TOBEpKE KOHTPOJMPYIOMME | XPAHCHHA
Tpr6OpHI I PETHCTPALMY TapaMeTpOB Bo3/lyxa? | JIeKapCTBEHHBIX CPE/ICTB
HMeercs M XoJIoOUIbHOE 000pyA0BaHHE: myskTe 21, 36, 37
[Tpasun HamexXaImeH
NPAKTHKKA XPAHESHUS
21. myHkTH 21, 36, 37

XOJIOIHbHBIE KAMEPhI HITH CIELHaTbHO
0GOpYI0BAHHOE IOMEEHAE?

TTpasw1 HajIeKawen
IIPaKTHKH XpaHEeHH

¢apmarieBTHIECKUE XOJIOMIBHBIC mKadsbl
HMJTH XOJOAUIBHUK U1 XPaHCHUS
TepMOJIAOUITBHBIX JIEKAPCTBEHHBIX cpeacTB?

nyHkTH 21, 36, 37
Tpasui HamIeKaIIEH
IIPaKTHKH XpaHeHHus




myHkTH 21, 36, 37

[IpaBun
MMeroTcs JIM CHCTEMBI KOHTULIMOHMPOBAHNUS B HaJUTeKaImeH TPAKTAKH
99, | mOMeIeHHsX XpaHeHHs JIEKapCTBCHHEIX XpAHEHHS;
npenaparos? nyHKT 4 [IpaBui
XpaHCHHS JIEKAPCTBEHHBIX
CpEICTB
nyHKTH 21, 36, 37
IIpaBun
HIMeroTcs M CHCTEMbI BEHTHIISALIUH B HAJIeKAIEH TIPAKTAKHA
53, | MOMEIEHHsX XPaHEeHHs! JIEKapCTBEHHbIX XpaHEHHS;
npenaparos? nyHKT 4 IIpaBun
XpaHEHHUS JIEKapCTBEHHBIX
CpelCTB
Wmetotes i mKagbl METAIUINYECKAE HIIH
JIEpEBSHHBIE JUIA XPAHEHHS JICKAPCTBCHHBIX myHKT 31 IIpaBun
24. | npenapaToB, MOIEKAIIAX IPEAMETHO- HaJUIexamen
KOJMYECTBEHHOMY yIeTy? NpaKTHKH XpaHCHUA
WMeercs ma maoMOup JUIs ONeYaThIBaHUS B
KoHIE pabouero Hs MKagoB METAJUTMIECKUX HITH nyskr 31 Tpasi
95 | EPEBIHHBIX (4K TOMEILEHHH) U1 XpaHSHUS HaIeKameh
JIEKapCTBEHHBIX NIPENaparToB, MOANEKAIIHX NPAKTHKH XPAHEHHs
IPEIMETHO-KOJNYECTBEHHOMY yIeTy?
nyHkT 29 IIpasun
HaJlJIeXKalen npakTHKA
XpaHeHus;
VMeroTcs JI B MOMELICHHAX JUTs XpaHeHUS nyskr 31 Ilpasa
JIEKapCTBEHHBIX NPETIApaToB: HaJyIeXKalleH IPaKTHKH
XpaHCHHs;
myHkT 5 IpaBun
XpaHEeHHs JIEKApCTBEHHBIX
CPEACTB
nyHKT 29 [IpaBun
HaJyIe)Kaled IpaKTHKH
XpaHEHHS;
myHKT 31 [Ipasun
26. CTeIUIXKH? HaJIeKaInel IpaKTHKA
XpaHCHHS;
nyukT S [IpaBun
XpaHeHHs JIEKapCTBEHHBIX
CpencTB
nyHKT 29 IIpasun
HaJiIeXalen MpakTHKA
XpaHEHHS;
mxadb1? nyHKT 31 IlpaBuin

HaJUIe)KammeR MPaKTHKU
XpaHeHNS;

myHKT 5 IIpaBun
XpaHeHHs JIEKAPCTBEHHBIX
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CpenCTB

nyHKT 29 [Ipasun
HaJJIeXKailed MpaKTHKH
XpaHCHUS;

nyskT 31 IpaBun
TOZUIOHEI? HajyIeXxameil ITpakTHKH
XpaHCHUS;

myHKT 5 [IpaBui
XpaHeHHs JIeKapCTBEHHBIX
CPEICTB

nyHKT 29 [Ipasun

HaJUIe)Kalled IIPaKTHKH

XpaHCHNS;

I0JITOBApHUKH ? Eﬁﬁ:;;mrigaﬁm
PaKTHKA

XpaHeHHs,

myHKT 5 [IpaBun

XpaHeHHs JIEKapCTBEHHEBIX

CpEICTB
HMeroTcs 1 3ammacHble MOBEPEHHBIE CPECTRBA nysKTE1 39, 40 [Ipasmn
H3MEPCHUS B CIy4a€ pPEMOHTA, TEXHHYECKOTO HauIeKaIeH IPaKTHKH
7 o6cyXuBaH#s, NOBEPKH 000PYIOBaHHS I XpaHEHHUT;
" | cpencTs m3MepeHHs? myHKT 7 [IpaBuin
XpaHeHHS JICKapCTBEHHBIX
CPEICTB

HQOQCCCBI JACATECJILHOCTH cyﬁbeKTa 203Hl/l'll-l0ﬁ TOProBJ/id TOBAPaAMH ANTEIHOI0 aCCOPTUMEHTA.
geﬁCTBl/lﬂ 026’beKTa oﬁpagemm JEKAPCTBEHHLIX NMpenapaToB 110 XPaHEHHUIO. gogyme}nu 1o

XPAHEHHI0 JIeKAPCTBEHHBIX HpenapaToB. OneHka JeTeJIbHOCTH (CTAThS 58, myHkT 3 craTbn 9
61-®3; rmasa V, VI IlpaBmn Hamiexameidl nmpakrtuxn xpanenus; IlpaBmia xpanenns

JexapcTBennbix cpencrs; riaasa VI m VIII Ilpasna majsiexameii anTeaHoH NPAKTHKH)

nyHkt 46 [IpaBun
HaJUTeXKallEH

MIPAaKTHKH XpaHCHH,

myHkT 40 ITpaBun xpaHeHus
JIEKapPCTBEHHBIX CPE/CTB

COOTBETCTBYIOT JIi CBEEHHs Ppe3y/ILTaToB
NPUEMOYHOTO KOHTPOJIS CBEJICHUSM B
TOBapOCOMPOBOAUTENEHON JOKYMEHTALINH:

myHKT 46 IlpaBun
HaJUTeXalleH

8. N0 aCCOPTHMEHTY U KOJIUYeCTBY? NPAKTHKH XpaHEeHHS;

myHKT 40 IIpaBun xpaHeHHs
JIEKapCTBEHHBIX CPE/CTB

myHKT 46 ITpaBun
HaJIexalnen

MPaKTHKH XpaHEHH,

myHKT 40 IIpaBun xpaHeHus
JIEKapCTBEHHBIX CPEJICTB

110 KauecTBy?




86

M0 COBMIOCHHMIO CTIEIIHATBHBIX

yCJIOBHIA XpaHeHUs (TIpY HATWYHH Takoro
TpeGoBaHus B HOPMATHUBHOH JIOKYMECHTALMH Ha
exapcTBEHHbIH mpenapat)?

nyHKT 46 IIpasui

Ha UTeXalluen

NPaKTHKA XPaHeHHU;

myHkt 40 TIpaBui XpaHEHHA
JIEKApCTBEHHBIX CPEICTB

[0 HAJIMYHMIO TIOBPEXKICHMH
TpaHCIIOPTHO#M Tapbl?

nyHKT 46 IIpaBun
HaJUTeKaIIEH

NPaKTHKH XPaHeHHS;

myskr 40 TIpasuit XxpaHeHHA
J€KapCTBEHHBIX CPEJICTB

Co3aHa JTi IpUeMHasi KOMHCCHsL JULT TPOBCACHIA
IIPHEMOYHOTO KOHTPOJIsl, YTBEPXKICHHAS

nyHkT 49 [Ipasui
HaJIexanleii anTeqHoH

29. | mpuxasoM pykoBoHTENs CYOBEKTA POSHUTHOR NpPaKkTAKA XPaHCHNA
TOProBiH?
OdopMIISIOTCS T ¢ MPOCTABICHUEM LITaMIIa O
TIpHEMKE, TTOIHCHI0 MaTePHAILHO - nyHKT 46 IIpasan
OTBETCTBEHHOrO JIMI[A, 3aBEPEHHOM IEYaThIO HaJIJIEXKAICH alTeHHOH
(pu HaTAuKK) CyOBEKTa PO3SHHYHON TOPrOBIIL: IIPaKTAKA
nyHkT 46 [IpaBun
cuera - paKTypb!? HaJyIexKaIe anTeuHoH
MPAKTHKH
30.
TOBapHO-TPAHCTIOPTHEIC HAKIaHbIC? nyHKT 46 IIpasui
HajIexalnel anTeuHon
IIPAKTHKH
nyHKT 46 [Ipasun
peecTp JIOKYMEHTOB IIO KayecTBy? HazyIexalel anTeuHon
MPaKTUKA
TIpoXoAT Jit TOBAPHI ANTEYHOr0 aCCOPTHMEHTA 110 | YHKT 50 [IpaBun
3], | MoAadH B TOProByIO 30HY TpeAIPOAAXHYIO HajIexalneil anTeuHon
OJrOTOBKY? TIPaKTUKH
myHkT 29 [Ipasun
UneHTUULMPYIOTCA JIM XPaHSAIIMECH JIEKApCTBCHHBIC Hajinexalle NPaKTHKA
CpencTBa B COOTBETCTBHH C MpYMEHAEMON XpaHCeHU,
32. | cy6bexTom obpanieHus JIeKapCTBEHHBIX NPeNapaTos nyHKT 49 TIpaBii
cucTeMoit yueTa? HaJJIeXKAIIEH NPaKTHKK
XpaHCHHUA
33 Ocy1uecTBIAETCS JIM XPaHCHUE JIEKAPCTBEHHBIX nyHKT 47 Ilpasun

IIpEnapaToB ¢ y4eToM TpeGoBaHHH:

Hannexcameifl TIpaKTHUKH
XpaHCeHHA,
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myHKT 40 [Ipasmi
XpaHEHHUs JIEKapCTBEHHBIX
CpeICTB

HOPMATHBHO# JIOKyMEHTALHH, COCTAB/IAIOIEH
pEerruCTPaliHOHHOE IOChE Ha JIEKApCTBEHHBIN
npemnapart?

myHKT 47 IlpaBui
HaJUIeKale NPaKTHKH
XpaHEHHS,

myHKT 40 [Ipasun
XpaHEHHs JIEKapCTBEHHBIX
CpeICTB

UHCTPYKIMH IO MEJMUIHHCKOMY IIPUMEHEHHUIO?

nyHKT 47 [Ipasun
HajiexXaleil NpakTHKU
XpaHeHus;

myHKT 40 IIpasui
XpaHEHHs JIEKapCTBEHHBIX
CPEICTB

uH(OpMaLHH, coileprKaleics Ha MEPBUYHON U
(HTH) BTOPUMHOMN YIaKOBKE JICKAPCTBEHHOTO
npernapara U TpaHCHIOPTHOMH Tape?

yHkT 47 [IpaBun
Hajiexanei NpakTUKy
XpaHeHH;

myHkT 40 IIpaBun
XpaHEHHUS JIEKapCTBEHHBIX
cpencTs

34.

PasMemarorcs JIM JIeKapCTBEHHBIE NPErapaThl

B TIOMEILEHNAX | (KJIH) 30HaX AJI XpaHeHHs
JIEKapPCTBEHHBIX NIPENapaToB B COOTBETCTBHH C
TpeGOBaHUAMH HOPMATHBHOM JOKYMEHTALMH U (HJIH)
TpeOOBaHUAMHY, YKa3aHHBIMH Hd YIIAKOBKE
JIEKapCTBEHHOTO MIperapara, ¢ y4eToM:

myHKT 49 Ilpasun
HaJuiexalel NpakTHKH
XpaHEeHHS,

myHKT 8 [IpaBun
XpaHEHH
JIEKapCTBEHHBIX CPEJICTB

(hM3UKO-XMMHYECKHX CBOKCTB
TeKapCTBEHHBIX NpenapaTon?

nyHkT 49 [IpaBun
HaJyle)Kalled NpakTHKH
XpaHeHHU;

nyHKT 8 [IpaBun
XpaHEHHS
JICKApCTBEHHBIX CPEACTB

(hapMaKoNIOrHYecKHX TPyI?

nyHKT 49 [Ipasui
HaJiexaulel NpaKTHKU
XpaHCHHI,

nyHkT 8 [TpaBun
XpaHeHUs
JIEKapCTBEHHBIX CPEACTB

criocofba BBeCHHA
7IeKapCTBEHHBIX TpenapaTon?

myHkT 49 IIpaBun
HaJUTeXalle NpaKTHKH
XpaHeHH;

nyHKT 8 IIpaBun
XpaHeHus
JIEKAPCTBEHHEIX CPEJICTB
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nyHkT 52 [Ipasun
X HaJIeXXaIen IpakTHKA
PaHSTCSI JIA CBETOYYBCTBUTEIBHEIE XPAHEHHS,
35. | eKapCTBEHHEIC NpenapaThl B 3aIHUIIIEHHOM OT myHKTEL 24-26 TIpasun
cBeTa MecTe? XpaHEHHS
JNIEKapCTBEHHBIX CPEICTB
nyukThl 21, 47 IIpaBun
HaJJIeKamed MPakKTHKA
XpaHsATCS M BIar04yBCTBHTEIIEHBIC DAHCHHS:
36. | IeKapCTBEHHEIE CPENCTBA B 3AUMIICHHOM OT P ;
. nyHktsl 27-29 IlpaBun
BJIarH MecTe?
XpaHeHHUs
JIEKapCTBEHHBIX CPE/CTB
HasHaueHo J1i IPAKa30M PYKOBOAHTENS CyOBeKTa
PO3HMYHOM TOPrOB/IM OTBETCTBEHHOE JIMIIO 32 myHKT 66 [TpaBun
37, | pabotyc danscubUIIPOBaHHBIMY, HajuIexarneil anteuHon
106pOKaYeCTBEHHBIMH, KOHTpa(aKTHEIMU IIPaKTHKH
TOBapaMH aNTeYHOro aCCOPTHMEHTa?
W301upOBaHb! JH CIIENHATIBHO nyskr 55 [Ipasm
38, | MPOMapKupoBaHHBIC ICKAPCTBEHHbIC PEIAPATEL, | yayyesxalelt NPAKTAKA
Tpe/IHA3HAYEHHBIE JUIS YHHYTOXCHHS? XpaHEHHs
I myHkT 30 Ilpasun
30JIHPOBAHBI JIK: HoJUIeKaIeH
MPaKTHKA XpaHEeHHs
eKapCTBEHHBIE NPENapaThl, B OTHOIICHAN myskr 30 TIpasmt
KOTOPHIX PHHATO PEIICHUE O HaUIeKAITIEH
IPHOCTAHOBJICHUH TIPHMEHEHNS ? NPAKTHKH XPAHEHHS
H
39. TeKapCTBEHHBIE TIPENapaThl, B OTHOIIECHAH myser 30 [pasmn
KOTOPBIX IIPHHSTO PEIIeHHe 00 H3BATHY U3 HaUTeKameH
oGparmerns? IPaKTHKH XPaHEHHU
danscrduuEpoBaHHEIE, HEAOOPOKAYCCTBEHHBIC
1 KOHTpadaKTHBIE TEKAPCTBEHHBIE IIPEMapaTh?
pad p perap nyHkT 30 [Tpasun
HaIIeKaen
IPAKTHKA XpaHEeHUS
HNmMmeroTca u JOKYMEHTHI, OIMUCHIBAKOLIINE IICI\/’ICTBI/ISI,
BHITIONHAEMbIE CYOBEKTOM OOpaIleHHs JIEKAPCTBEHHBIX
TpenapaToB, HANPABICHHbIE HA COOMIOACHHE nyHKTHI 41-43 TlpaBm
TpeGOoBaHuii, ycTaHOBICHHBIX [IpaBuiamu HaJUTeaLeH TPaKTHKHA
HaAJIeKaIIeH MPaKTHKY XPaHEeHU: XpaHEeHHUs
40.

HHCTPYKLMHU?

nyHKTHI 41-43 TIpaBun
Hazmexcamefri TPaKTHKH
XpaHeHUs




CTaH/ApTHHIE ONEPaLOHHbIC
npouexypst (COTIer)?

nyHKTsI 41-43 TIpaBun
HaJUIeKaIei NpaKTHKA
XpaHEeHUA

oTueTh (CBOIHBIE KYPHAIBI)?

nyHkTH 41-43 IIpaBun
HajJexamei MPakTHKH
XpaHEeHHs

noroBoph1?

nyHKTHI 41-43 IIpaBun
HajJIeKameH MPakTHKH

| xpaHeHus

Begercs M y4eT JEKapCTBEHHBIX CPECTB €
OrpaHMYEHHBIM CPOKOM OJHOCTH Ha OyMa)kHOM

nyHkT 11 [Ipasuna

41. | gocuTene Uy B 3NEKTPOHHOM BHJE C XpaHeHHs JIEKapCTBCHHbIX
apxuBauuei? CpeAcTB
VY cTaHOBJIEH JIM PYKOBOJUTEIEM OpraHu3alni mysicr 11 TTpasmn
47 | mopsmox Benenns yuera JI?eI(apCTBeHHI:IX CPEACTB | ypapeHHs NEKAPCTBEHHBIX
C OrpaHUYECHHBIM CPOKOM ¢ CPeACTB
VMeeTcs Ti pa3paGoTaHHBI H yTBEPXK/ICHHBIH
KOMILIEKC MEp, HalpaBJICHHBIA Ha MUHHUMH3AINIO
P, HArp alt nyHkt 24 [IpaBun
pHCKa KOHTaMHMHAITHY JIeKapCleeHHBIX HamTexamet
IIpEnapaToB, C y4ETOM yCIOBUH coOroieHus TIPaKTHKH XPAHEHHS
3aIMTHI 0T (JAKTOPOB BHELIHEHN CPelibl C
odopMIICHHEM:
nyHKT 24 [Ipasun
43. npHKa3oB? HaJUIexKalei
IPAKTHKH XpaHCHUA
nyHkT 24 ITpasun
COIloB? HaJUTeXaIIEeH
IPaKTUKA XpaHESHUs
nyHkT 24 Ipasun
HHCTPYKLMH? HaJIeXKalleH
MPaKTHKA XPaHEHUS]
44, | PerucTpupyloTCs JIH Pe3yIbTaThl TEMICPATYPHOTO myskT 21 TIpaBun
KApTHPOBAHHA H BIAXHOCTH B CICHHATIBHOM HajuIexaniei
KypHaje (kapTe) perucTpanuu Ha OymaxxHoM | MPaKTHKH XpaHCHHA,
HocuTenle ® (WiHM) B JJIEKTPOHHOM  BHIC nyHkr 23 T1pasnn
eXEIHEBHO, B TOM UHCIE B  BBIXOIHBIC HaJUIeKalleH
¥ [Ipa3THAYHEIC JHU? R
nyHKT 7 IIpaBui XxpaHeHUS
JIeKapCTBeHHHX CpeacTB
45. | XpaHatcs Jd  KypHaJbl (kapTel) peructpaum | myHKr 21 Ilpasun

TeMIepaTypHOro KapTUPOBaHHA B TEUCHHE BYX ner?

HaJUlIeKamen
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NpaKTUKH XPaHEHH;
myHKT 23 [IpaBun
HaJIeKaleH

MPaKTHKHA XpaHEeHH;
myHKkT 7 IIpaBun xpaHeHHs
JIEKApCTBEHHBIX CPEJICTB

46. | CobmomaeTcs MM 3ampeT HA COBMECTHOE XpaHEHHE B
OfHOM TEXHMYECKH YKPEIUIEHHOM  TOMEILEHHH
JNIeKApCTBEHHBIX ~ MpENapaToB,  NpeTycMOTpeHHsIX | IYHKT 34 IIpaBmn
myuktom 32 TlpaBun Hajnexaei NpPaKTUKH | HaJJIeXKalen
XpaHeHHs, u NeKapCTBEHHBIX TpenapaToB, | MPAKTHKH XPaHEHHUs
collepXKalMX CHJIbHOJAEHCTBYIOINE WM SIOBHUTbIE
BelecTBa?
47. C myHKT 51 IIpaBun
obmonaerca JIH 3amper HAa  XpaHEHHE L
OTHEOIMACHBIX M B3PBIBOOIACHBIX JIEKAPCTBCHHBIX Ha/UICIKAMICH MPaKTHIH
. XpaHCHHUSA
MpernapaToB BIAIH OT:
nyHKT 51 IIpaBun
oras? HaJJIexXamed TpakTHKH
XpaHEHUs
nyHKT 51 ITpaBun
OTOIMTENBHBIX TPHOOPOB? HaJJIeXKaIen IpaKTUKH
XpaHEHUS
myHKT 51 IIpaBui
BO3IEUCTBHUS MPSAMBIX COJTHEYHBIX JTyqei? HaJyIeXKalned IpaKTUKH
XpaHEHHUS
48. nyHkT 20 [IpaBun

CoGiirofaeTcs JiM 3ampeT Ha XpaHEHHE B MOMELICHHUAX
XpaHeHHs JIEKapCTBEHHBIX NPENapaToB:

HaJJIeXAaIleH IPaKTHKH
XpaHeHHUs

THIIEBBIX IPOAYKTOB?

myHkT 20 [Ipasun
HaJUIeXammed MpakTUKH
XpaHEHUS

TabayHpIX W3AENHii?

nyHKT 20 IIpasmi
HaJyIeKallen MpaKTHKH
XpaHEHHUS

HATNMTKOB (32 UCKIIOYEHHEM MUTHEBOH BOJIBI)?

nyHKT 20 [IpaBmi
HaJyie)Kalne IpakKTHKH
XpaHEeHUs

JIeKapCTBEHHbIX TPEeNaparoB, NPeJHA3HAYeHHBIX 115
TMYHOrO UCIOJIB30BaHHU pabOTHUKAMH?

nyHKT 20 [Ipasun
HaJyIe)Kalled IIPaKTHKH
XpaHEeHHs

(momxuocTh ¥ ®HO KOIDKHOCTHOTrO JIMIIA, 3aII0JTHUBLIETO MIPOBEPOYHBIH JIKCT, MOAIHUCE, Jarta)

(I[OJI)KHOCTB u ONO JOJKHOCTHOI'O JIHIA IOpHIHYECKOro JIHIA, NpHUCYTCTBOBABIIETO NPH
3aIlOJITHEHHUH IIPOBCPOTHOrO JINCTA, ITIOJMIIHCD, ,uaTa)
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ITpunoxenue Ne 8
K ripuKasy ®epepaibHON CITyKOBI
0 HaJ30py B cepe 34paBOOXpAHEHHS

ot QI E Ne _ P38

®opma

IIpoBepo4HBIH JHCT
(CIECOK KOHTPOJILHBIX BONPOCOB),
ncnosab3yemblii ®egepaibHoil cayx0ol no Haf30py B cdepe 31paBOOXpaHEHH A
H ee TePPHTOPHAILHBIMH OPraHAMH HPH NPOBeICHAH MUIAHOBELIX IPOBEPOK TIpH
ocymiecTBJIeHHH (eiepaibLHOro rocy1apcTBeHHOro Ha/30pa B cepe obpameHust
JIEKAPCTBEHHBIX CPEICTB
(XpaHeHHe JiIeKapCTBEHHBIX NPENapaToB AJIsi MEJHIHHCKOro NPHMEHEHHS] B
MeIHIHHCKAX OPTaHH3alMsAX H HX 000C00/IeHHBIX MOAPA3/Ie/ICHUAX (ueHTpbI
(oTaenenus) obmei BpaueOHOMH (cemeiiHO#i) MPAKTHKH, aMOyJIaTOPHH,
deabamepckue u GpeapamepcKo-aKyIepeKHe NYHKTBI), PACNOJIO}KeHHbIE B
ceJIbCKHX HaceJIeHHBIX MYyHKTAX)

(HaMMEHOBAHHE OPraHa, OCYIECTBISIOMEr0 IIAHOBYIO TIPOBEPKY)

1. Buz rocyIapcTBEHHOro KOHTpOs (Haa3opa)

2. TlpemMer IUIAHOBOM IpPOBEPKH OPHIAMYECKMX JIMI H HMHIMBHIyaJbHBIX
TpeNpHHAMATENEH OrPaHHIHBAETCS 003aTeIbHEIMH TpeGOBaHMAMH, COOIIIONEHNE KOTOPEIX
gRIIsieTCs Hauboyee 3HAYAMBIM C TOYKH 3pEHMS HEIOIYIIEeHHs BO3SHHKHOBEHMSA YIPO3BI
IpUYMHEHKs Bpesia KHU3HH, 310POBbIO IPaXIaH, H3I0XKCHHBIMU B dbopMe MPOBEPOYHOTO JIUCTA
(cTIHCKa KOHTPOJIBHBIX BOMIPOCOB).

3. HayMeHOBaHWME MOPHMAMYECKOTO JIMLA, (aMuims, UMs, OTYECTBO (mpH HATMYAN)
VHIMBUTy aJIBHOTO IpeATpAHAMATENS !

4. MecTo NpoBeJeHHUs ILUIAHOBOM NPOBEPKH C 3alONHEHUEM NPOBEPOUHOrO JHCTA:

5. PekBI3UTHI TIpUKa3a O IPOBEJEHNH [UIAHOBOH NPOBEPKHU: OT Ne

6. YdeTHbI HOMEp IIPOBEPKH U JIaTa IPUCBOSHUS YHETHOI'O HOMEpa IIPOBEPKH B EnunnoM
peecTpe MPOBEPOK:

7. JIOIXKHOCTh, (paMUIIHA W WHULHAIBI JODKHOCTHOTO JIHIA (un), IPOBOSIIEro(1X)
IUIaHOBYIO IIPOBEPKY:

1. ;

2. .
8. ITepeyeHb BOIPOCOB, OTPAKAIOLINX COAEPKAHHE 06s3aTenbHEIX TPeOOBaHMI, OTBET Ha
KOTOpHble OAHO3HAYHO CBHIETENBCTBYET O COOIIOIEHNH WU HeCOOMIOACHUH IOpUIMIECKUM
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JIMLIOM, MHAMBHIYATLHEIM NPEIPHHUMATENEM 00s3aTeNbHBIX TpeGOBaHUi, COCTABIIAIOMIMX
TpeIMeT IPOBEPKH:

PexBH3HTHI BoiBoa o
HOPMATHBHBIX BBINOJTHEHHH
MPABOBLIX AKTOB, € TpeboBaHH
yKazaHHEM HX
CTPYKTYPHBIX €IHHHMII,
Bompocel, 0Tpakalomue coaep:ranme KOTOPLIMH
00s3aTeILHBIX TPeOOBaHHMH YCTaHOBJICHBI
ods3aTEeIBLHBbIC
TpeGoBaHus

n/n na HET

®enepanbhblii 3akon ot 12 ampenst 2010 r. Ne 61-®3 «O6 obpaleHHH JEKAPCTBEHHBIX CPEICTB»
(Cobpanne 3akonoaarenbcTBa Poccuiickoii ®egepannu, 2010, Ne 16, cr. 1815; 2016, Ne 27, cr. 4283)
(nanee - 61-@3); IIpaBuuia HaIeKAMel NPAKTHKH XPAaHEHAS H NEPEBO3KH JICKAPCTBEHHBIX npenaparos
IS MEIMIHHCKOro NpHMEHEHHAsl, yTBepKIeHHble Npuka3oM MHHHCTEPCTBA 31PABOOXPAHEHHSH
Poccniickoii ®enepannu ot 31 aBrycra 2016 r. Ne 6461 (3aperncTpupoBaH MuHHCTEPCTBOM IOCTHIHA
Poccniickoii Peaepanun 9 sasaps 2017 r., perucTpaunonsbiii Ne 451 12) (nanee — [IpaBnia Hagexamei
npakTukn xpanenus); IlpaBnia maniexamedl anTeqHOH NPAKTAKA JEKAPCTBEHHBIX NPENapaTos JI
MeJMIEACKOro NpHMEHEeHHs, yTBEPKIAeHHbIe NPHKa30M MHHHCTEPCTBA 31PaBOOXPAHCHHS Poccniickoii
®enepanun ot 31 aBrycra 2016 r. Ne 647H (3aperncTpupoBan MununcTepcTBoM focTunau Poccniickoi
®enepannn 9 sasaps 2017 r., perucTpanHOHHbIH Ne 45113) (zanee — IpaBuia HajIexameii anTe1HoH
npaxThkn); [IpaBuia XpaHeHHsl JIeKAPCTBEHHBIX CPEICTB, YTBEPHIEHHDLIC MPAKAIOM MunucTEpCTBa
3ApaBOOXpaHEHHS H CONHAJBLHOTO PA3BATHS Poccmiickoii ®exepannn or 23 asrycra 2010 r. Ne 706n
(aperucrpupoBan  MHHHCTEPCTBOM  IOCTHIHHI Poccuiickoii ®egepanun 4 okrabps 2010 r.,
perncTpannonHslii Ne 18608) ¢ n3meneHHsIMH, BHECCHHBIMH NPHKA30M MuHHECTEPCTBA 3APABOOXPAHEHHS
H conuaibHoro pa3saTus Poccniickoii ®enepanuu ot 28 rexadbpst 2010 r. Ne 1221u (3aperucTpupoBaH
Munncrepcrsom octunnn Poccniickoii ®enepannu 4 pespans 2011 r., perucrpanaonnbii Ne 19703)
(nasee — IlpaBnyia XpanHeHHs JIeKaAPCTBEHHbIX CPeACTB)

Vnpasjenue kadecrBoM (ctaThs S5 61-03; rnasa 11 IpaBua HajIeKAImEe aNTeIHOH IPAKTHKH)

YTBepKACHB  JIH pykosojuteneM  cybbekrta | myHkT 4 IIpasun
obpaiieHys JIeKapCTBEHHBIX CPEICTB CTaHIApTHBIC | Hajylexalled anTedHoH
1. | onepammonnsie mpouenypsl (aanee — COII)? TNPaKTHKH
HMeeTcs i HOKyMEHTaLMsA CHCTEMBI KayecTBa Ha nyrkt S Tpasmn
5 OyMaskHBIX U (W/IH) 3IEKTPOHHBIX HOCHTENAX: HaUTeKAIIeH anTeqHON
MPaKTHKU

MOITYHKT «H» ITyHKTa 5
PiKypHaJ perucTpali Npukasos T[TpaBu1 HaAmIEKaLIEH
(pacnopsbkenuii)? aIrTe4yHOM MPaKTHKY

XypHAaJ eXeTHEBHOH perucTpalyu
napaMeTpoB TEMIIEPATYPhI H
BJI2YKHOCTH B MOMEIICHUAX JUTA
XpaHeHHs JIEKapCTBEHHBIX
npenapaTos?

HOAIMYHKT «K» IyHKTa 5
TpaBui Hapexame#
anTevYHO NPaKTHKH
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HKypHAT IEPUOMUECKON PerucTpaLHu
TeMIIepaTypbl BHyTPH XOJIOAWIHHOTO
o6GopymoBaHusA?

TOIIYHKT «JI» IMyHKTa 5
[paBun Hagnexamen
anTevHOH MPaKTHKH

bKypHAaJI y4eTa Onepallnii, CBI3aHHBIX C
oOpalileHHeM JIEKApCTBEHHBIX CPE/ICTB,
BKJTIOYEHHBIX B IEPEYEHD
nekapCTBEHHBIX CPEICTB, MOAIEKALIMX
NpeaMETHO-KOJIMIECTBEHHOMY YUETY
(rpu Hanmu4MK)?

HOMITYHKT «M» ITyHKTa 5
[TpaBui HaIEKALICH
anTeyHON NPaKTHKH

XypHAaJI yueTa JJeKapCTBEHHBIX
IpenapaToB ¢ OrPaHUYEHHBIM CPOKOM
TOAHOCTH?

MOAIMYHKT «P» ITyHKTa 5
ITpaBun HajUIeKaIEeH
anTe4yHOM NPaKTHKH

YKy pHAJT ydeTa NOCTYIUIEHHs ¥ pacxoza
BakiMH (TIpH HATHYKH)?

MOANMYHKT «X» ITYHKTa 5
TMpaBun Hapnexame
arTeYHOMN NPaKTHKH

HKypHAJl PEerHCTpalMH Pe3yJIbTaTOB MPHEMOUHOTO
KOHTpOIA?

TOAIMYHKT «(» MyHKTa 5
TpaBun Hajnexamiei
anTevyHO!N NpaKTHKH

HNudpacTpykK
61-®3,

a. IlomemeHHus
riaasa IV

19 XpaHeHHs JIeKAPCTBEHHBIX mnpenapatos (craThs S8
INpaBua HajIexameii NPAKTHKH XpaHEHHS;
JIeKAPCTBEHHDIX cpeicTs; raapa V Ipasun napaexamei anTe4nHoi MPaKTHKH)

IIpaBnna XxpaHeHHsI

WmMmeercs 11 0603HaAYEHHAs 30HA HIH OTACABHOC

myHKTHI 15, 16 IIpaBuin

3. OMEIIeHHE TPUEMKH JIEKapCTBEHHBIX MpenapaTos? HaJUIeKALIEH MPaKTHKK
XpaHEeHHs
Hmeercs 11 0603HaueHHas 30HA MITH OTAEIBHOE myHKTHI 15, 16 Tlpasun
4, | moMelleHHe XpaHeHWs JEKAPCTBCHHEIX npenaparTos, HajuteKatel NpaKTUKH
TpeSyIomuX CrieLHATBHBIX YCIOBAMA? KpaHCHHA
WMeeTcs 1M JUTA XpaHEHHs BBIABICHHBIX myHKTEI 15, 16 TIpasun
danbcuUIMPOBAHHBIX, HEAOOPOKAYECTBEHHBIX, HaJTeKALIEH MPAKTHKH
KOHTpa)aKTHBIX JICKAPCTBEHHBIX MPENapaToB: KPpaHCHUA
5. 0603HaueHHas 30Ha? YHKTEL 15, } 6 Ipasin
HajyiexKalel IIPaKTHKH
XpaHCHHs
IyHKTHI 15, 16 TIpaBun
OT/E/IBHOE MOMelIeHHE? HaLTeKALEH PAKTHKH
XpaHEHH
VmeeTcs TM 30HA WK OTAEIBHOE IIOMEIIEHHE, mysKTH 15, 16 Tpasmn
ofecneunBaromas TpedyeMble YCIOBHA XpaHEHUA HaIexalei MpaKTAKH
6. | nexapcTBeHHBIX MpenapaToB A KAPAHTHHHOTO XpaHEHHS
XPaHeHU JIeKapCTBEHHBIX
npenapaTos?
myHkT 17 [TpaBun
; OcBelieHbl J IOMEIIEHHS U 30HBI, HCTIONB3YEMBIE UL | oy vencameii PaKTHKHA

XpaHCHHUA JICKapCTBCHHBIX npenapaTOB?

XpaHeHHs




OtneneHsl A aIIMI/IHI/ICTpaTI/IBHO-GBITOBLIe

N myHkT 19 IIpasun
8 [OMeIeHHs OT MOMEIIECHUHA XpaHeH HaTexKAEH MPaKTHKA
NEKapCTBEHHBIX MPeTapaTos? XpaHeHHs
WMeeTcs 14 OTAeNbHas 30HA (MKader) 1UI1 XpaHEH
M 1 AcbHAA (ukagbt) AuA XpaHEHHA ryHKT 25 TIpaBui
06opy/I0BaHHMsA, MHBEHTaps X MaTePHaloB IId y6opku HaIeIKAIeH TIPAKTHKH
9. (OYHCTKH), @ TAKXKEe MOIOIIHX 1 Je3HHGUITHPYIOIINX XpaHeHHs
cpencts?
TIpoBoauTcs 1 yGopKa MOMEIeH i (30H) UL myHKT 25 [pasmi
10. | XpaHEHHS JIEKAPCTBCHHBIX penapaToB B HaJUIeXKAICH TIIPAKTHKA
coorserctrn ¢ COIToM? XpaHCHUA
. nyHkt 25 [pasun
HMeercs T I1ajiKast OTAENIKA TOMEIICHUH JIIA -
HaJijIexaIel IpaKTHKH
XpaHeHHs IeKapCTBEHHBIX NIPENapaToB .
XpaHEHN,
(BHyTpEHHHE IIOBEPXHOCTH CTEH, ITOTOJIKOB), nysr 6 TTpasu
11. | nomyckatomas Bo3MOXHOCTb [IPOBE/ICHHUS XpaHeHHs
BIIAXHOM YOOPKH U HCKIIIOYAIOIAs HAKOIUICHHE JNeKApCTBEHHBIX CPEZICTB
TBUTH?
OGecmedeHa JId 3allATa IOMEIIEHUH UL
XpaHeHHUs JICKapCTBEHHBIX MPEnapaToB 0T myHKT 26 Ilpasun
12. | nponMKHOBEHHS HACEKOMBIX, FPBI3YHOB HIIA HaJlIexare! MpakTAKA
XpaHECHU

JAPYTUX XKHBOTHBIX?

Undpactpykrypa. OGopynosande (riasa IV IIpaBui Hapjaexamed NPAKTHKM XPaHCHHS;
IIpaBuJjia XpaHeHHS JIEKAPCTBEHHbIX cpeacTB)
Umeercs 1M HeoOxommmoe obopyaoBanue (B
XOpOIIEM COCTOSIHHM H 9MCTOC), IIPHHAIEKALICE
opraHM3audyl Ha NpaBe COOCTBEHHOCTH WIX Ha
MHOM 3aKOHHOM OCHOBaHHH?

OcHameHs! JH [OMEIIEHHd U1 XPaHEHHs | IMyHKT 7 lpasun
JIEKapCTBEHHBIX CPE/CTB npubopamMu IS | XpaHEHHs

perucTpanyy napaMeTpoB BO3AyXa: JIEKapCTBEHHBIX CPEACTB

nyHkT 11 Ipasun
HaJIeXamen MpakKTHKA
XpaHEHUs

13.

14.

myHKT 7 IIpaBun
XpaHEeHHs
JIEKAPCTBEHHEIX CPEJICTB
TepMOMETpaMH? mynkt 37 IpaBun
HajyIexauel IpakTHKA
XpaHeHHs

15.

nyskt 7 IIpaBun
XpaHEHHA
JIEKAPCTBEHHBIX CPEJICTB
rUrpoMeTpamu’? myHkt 37 IIpaBun
HajUteXxKaue IpakTHKH

XpaHeHUs
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3IEKTPOHHBIMU THIPOMETPAMH?

myHKT 7 I1paBui
XpaHCHHA
JIeKapCTBEHHEIX CPENICTB
ryHkT 37 [paBun
Hajyexated NPaKTHKH
XpaHeHus

TEPMOTUTpOMETpaMu’?

myHKT 37 IIpaBun
HaJJIexameH npakTHKA
XpaHCHHUS

PasMemarorcss M HM3MEPHTEIBHBIC  YacCTH
npuGOpOB [ PETHCTPAllUK [apaMeTpoB BO3MyXa | MYHKT 7 IpaBun
16. | Ha paccTosHum He MeHee 3 M OT ABEpEH, OKOH H | XpaHCHUA
OTOMHUTENBHBIX TpUOOPOB ¥ Ha BeICOTE 1,5 - 1,7 M | JI€KapCTBEHHBIX CPEICTB
ot nona?
PerHCTPHPYIOTC JIM IOKa3aHHMs NpuOOpOB IUIA
pETHCTpaALiy T1apaMETPOB BO3/yXa €XCIHCBHO B yHKT 7 TTpasun
|7, | cueumanbHOM KypHaiue (KapTe) perHcTpali Ha -
OyMaXXHOM HOCHTENE MM B DJICKTPOHHOM BHJE C
. JIEKapCTBEHHBIX CPEICTB
apxuBanuell (W1 9IEKTPOHHBIX THTPOMETPOB),
KOTOPBIH BEIETCS OTBETCTBEHHDIM JIULIOM?
CeptudunupoBaHsI, KamuOpoBaHEI U | IIyHKT 7 [TpaBun
18. | momBepratorcs MM MOBEPKE KOHTPOJMPYIOIME | XPaHCHUS
pUGOPEI [UIsl pETHCTPALMH TIAPAMETPOB BO3/yxa? | JICKAPCTBEHHDIX CPE/ICTB
VMeeTcs JIH XOJIOAUIBHOE 000pyOBaHUE! mynktH 21, 36, 37
[TpaBun HajIEKALIEH
MPaKTUKH XPaHEHUA
19. XOJIOAUIBHEIE KaMEPBI HITH CIICIHATIBHO yHKTBI 21, 36,37 .
[MpaBun HajIeKaIIeH
06opyAOBaHHOE OMEIIEHHE?
MPaKTUKH XpaHEHUS
(apManeBTHYECKHE XONOHIBHBIE MKA(EI nynkTei 21, 36, 37
WK XOJOAWIBHUK UL XPAHEHUS TpaBun HajUIeKaLIEH
TepMONAGHIIbHBIX JIEKAPCTBEHHBIX CPeACTB? | TIPAKTHKH XPAHCHHASA
myHKTHI 21, 36, 37
[IpaBun
HMeroTcs i CUCTEMBI KOHIUIIMOHUPOBAHKS B HaIexaIeH TPAKTHKHA
20, | MOMEIICHHAX XPaHCHHUS JIEKAPCTBCHHBIX XPaHEHHS;
mpenapaToB? nyHKT 4 [IpaBu
XpaHeHHs
JIEKAPCTBEHHBIX CPEJCTB
nysktsI 21, 36, 37
IIpaBun
VIMeIoTCS JIM CHCTEMBI BEHTHIIALMY B HaJUIeNKaIel MPAKTAKH
21, | moMemennsx XpaneHus eKapCTBCHHBIX XPAHEHHS;
TpenaparoB? nyHKT 4 [IpaBun
XpaHeHus

JIEKapCTBCHHLIX CPENICTB




22.

NmeroTess 1M mKadbl METAUTHYECKHUE HITH
JEpEBSHHBIC I XPaHEHHsI JIEKaPCTBEHHBIX
Hpenaparos, MOJIEXAIUX IPeIMETHO-
KOJIMYECTBEHHOMY y4eTy?

nysKT 31 [pasun
HaJJIexaien
[IPaKTHKH XPaHEHUS

23.

HMeeTcs d IIOMOHp I ONE€YaThIBAHUS B
KoHIIe paGoyero AHs MKa(OB METALTHISCKHX HIIK
JIEPEBSHHBIX (MM IOMEIIECHAMN) ULt XpaHEHHS
JIEKAPCTBEHHBIX NIPENaparToB, MOANEKAIIHX
TIpEMETHO-KOJINIECTBEHHOMY yIeTy?

nyHkT 31 Ipasun
HaJyIexaen
[IPaKTHUKH XpaHEHUT

24,

MMeroTcs MM I XpaHEHHs JIEKapCTBEHHBIX
MpenapaTos:

myHKT 29 IpaBun
HaJjIe)Kaled IpaKTHKU
XpaHEeHHs];

nyHkT 31 Ilpasun
HaJiIe)xalne NpakTHKA
XpaHECHHS,

nyHKT 5 [IpaBun
XpaHeHHUs
JIEKApPCTBEHHBIX
CpEACTB

cTerutaxu?

nyHkT 29 IIpasun
HaJjIexalen MpakTHKH
XpaHEeHHs];

nyHkT 31 Ipasun
HaJyIe)Xamed MpaKTHKA
XpaHEeHWS;

myHKT 5 [IpaBun
XpaHeHUs
JIEKapCTBEHHBIX
CpeacTB

mKagbl?

nyHKT 29 IIpasun
HaJIexanlen IpaKTHKA
XpaHEHH,

myHKT 31 Ilpasun
HaJIeKaled IPaKTHKH
XpaHEHUS;

nyHKT 5 [IpaBun
XpaHeHHA
JICKapCTBEHHBIX
CpEeACTB

[IOIOHBI?

nyHkT 29 Ipasun
HaJyIe)xaled IpakTHKH
XpaHECHHS,;

myHKT 31 IIpasun
HaJpIeXKamen IPaKTHKA
XpaHEeHHS;

nyHkt 5 [IpaBui
XpaHEeHHs
JIEKapCTBEHHEIX
CPEICTB
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nyHkT 29 Ilpasun
HaJyIexaieh IPaKTHKA
XpaHCHHS;

nyHkT 31 IpaBun
[1O/ATOBApPHHKH? HaJIeXKallled IIPaKTHKHA
XpaHCHH;

nyHKT 5 IIpaBun
XpaHEeHHUs
JIeKapCTBEHHBIX
CpencTB

VImeroTcs M 3amacHble TOBEPEHHBIC CPEACTBA myHKTEI 39, 40 TIpasut
U3MEPEHHS B CIIy4ae PEMOHTA, TEXHHIECKOTO HajUTexameli IPaKTHKA
06CJ'IY)KI/IBaHI’ISI, TIOBEPKH O60py,Z[0BaHI/ISI Hu XpaHeHH;

CPEJICTB U3MEPEHHUS ! myHKT 7 [IpaBui
XpaHEeHHUs
JIEKapCTBEHHBIX CPECTB

25.

TIponecchl JeATeALHOCTH CY6heKTa PO3HHIHON TOProB/IN TOBAPAMM ANTEAHOTO ACCOPTHMEHTA.
JeiicTBus cy0beKTa 0fpameHns JeKAPCTBCHHbIX NPENAparoB 110 XPAHEHHIO. JO0KYMEHTBI 110
XPAHEHHUIO J1eKAPCTBEHHBIX NPENapaToB. OneHKa JeATeNbHOCTH (CTaThs 58, MyHKT 3 cratbu 9
61-®3; rnasa V, VI IIpaBmia Hajjiexaniedl NMPaKTHKH XpaHCHHI; IIpaBuia XpaHeHHs
nexkaperBennbix cpeacrs; raasa VIum VI Ipasna HaJJIeXKaMmel anTeYHol NPaKTHKH)

myHKT 46 IIpaBun
HaJUIeXalleH

MPaKTHKM XpaHEeHHs;

myHKT 40 IIpasun xpaHeHHs
JIEKapCTBECHHBIX CpCaACTB

COOTBETCTBYIOT CBEJCHHA PpE3yJIBTaTOB
FIPUEMOYHOTO KOHTPOJIS CBEIEHHAM B
TOBAPOCOMNPOBOANTENBHOH OKYMEHTALMH:

myHKT 46 [Ipasun
HaJUTeKaIlei
110 aCCOPTUMEHTY ¥ KOJIHYECTBY? NpAKTHKH XPAHEHHS,

2
myHkT 40 IIpaBui XpaHeHHA
JIEKapCTBEHHBIX CPEACTB

26. myHkT 46 TlpaBun

Haexanei

MPaKTUKH XPaHEHHUS;

myHKT 40 IIpasun xpaneHus
JIEKApCTBEHHBIX CPELICTB

0 Ka4ecTBY?

nyHKT 46 TIpaBun
HaJuIeXallei

MpaKTHKH XPaHEHHUH,

nyHkT 40 ITpaBui xpaHeHHA
JIEKApCTBEHHBIX CPE/ICTB

10 COOMIONEHHIO CTIEIMATBHBIX

yCIOBHMIA XpaHeHHs (TP HAJIMYMH TaKOro
TpeGoBaHKs B HOPMATHBHON JOKyMEHTALMH Ha
nexapcTBEHHBII npenapar)?
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M0 HAJIMYHIO MTOBPEXKICHHUH
TpaHCIIOPTHOM Tape1?

myHKT 46 [Tpasun
Haexamen
[IPaKTHKH XpaHCHHUH,
myHKT 40 IIpasun xpaHeHus
JIEKApCTBEHHBIX CPEICTB

Co3nana nu IpUeMHas1 KOMUCCHS I
MPOBEACHUS TPHEMOTHOIO KOHTPOJIA,

myHKT 49 Ipasun
HaJIe)Kalel anTedHon

27. | yTBepiKIEeHHAS IPHKA30M PYKOBOIUTENA CyGhexra | PAKTHKH XpaHCHUA
PO3HHUYHON TOPrOBIH?
OdopMILTIOTCS JIH COITPOBOUTENBHBIC
JOKYMEHTHI C IIPOCTABJIEHUEM LITAMIIa O IIPUEMKE, | pypyr 46 [TpaBm
IOJIACHI0 MATEPHATEHO - OTBETCTBEHHOTO JIHIA, | yannexamnieli anTedHoM
3aBEpEHHOM MeyaThio ( IPH HAJIM4YAK) CyObeKTa NPaKTHKH
PO3HUYHOH TOPrOBIIH:
myHKT 46 IIpaBuin
cueTa - haKTyphl? HajyIe)Kaniel anTeyHoi
28. MPaKTHKH
TOBAapHO-TPAHCIIOPTHBIE HAKIIAIHEIE? nyHKT 46 IIpaBui
HaJjieXxaniel anTe4HoH
MPaKTHKH
myHKT 46 [TpaBun
peecTp IOKYMEHTOB IO KAYECTBY? HajyeXxaneit anTe4HoH
IIPaKTUKU
[TpoXxOoasAT I TOBApH! AITEYHOTO aCCOPTHMEHTA /IO | IyHKT 50 IlpaBun
Q. | T0Zia4U B TOPrOBYIO 30HY MPEANPONAKHYIO HaUIeXxaneil anTeuHoi
HIOATOTOBKY? MIPaKTHKH
nyHKT 29 [Ipasun
HaeHTHOHUUPYIOTCS JIH  XPaHAIHUECs IeKapCTBCHHEBIE HaJUTexalei nNpakTHkH
CPeACTBA B COOTBETCTBHH C IIPHMEHAEMO cyObekToM | XPaHCHHA,
30. | o6pameHus JekapCTBEHHBIX MPENapaToB CHCTEMOH nyHkT 49 IIpasun
yqera? HaJ1eKallled NIPaKTHKH
XPaHCHH.
nyHKT 47 [Ipasuin
31. | OcymecTBnsercs 1u xpanenne NeKapCTBEHHBIX HaJIeMAIICH NPAKTHICH

IpenapaToB ¢ y4eToM TpeGoBaHMii:

XpaHeHH;
nyHkT 40 IIpaBui
XpaHEHAs
JIeKapCTBEHHBIX
CpeACTB
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nyHkT 47 Ipasun
HOPMATHBHOM JIOKYMEHTALMH, COCTABJIAIOMIEH HaJUTeKALIeH IPAKTHKH
PErMCTPALHOHHOE TOChE Ha JIEKapPCTBECHHBIH XpaHEHHUS;

npenapar? nyHKT 40 IIpaBui
XpaHEHHS
JIEKapCTBEHHBIX
CPEICTB

nyskT 47 IpaBun
HajJIexaniei MpakTHKH
XpaHeHHs;

myHkT 40 [Tpasun
XpaHEeHHs
JIEKapCTBEHHBIX
CpencTB

MHCTPYKIIMH TI0 MEIULHHCKOMY PHMEHEHHIO?

nyHKT 47 Ilpasun
HajIexale NpaKTHKA

nH(OpMalK, cofepXKalleiics Ha IEPBUYHON H XpaHCHU,
(WUTH) BTOPUYHON YIIaKOBKE JIEKapCTBEHHOTO myHkT 40 IlpaBun

npenapara ¥ TPaHCTIOPTHOH Tape? XpaHCHHA
JIEKapCTBEHHBIX

CpeICTB

Pa3MelaoTcs S JISKapCTBEHHBIE MPerapaThl

B MMOMELIEHHUAX M (WIH) 30HaX JUIA XpaHCHHS mynxt 49 [Ipasan
NIEKApCTBEHHBIX NPENIApaTOB B COOTBETCTBUH C HajuIeKalIel TIPaKTHKH
Tpe6OBaHUIMH HOPMATHBHON JOKYMEHTALIHA 1 (wm) | xpaneHus;
TpeGOBaHHAMH, YKa3aHHBIMH Ha YTIaKOBKE nyukt 8§ [Tpasui
JIEKapCTBEHHOTO TIpenapara, ¢ y4eTom: XpaHEHHS

JIEKapCTBCHHBIX CPENICTB

myHKT 49 [1pasun
(bH3UKO-XUMHUECKHX CBOWCTB HaJlIe)kalei mpakTHKH
UICKapPCTBCHHBIX npenapaTOB? XpaHeHPIﬂ;

nyHKT 8 IIpaBui
XpaHCHU
JIEKapCTBEHHBIX CPENICTB

nyHKT 49 IlpaBun
HajyIexameil mpakTHKA
XpaHeHUs;

nyHKT 8 [IpaBun
XpaHEeHHs
JIEKAPCTBEHHBIX CPEJICTB

32.

(papMaKoIOrHYecKux rpyr?

nyHKT 49 IIpasun

HaJUIeXKalled NpakTHKH
criocoba BBEICHHUA XpaHeHus;

TexapcTBEHHBIX MPENapaTos? mynxr 8 TTpasu

XpaHeHHUs
JIEKApCTBEHHBIX CPEIICTB
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myHKT 52 Ipasun
HaJJIe)Kaled NpaKkTHKH
XpaHsATCs TA CBETOYYBCTBUTEILHbIE XpaHEHH,;
33, | lexapcTBEHHBIC IPENIapaTEl B 3AIIMIICHHOM OT TyHKTE 24-26 TIpasu
cBeTa Mecte? XpAHEHHS
JIEKapPCTBEHHBIX CPE/ICTB
nyHKTH 21, 47 I1paBuin
HaJJIeXKalle NpaKkTHKA
XpaHsTcs JIM BIaro4yBCTBHTEIbHbIC
XpaHEHHS;
34, | IEKapCTBEHHEIE CPE/ICTBA B 3AIIMIICHHOM OT nysxs: 27-29 Tlpasin
BJIaru Mecte?
XpaHEeHUs
JIEKApCTBEHHBIX CPEJICTB
Ha3HaueHo JiM NPHKA30M PYKOBOJIUTENS CyOBEKTa
PO3HHYHO# TOPrOBJIM OTBETCTBEHHOE JIUIIO 32 nyHKT 66 [IpaBun
35. paboTy ¢ panscuPUIIpPOBaHHBIMH, HaJyIexKaueil anTeTHoN
J06pOKAYECTBEHHBIMH, KOHTPa(aKTHEIMH TIPaKTHKH
TOBapaMH AlTeYHOTO aCCOPTUMEHTA?
W3onupoBaHel JIM CIIENHAIEHO nysxr 55 [pasun
36. | mPOMapKupOBaHHBIE IeKAPCTBEHHbIE IPENAPATHY, | ya exammelt MPAKTHKH
npeaHa3HAYEHHbIE JUIs YHHITOXKEHUA? XPaHEHHS
nyHKT 30 IIpaBun
W3omapoBansl u: HauTeKamei
NPaKTHKHA XPaHCHUS
eKapCTBEHHBIE NIPENApaThl, B OTHOIICHAH nysxr 30 TIpasm
KOTOPBIX IIPHHATO PENMIEHUE O MPUOCTAHOBICHUH | yronyexcamei
37. | [mpeMereHns? IIPaKTHKH XPaHEHHUS
lIeKapCTBEHHBIC IPENaparhl, B OTHOIICHHH myskr 30 TIpasmt
KOTOPHIX IIPHHSATO PellleHHE 00 U3bATUH U3 HauteKamel
obparerus? IIPAKTHKH XPAHEHHUS
(aabCHHIIPOBAHHbIE, HeAOOPOKAYECTBEHHEIE H | IIYHKT 30 IMpaBun
KOHTpa(aKkTHbIE JIEKAPCTBEHHBIE IPETIAPaTh? HaJlIeKalleH
MPaKTHKH XpaHEeHMs
WMeroTcst  IOKyMEHTBI, OTMCHIBAIOIIHNE JICHCTBHA,
BBIMOJTHAEMBIE CyOHEeKTOM O0paIeHHs JIEKAPCTBEHHBIX
TpenapaToB, HanpasJieHHbIE Ha COGMmoneHne nyHKTH! 41-43 TIpaBu
TpeGoBaHuii, ycTaHOBJIEHHBIX [IpaBuIaMu HaIeXallell MPaKTUKK
HajJIeKalei MpaKTUKY XpaHeHHU XpaHeHHs
38.

MHCTPYKLIHUH?

nyHKTHI 41-43 [Ipasun
Hannexcamel‘/’l IPaKTHKH
XpaHeHHUs

CTaHJapTHbIE OMIEPallMOHHBIE
npouexypsl (COIe)?

nyHKTHI 41-43 TIpaBun
HajJiexale MPaKTHKH
XpaHEHHA




OTHeTH (CBOIHBIE XyPHAJIbI)?

nyHKTH 41-43 IpaBun
Hayexaiei MpakTHKA
XpaHeHHs

oroBopbI?

nyHKTHI 41-43 IIpaBun
HajyIexKaled NpakTHKA
XpaHCHHs

Benercs 1M y4eT JIEKapCTBEHHBIX CPEJICTB €
OrpaHHYEHHBEIM CPOKOM I'OJHOCTH Ha OyMaXKHOM
HOCHTEJIE MJIH B DJIEKTPOHHOM BHJIE C
apxuBanuen?

nyHkT 11 IIpasuiaa
XpaHEeHHS
JIEKApCTBEHHBIX CPEICTB

VY cTaHOBIIEH JIH PYKOBOIHTCIICM Oopranu3sanuy
HOpAIOK BEACHHUS y4CTa JIEKapCTBECHHBIX CPECACTB
C OTpaHHUYCHHBIM CpOKOM?

nyskT 11 Ipasun
XpaHeHUs
JIEKapCTBEHHBIX CPENICTB

Wmeercs M1 pa3paGOTaHHBINA U YTBEPKICHHbIA
KOMILJIEKC Mep HanpaBJICHHBIX Ha MUHHMH3ALHIO
pHUCKa KOHTaMHHAIIUK JIEKAPCTBEHHBIX
IIPENapaToB, C YYETOM YCIOBHH COOMIIONCHA
3aIUTHI OT ()aKTOPOB BHELIHEH CPENBI C
odopmnenuem:

nyHKT 24 [TpaBun
HaIJTeXxanei
MpaKTHKH XpaHCHUS

[IpUKa3oB?

myHKT 24 [Ipasui
Hamiexarei
MPaKTUKH XpaHCHUA

nyHKT 24 [Tpasun
HaJJIeXaIen
TPaKTHKH XpaHEeHHUS

HHCTPYKIMHA?

nyHKT 24 Ipasun
HayIexaInei
OPAaKTHKK XpaHEHUSA

PerucTpupytoTcs JIM pe3yabTaTbl TEMIEPATyPHOTO
KapTHPOBaHH " BJIQXXHOCTH
B CIEMHATBHOM XypHaie (KapTe) PerdcTpaluu
Ha GyMaXHOM HOCHTeNe M (WIH) B SIEKTPOHHOM
BHIE €XCTHEBHO, B TOM 4HCJIE€ B BBIXOIHEIC
¥ TIpa3qHAYHbIC JHU?

ryskT 21 Tlpasun
HaJUTeXalleH

MpPAKTHKH XPaHEHHU;
nyHKT 23 IIpaBun
HaJIeKaIIEeH

NPaKTUKH XPaHEHHU;
nyHkT 7 I1paBui xpaneHus
JIEKapCTBEHHBIX CPEICTB

(kapTBl)  perucTpaLuH
B TEUEHHE JBYX JIET?

XpaHarcs M KypHalbl
TeMIIePaTypHOro KapTHPOBaHUA

ryHkt 21 [Ipasun
HaJUIeKaLlEH
IIPAKTHKH XPAaHCHHUA,
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nyHkT 23 [Ipasun
HaJUIeXalleH

NpPaKTHKH XPaHCHHS,
nyHkT 7 [IpaBun xpaHeHus
JIEKapCTBEHHBIX CPE/ICTB

44. myHKT 51 Ilpasun
CoOmoaeTcss M 3ampeT Ha  XpaHEHHe "
HaJIJIeXaIeil NpaKTHKH
OTHEOIAaCHLIX M B3PBIBOONACHEBIX JIEKAPCTBEHHBIX
XpaHEeHUS
IpenapaToB BJAJIH OT:
nyHKT 51 Ipasun
orus? HaJJIeKaIe pakTHKA
XpaHEHHs
myHKT 51 IIpasun
OTOIHUTENBHBIX IPUOOPOB? HaJJIe)Kamel NpaKTHKH
XpaHeHus
nyskT 51 Ipasun
BO3AEHCTBHS [IPAMBIX CONHEUHBIX JTydei? HaJJIexKaIeH IPaKTHKA
XpaHCHHS
45. myHkt 20 IIpasun

Cobmonaercs 3anpeT Ha XpaHeHHE B IIOMCIICHUSAX
XpaHCHUA JICKAPCTBCHHBIX npenaparosB:

HaJIexaIed IpakTHKH
XpaHEHUsA

NHIIEBBIX MPOTYKTOB?

nyHkT 20 IIpasun
HaJjIe)Kame! MpakKTHKA
XpaHEeHHs

TabGayHbIX U3ACIHI?

nyHKT 20 [IpaBui
HaJUIeXXaled IpaKTHKH
XpaHEeHHUs

HAITUTKOB (32 HCK/IIOUYEHHEM [TUTHEBOH BObI)?

myHKT 20 [TpaBui
HaJIeXKaIeH IIPaKTHKA
XpaHEeHHS

JNIEKApCTBEHHBIX MPETApaToB, NPeAHA3HAYCHHBIX 1A
JTMYHOTO UCTIONBE30BaHUs pabOTHUKAMH?

myHkT 20 [Ipasun
HaJIeXKaIe! IIPaKTHKH
XpaHEHUS

(nomxknocTs ¥ @O DOMMKHOCTHOTO JIHIA, 3AII0THHBIIETO HPOBEPOYHBIH JIACT, ITOJHUCH, JiaTa)

(momxrOCTh U GMIO NOHKHOCTHOTO JIALA FOPHAMYECKOTO JIMIA, IPHCYTCTBOBABIICTO IPH
3ar0THEHHH IPOBEPOYHOTO JINCTA, IIO/IHCE, 1aTa)
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IMprnoxenue Ne 9
K TpuKasy DeneparbHON CIryKObI
TI0 Haa30py B cepe 3ApaBOOXpaHEHH

or (9 1140/ o JuA8

dopma

IIpoBepo4YHBIi JHCT
(CIHCOK KOHTPOJIBHBIX BOIIPOCOB),
ucnoJb3yemblii @eaepalbHOii ciy:x00i Mo Hag30py B cdepe 3ApaBOOXpPaAHEHHS
H ee TePPHTOPHAILHBIMH OPraHAMH NPH NPOBEJICHHH MIIAHOBLIX MPOBEPOK NPH
ocymiecTBIeHHH (peaepajibHOro rocyJapCTBEHHOro Ha/30pa B cepe obpanieHus
JIEKaPCTBEHHbIX CPEJICTB
(XpaHeHHe JeKapCTBEHHBIX MPenapaToB s MEAHIHHCKOTO NPUMEHEHHS
MHIHBHAYANbHBIMH NpeANPHHUMATEISMH)

(HaMMEHOBaHUe OPTaHa, OCYILECTBIIMOMEr0 MIAHOBYIO [IPOBEPKY)

1. Buz rocy1apcTBEHHOTO KOHTPOJIA (Haa30pa)

2. TlpeameT IUIaHOBOH TPOBEPKA IOPHUAMMECKMX JIHL[ M HHIMBHAyajlbHBIX
npenpHHMMATENe OTPaHHIHBAETCS 00S3aTEeNbHEIMH TpeGOBaHMIMH, COOIIOEHHE KOTOPBIX
gBIsieTcss Haubonee 3HAYMMBIM C TOYKH 3PEHHS HENOIMYINCHWS BO3HMKHOBCHUS YIPO3BI
NpHYHHEHHS BPea KHU3HH, 310POBbIO IPaXIaH, H3JI0XKCHHBIMHU B dbopMe IPOBEPOYHOTO JIHCTA
(CIIMCKa KOHTPOJIBHBIX BOIIPOCOB).

3. HaHMeHOBaHHE OPHAMYECKOTO IHL@, (aMuiusd, HMs, OTIECTBO (mpH HAJTHYYH)
MHAMBHAYaJIBHOTO MPEANPUHAMATEIS:

4. Mecto IpOBEACHUS IJIAHOBOU MMpOBEPKH C 3aIll0JIJHEHUEM MPOBEPOYHOI'0 JIHCTA:

5. PekBH3UTHI TIPHKa3a O IIPOBEJCHUH NIAHOBO# IPOBEPKH: OT Ne

6. YueTHBI# HOMEp IIPOBEPKH U IaTa MPHCBOCHUS YUETHOIO HOMEpa IPOBEPKH B EnnaoM
peecTpe IPOBEPOK: .

7. JIomKHOCTH, $haMIINsg M WHULHAIB! JODKHOCTHOIO JIHLA (nu1), TPOBOIAIIEro(KX)
IUTAHOBYIO IIPOBEPKY:

1. ;

2. .
8. [lepeyeHb BOIIPOCOB, OTPAXKAIOLIUX COACPIKAHHE 00s3aTeNbHBIX TpeOOBaHUH, OTBET HA
KOTOpBIE OJHO3HAYHO CBHICTEIBCTBYET O cOOMIONEHNH WM HECOOMIOACHUH IOPUANIECKHM
JTAIIOM, WHIMBHIYaTbHBIM MIPEAIPHHAMATENEM 00513aTe bHBIX TpeOOBaHuUM, COCTaBILTIOMIMX
IpeaMeT IPOBEPKH:




PexBH3HTHI
HOPMATHBHBIX

BuiBoj 0 BHINOJIHECHAN
TpeGoBaHmi

IPaBOBLIX AKTOB, €
yKa3aHHeM HX
CTPYKTYPHBIX €IMHHMII,
KOTOPbIMH
YCTaHOBJICHbBI
00a3aTeJILHBIC
TpeboBaHHUA

BOl'lpOCbl, oTpaXxawmue COJACPIKAHHC

06s13aTeJILHBLIX TPeOOBAHMI HeT

n/n iz

®efepaibHbiii 3aKoH OT 12 ampenst 2010 r. Ne 61-®3 «O6 oGpaieHAH JeKaAPCTBEHHBIX CPEACTBE»
(Cobpanne 3aK0HOAATENLCTBA Poccniickoii ®enepanuu, 2010, Ne 16, crt. 1815; 2016, Ne 27, ct. 4283)
(nanee - 61-@®3); IlpaBnaa pajiexameii NPAKTHKH XPAHEHHS H TEPEeBO3KH JIEKAPCTBEHHBIX
npenapaToB /Uil MEIMIMHCKOro NpHMEHEHHH, YTBEPAJICHHBIC npukazoM MuHHHCTEPCTBA
3apaBooxpanenus Poccuiickoit ®enepauun 0T 31 aprycra 2016 r. Ne 646H (3aperncTpHpOBaH
Munncrepcrsom foctaiun Poccniickoit ®enepanun 9 ssuBaps 2017 r., perncrpanuonnbii  Ne 45112)
(nanee — [IpaBuia HaqIexamedl NPaKTHKH xpanenns); [IpaBuia Ragnexameii anTeuHoH NPAKTHKH
JIeKApPCTBEHHBIX IMpenapaToB Ais MeIHMIHHCKOro MNpHMEHEHMH, yTBepikKICHHbIE NPHKA3OM
MunncrepcTBa 3apasooxpanennsi Poccuiickoii ®denepanad 0T 31 aerycra 2016 r. Ne 647n
(zaperncTpHpoBan  MUHHCTEPCTBOM IOCTHIHH Poccmiickoii ®enepanmu 9 smBaps 2017 r.,
perncrpanonusiii Ne 45113) (manee — Mpasnaa Hajjaexameil anTedHoOH npaktukn); [IpaBriaa
XpaHeHHs JeKapPCTBEHHbIX CPEACTB, YTBePKICHHbIC HPHKAIOM MHRHCTEPCTBA 3PABOOXPAHCHHS H
conuaibHoro passurus Poccuiickoii @enepannu oT 23 asrycra 2010 r. Ne 7061 (3aperucTpupoBaH
Munucrepersom loctuiun Poceniickoii Penepannu 4 oxrsGps 2010 r., perucTpanuoHHbIA Ne 18608)
¢ H3MEHEeHHAMM, BHECEHHBIMH IPHKA30M MHHHCTEPCTBA 31PaBOOXPAHEHHS H COLHAILHOTO PASBHTHS
Poccuiickoii ®exepannn or 28 gexadbps 2010 r. Ne 12211 (3aperncTpHpoBan MHHHCTEPCTBOM
rocranan Poccniickoii ®enepanun 4 dpespansn 2011r., perncrpannonnbiii Ne 19703) (nanee —Ilpasn.ia
XpaHEHHSs JIEKAPCTBEHHBIX CPEACTB)

Yupasjenne KadecTBoM (CTarbsi 55 61-®3; raapa II TlpaBua Hapexamei anTe4YHOi
MPAKTHKH)

VTBEpIK/IEHBI JI1 PyKOBOJHTE/IEM CYOBEKTa | MyHKT 4 ITpasun

o6pa1uemm JICKapCTBCHHBIX CpeacTs Ha};[ne)xame]‘/’] anITevyHOM
| | cTaHnapTHBIC OmEpaUMOHHBIE NMPOUCIYPH! | MpaKTHKH

(nanee — COIT)?

VimeeTcs JIM JOKYMEHTALH CHCTEMBI

KayecTBa Ha GYMaKHBIX U (HITH) mynkT 5 Ilpasun

5JIEKTPOHHBIX HOCHTEJIAX: HajUTexallel anTeqHoH

MPaKTHKH

TIOAIMYHKT «H» ITyHKTa 3
[MpaBwi HaUIexKaLIEH
arrTeYHOM MTPAKTHKH

pKypHAJ pericTpalliy MPUKa3oB
2. (pacropskeHHi) o CyGbeKTy
PO3HMYHOMN TOProB/IH?

YKypHaJI ©)KETHEBHON PerHCTpaluu
NapaMeTpoB TEMIIEPATYPhI U
BJIQKHOCTH B MOMEILECHUAX I
XpaHeHHs JTeKapCTBEHHBIX
npenapaTon?

TIOAIYHKT «K» IyHKTa 5
TMpaBu Haamexalen
anTeYHOM MPaKTHKHU




HKypHaJT IEPUOAMHUECKOH PerHCTpaliy
TEMIEPaTyphl BHYTPU XOJIOAUIBHOTO
oGopynoBaHus?
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MOAMYHKT «1» MyHKTa 5
TMpaswn HajUIeKalIEH
anTe4YHOM ITPaKTHKH

biKypHAT ydeTa OnepaLuii, CBA3aHHBIX C
oG palueHHeM JIEKapCTBEHHBIX CPE/ICTB,
BKJTIOYEHHEBIX B IEPEYCHb
JIeKapCTBEHHBIX CPEACTB, MOIEXKAIHX
NpeIMETHO-KOJIHYECTBEHHOMY yUeTy
(npy HaTM4MK)?

NOAMYHKT «M» IyHKTa 5
[Mpasun HapIexalen
anTe4HOH MPaKTHKH

JypHAJI yueTa JIeKapCTBEHHBIX
IpenapaTos ¢ OrpaHMYEHHBIM CPOKOM
rogHOCTH?

MOAIMYHKT «P» IYHKT 5
[MpaBun HauIeKaIEH
anTevHO!N MPaKTHKH

bKypHAIT ydeTa NOCTYIUIEHHUs H pacxona
BaKIHKH (IpH HATU4UH)?

HOAMYHKT «X» ITyHKT 5
[MpaBun HaIeKamen
anTeyHOH MPaKTHKH

PKYpHaJl ~ perucTpalyu
MPUEMOYHOTO KOHTPOJIA?

pe3yNbTaToB

HOIMYHKT «(» MyHKTa 5
TpaBun Hamexauei
arTeYHOM IIPAKTHKH

Uudpact

a. [loMemeHus A XpAaHCHHS JICKAPCTBEHHLIX II

enaparoB (craTtbhsa 58

61-®3, raasa IV IlpaBun Hagdexamedl npakTMku xpanenus; IlpaBuia XpaHeHHS

JIeKapCTBEHHBIX cpeacTs; ri1asa V Ipasui Haagexamei anTeqHol i

AKTHKH)

iMeroTcs 1M HeoOXOAMMBIE IOMELIEHHS
WIIK) 30HBI, IPHHAUTEKALINE aITTeYHON
OpraHu3alMK Ha IpaBe COOCTBEHHOCTH MU
3. [Ha MHOM 3aKOHHOM OCHOBaHHH,
HEOOXOMMMBIE U OCYLIECTBIICHHS

npenapaTos?

[esSTeIbHOCTH M0 XPaHECHHIO JIEKapCTBCHHBIX

myakt 11 IIpasun
HaJUTeKaLIeH IPAKTHKH
XpaHEHUA

HmeeTcs u 0603HaYeHHas 30Ha UK
4 OT/IeJIbHOE TIOMEIICHHE IPUEMKH
JIEKapCTBEHHBIX TIpenapaToB?

myHKTH! 15, 16 ITpaBuin
Ha iexalled IPaKTHKH
XpaHSHUA

Hmeerca mu o603HaueHHAs 30Ha WITH
OTIENBHOE NIOMEIIEHNE XPAHCHHA

5. | nexkapcTBEHHBIX MpenapaToB, TpeGyromuX
crieyHanbHBIX YCIOBHH?

myHKTHI 15, 16 IIpaBun
HaJIexallel NpaKTHKA
XpaHeHH

HMeeTcs M U1 XpaHEHUS BBIABICHHBIX
dbanscUPUIIPOBAHHbIX,
HeJJ0OpOKa4EeCTBEHHBIX, KOHTPaaKTHBIX
JIeKapCTBEHHBIX NPENapaTos:

myHKTHI 15, 16 IIpasun
Haiexale NpaxTHKA
XpaHEHHUA

0003HaueHHAas 30Ha?

myHKTHI 15, 16 IIpaBui
HaJIeKaleH NpakKTHKH
XpaHeHHA

OTHENbHOE NTOMELeHUEe?

myHKTHL 15, 16 IpaBun
HajIexalel MpakTHKH
XpaHEHHS




HMeeTcs M 30HA WITH OTHEIBHOE
noMenieHye, obecrieduBaroas
TpeGyeMbIe YCIIOBHS XpaHEHHUs
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IMyHKTHI 15, 16 IIpasun
Hayexalnel MpakTHKH

7. XpaHEHHNS;
JIEKAPCTBEHHBIX NpenapaTos UL
KapaHTHHHOTO XPaHEHHs JIEKAPCTBEHHBIX
npenapaToB?
OcBellieHbI JI1 TOMEIIEHHS ¥ 30HBI, nyHKT 17 IIpasun
g | Memomp3yeMbie i XpaHeHus Ha/UTeXallei npakTHKH
JIEKapCTBEHHBIX TpenapaTos? XpaHCHHA
OrtneneHsl M aIMUHHCTPATHBHO- ) mymxr 19 Tpaswr
g | ObITOBbIE MOMEIIEHUs  OT NOMELIEHHHA HAVIeKAIeH TIPAKTHKH
XpaHEHHs JIEKapCTBEHHBIX MPENapaTos? XpaHeHHA
Wmeetcs T1 oTAenbHas 30HA (1xadbn)
JUIS XpaHeHus 0GOpyiOBaHKs, MHBeHTaps | IYHKT 25 IIpasui
10, | ¥ MaTepHasos s y6opkH (OYHCTKH), & HaJ|Ie)alled PaKTHKK
TAXKE MOIOLIMX U Je3UHPHLNPYIOMIHX XpaHCHHA
cpencts ?
Tomomres W 3oops ISl e 25 Mo
11. npenaia"ro;) B COOT;I:T:'I};I/II/I cH ’ HAIUICHATIEH HpaicTis
XpaHEHHUs
COllom?
Hmeetcs i rinajkas OTOEIKa
o myHKT 25 [Ipasun
TOMEIEeHUH i1 XpaHCHHUS .
HaJJIeXKamed IPaKTHKH
JIEKApCTBEHHBIX NPETapaToB )
XpaHEHHU,
. (BHYTpEHHHE IIOBEPXHOCTH CTCH, nynKT 6 Ipasm
+ | moTONKOB), AOMyCKAIOLIAs } XpaHEHHs IEKapCTBEHHBIX
BO3MOXXHOCTB IIPOBEICHHUS BIAXKHOH CpencTB
yOOpKM H HCKIIIOYAOUIas HAaKOIUICHHE
U ?
O6ecneyeHa JIH 3alUTa IOMEIICHHIHA
JUIS XpaHEHHUS JIEKaPCTBEHHBIX nysxr 26 Tpasmn
13. | MpemapatoB OT MPOHUKHOBEHHA HayIeKAeH TIPAKTHKA

HACEKOMBIX, IPBI3YHOB HIIH JIPYTUX
JKUBOTHBIX 7

XpaHEeHHUs

Hudpacrpykrypa. O6opyaosanue (rjiaBa

TIpaBnJia XpaHeHHs JIEKAPCTBEHHBIX CPEACTB)

14.

Nmeetcs m HE00X0IUMOE
oGopymoBaHHe (B XOPOIIEM COCTOSTHAM
a YHCTOE), TpHHAIEXKAIIEe
OpraHM3allii Ha IpaBe COOCTBEHHOCTH
W/IM Ha HHOM 3aKOHHOM OCHOBAHHH?

nyHkt 11 IpaBun
HaJIexaIeH IpakTHKA
XpaHEeHHs

15.

OcHalmeHsl  JH  ITOMEIIEHUS IS
XpaHEHHs. JICKApCTBEHHBIX  CPEJICTB
npudopamu TSt perucTpanum
mapaMeTpoB BO3/yXa:

myHkT 7 [TpaBui
XpaHeHHUs
JIEKApCTBEHHBIX CPEJNICTB

IV IIpaBun Hajpjekamedl MPaKTHKH XPaHEHHS;
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nyHkT 7 [IpaBan
XpaHEHHUs
JIEKapCTBEHHBIX CPEICTB
TEpMOMETpaMH? myskr 37 [Ipasun
HaJUTEXAILEH [IPaKTHKH
XpaHeHHs
myHKT 7 [IpaBui
XpaHEeHHUs
JIEKAPCTBEHHBIX CPEJCTB
rUIPOMETpaMH? myskT 37 TIpaBui
16. HajiexKatei NpaKTHKA
XpaHCHH
nyHKT 7 [IpaBun
XpaHeHHS
JIEKAPCTBEHHBIX CPEICTB
3IEKTPOHHBEIMH TUTPOMETPaMH? myHkT 37 [Ipasuit
HaJuiexalne NpaKTHKA
XpaHEHUA
myHkt 37 [Ipasun
TEPMOTUTPOMETPaMH ? i;’:ﬁ:f;:;ue“ TpacTHic
PazMemaroTcss N HU3MCPUTENIbHBIC
gacTH MNpHOOpPOB [UIA PErHCTpallUH nysxr 7 Tipasun
{7, | mapameTpos BO3AyXa Ha PacCTOTHHH A—
He MeHee 3 M OT [BEpeH, OKOH H
JIEKapCTBEHHBIX CPE/ICTB
OTONMMTENBHBIX MPUOOPOB H HA BBICOTE
1,5-1,7 m ot mosna?
Peructpupyrorcs M IIOKa3aHMA
IpuOOpOB JUIsL pEruCTpaiy
napaMeTpoB BO3IyXa €XCTHEBHO B
CIEeIHATBHOM KypHaie (xkapte) | MyHKT 7 IIpaBun
18. | perucTpauyuu Ha GyMa)XHOM HOCHTENEC | XpaHCHUA
YUIH B SIEKTPOHHOM BHJIE C apXMBAIMCH | JEKapPCTBEHHBIX CPE/CTB
(I1s  DNEKTPOHHBIX  TMTPOMETPOB),
KOTOPBI  BeleTcs  OTBETCTBEHHBIM
JuIoM?
CepTuuuppoBaHbl, KamuOpOBaHbl H HyHKT 7 TTpasan
[IOJIBEPratoTCs b1 TIOBEpKE
19. KOHTpONMpyomue  npubopsl ULl XPAaHCHIA
N JIEKapCTBEHHBIX CPEJICTB
PETHCTpalliH IapaMeTPOB BO3AyXa !
Hmeercs U XOIOAMIBHOE
20. myHkTHI 21, 36, 37

006opynoBaHHE:

[MpaBun HaUIeKaIIEH
IIPaKTUKH XpaHEHUST
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XOJIOAWIBHBIE KaMephl MITH
CIeLMaAIBHO 000PyIOBAaHHOE
nomerese”?

nyHKkTei 21, 36, 37
[MpaBun HajuIeKaIEH
IIPAKTHKH XpaHEHUA

(apMarieBTHIECKHE
XONOAUIbHEIE ITKa(bI MK
XOJIOMMIGHHK JUISL XpPAHEHUS
TepMOJIaOMITBHBIX
TeKapCTBEHHBIX CPEACTB?

nyHkTH 21, 36, 37
IMpaBun HajIeKaIen
MpPaKTHKH XpaHECHHS

nyHkTet 21, 36, 37

VIMeroTcs T CUCTEMBI IIpaBun
KOHIMIIMOHUPOBAHHA B IIOMEMCHUAX HaJUIexallell IPaKTAKH
21. | xpanenus TeKapCTBEHHBIX XpaHCHHI,
IpenaparoB? nyHKT 4 [IpaBAi
XpaHEeHWs JICKapCTBEHHBIX
CpEACTB
nyHKTHI 21, 36, 37
[TpaBun
VIMEIOTCS 1T CHCTEMBI BEHTHISIIMA B | 1oy neeamedt paKTHKH
9 | HOMEIIEHAAX XPaHEHHUS XpaHEHHS,;
JIEKapCTBEHHBIX IPENapaTos? myskr 4 [pasun
XpaHeHHUs JICKapCTBEHHBIX
CPEZCTB
WmMerotes mu mKkadbl METATHYECKHAE
WY IepPeBIHHBIC IS XpaHCHHS mysxr 31 Tlpasw
3. | eKapCTBEHHBIX MPENapaToB, HaJUIeKameH
[OJUIEXKAIIAX IIPEIMETHO- NPAKTHKH XPaHEHHs
KOJIMYECTBEHHOMY y4eTy?
Vimeercs mu  mioMGup A
olneyYaTHIBaHHA B KOHIE pabodero JHA
mKapoB METATHICCKUX HITH ) nyskr 31 Tpasmn
24, | AepeBSHHBIX (HH MOMEIICHUR) [UIA HaJUIeaImel
XpaHEeHUs JIEKapCTBEHHBIX NPAKTHKH XPAHEHHs
TpeIapaToB, OJIEXKAIIHMX IPeMETHO-
KOJIMYECTBEHHOMY Y4ETy?
nyHKT 29 Ilpasun
HaJIeXKalley IPaKTHKA
XpaHEeHHUS;
HIMeroTCs JId B MOMEILEHMAX JUIS nyHKT 31 IIpasun
XPaHEHHs JIEKapCTBEHHbIX MPENapaToB: HaJUIe)Xallel IPaKTHKA
XpaHCHHS;
25.
myHKT 5 IIpaBun

XPaHEHHUS JIEKAPCTBEHHBIX
CpEICTB

creiutaxku?

myHKT 29 [IpaBun
HaJyIeKaled IpakTHKA
XpaHEHUS,
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myskt 31 Ilpasui
HaJyIeXKaIeH IPaKTHKA
XpaHeHu;

nyHKT 5 IIpaBun
XpaHeHHS JIEKapCTBEHHbBIX
CpPEICTB

nyHkT 29 Ilpasun
HaJyIe)Xaled IPakTHKA
XpaHEHHUS;

nyHKT 31 Ipasun
mkadrr? HaUIeXalIeH TPaKTHKH
XpaHECHH,;

myHKT 5 TIpaBun
XpaHEeHHs JIEKapCTBEHHBIX
CpencTB

oyHkT 29 IIpasun
HaJyIe)Xamen TpakTHKI
XpaHEeHUs,

myHKT 31 IIpasm
HaJyjIe)KalleH ITPaKTHKA
XpaHCHHS,

nyHKT S5 IpaBun
XpaHeHHs JIEKapCTBEHHBIX
CpencTB

[MOJIOHBI?

myHKT 29 Ilpasun
HaJIe)xame IpaKTHKA
XpaHCHHS,

nyskT 31 Ilpasun
[I0ATOBAPHHKH? HaJJIexamel MPakTHKH
XpaHCHHS;

nyHkT 5 [IpaBun
XpaHEeHHS JICKapCTBEHHBIX
CpEnCTB

VIMeroTcs NI 3amacHble OBEPEHHEIE
CpE/ICTBA H3MEPEHUs B Cllydae
pEMOHTa, TEXHHYECKOTO

26. | obciyXuBaHUs, IOBEPKH
06OpyI0BaHHs U CPECTB H3IMEPEHHUS !

nyHKTH 39, 40 ITpaBun
HaJJIeXKAIIEH IPaKTHKI
XpaHEHHU;

myHKT 7 IIpaBun
XpaHEHHUs JIEKapCTBEHHBIX
CpeacTB

IIponeccnl  IesTeILHOCTH  cyOBheKTa pO3HHYHON __TOPTOBJM _TOBAPAMH ANTETHOIO
accopTumMenTa. JleficTBus cyObeKTa o06pamenus JeKapCTBEHHbIX NPENAPATOB MO XpaHeHHIo.
JoKyMeHTBI 0 XPAHEHHIO JIEKAPCTBEHHbBIX MPENaparos. Ouenka JesaTeJbHOCTH (CTaThs 58,
myHkt 3 crarbu 9 61-®3; riasa V, VI IIpaBna pagexameii npakTuku xpanenusi; [IpaBniaa
XpaHeHHsl JIeKAPCTBEHHBIX CPeICTB; [J1aBa VI u VIII IlpaBun Hapiexamedl anTeqHoi
NPAKTHKH)

COOTBETCTBYIOT JIH CBEICHHA myHkT 46 [Ipasun
Pe3yJIbTATOB MPHEMOYHOTrO KOHTPOJIA HayIexaen
27. | cBeneHMAM B TOBApOCONPOBOAUTENBHOM NPaKTHKA XpaHCHHA,

nyHkT 40 [IpaBun xpaHeHuUs
JIEKapCTBEHHBIX CPECTB

JOKyMEHTallHH:




[10 ACCOPTHMEHTY U KOJIMHECTBY?

myHKT 46 [Ipasun
HaJJIexKaleH

NPaKTHKU XPaHEHUS;

nyHkT 40 TIpaBun XpaHeHHA
JIEKapCTBEHHBIX CPEACTB

1o Ka4ecTBy?

MyHKT 46 IIpaBin
HaJUIeKalneH

MPaKTUKH XPaHEeHHUS;

nyskT 40 [IpaBuit XpaHCHHA
JIEKApCTBEHHBIX CPENICTB

10 COOIIONECHUIO CTIeLHANBHBIX
yCIIOBHit XpaHEHHs (TP HAJTHYHH
Takoro TpeGOBaHMs B HOPMATHBHOM
IOKyMEHTALMY Ha JIeKapCTBEHHBIH
rpemnapar)?

nyHKT 46 IIpaBun
HaJUIeXKalleH

MPaKTHKH XPaHeHHS;

nyukT 40 TIpaBuit XxpaHCHHA
JIEKAPCTBEHHBIX CPEJICTB

0 HAJIMYHIO IOBPEXKACHHUIH
TPaHCIOPTHOH Tapbi?

ryHKT 46 I1pasun
HaJUIeXalneH

NPAKTHKH XpaHeHHS,;

nyHkT 40 TIpaBuit XpaHEHHA
JIEKApCTBEHHBIX CPEICTB

Co3gaHa MM TpHeMHAas KOMHUCCHS JULL
TIPOBEAECHHUS TPHEMOYHOTO KOHTPOJL,
yTBepKJICHHAs PUKA30M
PYKOBOATEIIS CYOBEKTa POSHHIHOH
TOProOBIH?

nyHkT 49 [Ipasun
HaIexKane anTeuHoi
IIPaKTHKH XpaHeHUs

O¢opMIIAIOTCS JIH ¢ POCTABICHAEM
[IITAMIIA O IPHEMKE, IOAMHACHIO
MaTepHaJIbHO - OTBETCTBEHHOTO  JIMLIA,
3aBepeHHOH MeyYarhio (TpH HaMYHH)
cyObeKTa pO3SHHYHOM TOPTOBIIM:

nyHKT 46 IIpaBun
HaJJIeKaIel anTeuHoH
MIPaKTHKH

cuera - paKTyps?

nyHKT 46 IpaBun
HajJIeKalled anTeqHoi
MPaKTUKH

TOBAPHO-TPAHCTIOPTHEIC HAK/A/HbIC?

nyHKT 46 [TpaBun
HaJUIeXale anTeqyHon
TIPAKTHKH
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peecTp IOKYMEHTOB IO Ka4ecTBy?

nyHkT 46 IIpaBmi
HaJpIe)Kalnei arTevyHon
MPaKTUKH

HpOXOIUIT JIA TOBApHI alITCIHOTO

nyakT 50 IlpaBun
HaJJIeXKaueH aTeqHon

30, | AcCOPTHMEHTa N0 MOJaH B TOPTOBYIO
30HY HpPEANPOAAKHYIO IOATOTOBKY? | HPaKTUKH
HaeHTUGUUHIPYIOTCS M XpaHsyecs gﬁﬁ:ﬁ%:mri%az;:xmm
JIeKapCTBEeHHBIE CPEACTBA B XpaHeHuS;

3], | cooTBeTCTBHHM C npuMeHseMoi CyObeKTOM nyskr 49 Tpapmn
oGpallieHHs JIEKapCTBEHHBIX MPENapaToB | yanneskameit IPaKTHKK
cucTeMoit yuera? XpaHEHH.,

OcCyLIecTBIISETCS JIH XPaHEHHE nyHKT 47 vaam’m
JIEKAPCTBEHHBIX TPENapaToB C y4eTOM HaJIexKalleH MpaKTHKU
TpeboBaHHM: XpaHCHHUA,
nyHKT 40 [IpaBui
XpaHeHus JIEKapCTBEHHBIX
CpEeACTB
HOpPMaTHBHOHM AOKYMEHTAlIUH, TyHKT 47 HupaBHH
COCTABISIONIEH PerCTPALMOHHOE 0Cke | NAAICKALICH MPAKTHI
Ha JIeKapCTBEHHbIH npenapaT? XPaHCHHA,
myHKT 40 IIpasun
XpaHeHHs JIEKapCTBCHHBIX
32. CPEICTB
myHKT 47 IIpasun
HHCTPYKLMH 110 MEUIUHCKOMY HapIekalleH MPaKTHKH
MPUMEHEHHIO? XPpaHCHHUA,
nyHKT 40 IIpaBun
XpaHEeHUs TEKapCTBEHHBIX
CPEICTB
nyHKT 47 TIpasun
uH(OpMAILHH, COAepKalIeics Ha HajuIexalleH NpaKTHKY
nepBUYHOMN U (HJIH) BTOPHYHOM yHaKOBKe XPaHCHUA,
neKapCTBEHHOTO IIpenapara u nyHkr 40 I1pasun
TPAHCIIOPTHOM Tape? XpaHEeHHs JTeKapCTBEHHBIX
CpEICTB
Pa3memaroTces JiM JIeKapCTBEHHBIE
npenapatbl B IOMEIIEHHUAX U (WIH)
30HAX JUIA XpaHEeHH: JIEKAPCTBEHHBIX nyHkT 49 [Ipasun
TnpenapaToB B COOTBETCTBHH C HajUIexKamel PaKTHKH
TpeGOBaHHAMH HOPMAaTUBHOH XpaHEHHS,

33. JOKYMCHTAIIHH H (PIJ'[I/I) Tpe60BaHPI$IMPI, IIYHKT 8 HpaBpU[

YKa3aHHBIMH Ha YIaKkOBKE XpaHEHHS

JIEKapCTBEHHOTO TIpenapara, ¢ y4eTom:

JIEKapCTBCHHBIX CPCIACTB
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(bU3UKO-XUMHYECKUX CBOFCTB
TeKapCTBEHHBIX PenapaTos?

myHKT 49 [Tpasun
HaJJIexallei MpakTHKH
XpaHeHHs;

nyskT 8 [IpaBun
XpaHEHHS
JIEKApCTBEHHBIX CPEACTB

bapMakoIOruuecKnx rpymn?

nyHKT 49 [IpaBun
Ha yIexKauIeH NpakTHKH
XpaHeHHS,

myHkT 8 [IpaBui
XpaHeHHs
JIEKapCTBEHHBIX CPE/CTB
myHKT 49 [Ipasun
HaJJie)Kalel MPakKTHKH
criocoba BBEACHUA XpaHeHHs;
UITICKApPCTBEHHBIX rlpenapaTOB? HyHKT 8 HpaBHH
XpaHeHust
JIEKApCTBEHHBIX CPEJICTB
nyHkT 52 IlpaBui
HaJlJIe)KaIeH MpaxTHKA
XpaHsTcs U CBETOUYBCTBUTEIIBHBIC XpAHEHHS,;
34, | eKapCTBEHHEIC MpenapaTsl B rryrKTH 24-26 TTpasmn
3aIUIIEHHOM OT CBeTa MecTe? XpaHeHH s
JIEKapCTBEHHBIX CPEICTB
myHKTHI 21, 47 IlpaBun
XpaHATCs TN BIaro4yBCTBUTENBHEIC HAJUICXKAIIEH NPAKTHI
35. | 1eKapCTBEHHBIE CPENICTBA B XPAHCHHA,
. myHKTHI 27-29 [Ipasun
3aIMINEHHOM OT BJIard MecTe?
XpaHeHUs
JIEKAPCTBEHHBIX CPENICTB
HasnaueHo 11 IIpUKa30oM
PYKOBOZHTEIA CyOhEKTa PO3HAIHON
TOPrOBJIX OTBETCTBEHHOE JIAIIO 32 myHKT 66 IIpaBun
36. paboty ¢ ¢panscuhUIMPOBaHHBIMH, HaJJIeKameH anTeqHoi
J00pOKa4eCTBEHHBIMH, TIPaKTHKH
KOHTpaaKTHEIMH TOBapaMH
aITe4yHOro acCOPTUMEHTa?
M3011poBaHE] JIH CIEHHATIBHO
NPOMapKHPOBAHHKIE IEKAPCTBeRHble | TYHKT 55 lpasuu
37. | npemapatsl, npenHa3HaYEHHBIE IS HaJUIeXKaleH IIPAaKTHKY
YHAYTOXKEHUS? XpaHCHHs
38. myHKT 30 IIpasun
WzonupoBaHsl Jy: HaUIeKAIeH

IPAKTHKA XPaHECHHS




leKapCTBEHHBIE TIpEIapaThl, B
OTHOLIEHHH KOTOPBIX IIPHHATO
pernenye 00 A3bATAN U3 0OpaIIeHus?

nyHkT 30 [pasun
HaJJIeKaIen
IPaKTUKA XPaHEHUA

lexapCTBEHHBIE IIPENapaThl, B
OTHOIIEHHH KOTOPBIX NPHHSTO
peleHne 0 MPHOCTAHOBJICHUH
PHMEHEHHUSA ?

myHKT 30 IIpasun
HaJIeKaIeH
TIPaKTHKA XpaHECHHS

banscupUI¥POBAHHBIE,
He106pOKadeCTBEHHBIE U
KOHTpadaKTHBIE IEKAPCTBEHHbIC
Mpenaparsl?

ryHkT 30 IlpaBun
HaJJexKamen
TIPaKTUKH XpaHEHUS

HIMeloTcst T4 OKYMEHTEI, ONTHCBIBAIOIINC
IelCTBHA, BHIIONHAEMBIE CyOBEKTOM
obpalieHNs J1eKapCTBEHHBIX NPENapaToB,
HaInpaeJieHHble Ha COOMOeHIEe
TpeboBaHuii, ycTaHOBIeHHBIX [IpaBunaMn
HaJUTeXaIeH MPaKTUKH XpaHeHH !

myHKTH! 41-43 IlpaBun
HaTexalei NpakTHKA
XpaHeHHs

HHCTPYKIUH?

nyHKTEI 41-43 IpaBun
HaJIe)Kaled TIPaKTHKH
XpaHeHHs

39.
CTaHL[apTHBIE oorﬁpagnonﬂme mynicter 41-43 TIpasut
TpoLeRype! ( LI) ’ Ha,unexcameﬁ TMPaKTHKH
XpaHeHHs
OT4eTb! (CBOAHBIE XKYPHATBI)? myHKTH 41-43 [IpaBun
HaJTeXXalled NPaKTHKH
XpaHEHHA
OrOBOPHI? nyHKTE 41-43 [IpaBun
HaJiyIe)Kalleil MPakTHKH
XpaHEeHHS
Benercs i ydeT JIEKapCTBEHHBIX
CpEJCTB C OTPAHHYEHHBIM CPOKOM nyskr 11 Ilpasuna
40. | romgmoctn Ha GyMaxHOM HocHTele Wi | XPaHCHHA JIEKapCTBCHHBIX
B 3JICKTPOHHOM BHJIE C apxuBammer? | CPEACTE
YcTaHOBIIEH I PYKOBOJUTEIEM
OpraHM3alyH MOPAIOK Befenns ydera | IYRKT 11 TIpasun
41. XpaHEHUs JICKapCTBEHHBIX

JIEKApCTBEHHBIX CPEICTB C
OrpaHHUYEHHBIM CPOKOM?

CpeIICTB
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Nmeetca 1 paspaboTaHHEIA H
YTBEpP)KICHHBIH KOMIUIEKC MEp
HaIpaBJIeHHBIX HA MUHHUMH3AIIHIO
pHCKa KOHTaMHAHAIMH JIEKapCTBEHHBIX
IpenaparoB, C YIETOM yCJIOBHi
CoOMIOAeHNS 3aI0UTEI OT (aKTOPOB
BHEIIHEH cpel ¢ ohopMIIEHUEM:

nyHKT 24 Ilpasun
HayIexKamei
MPaKTUKH XpaHEHUs

nyHKT 24 IIpaBun
4. [IPAKa30B? HaJIexaIen
MPaKTUKH XPaHCHAA
myHKT 24 IIpasun
COTlos? HaJUIeKameH
MIpaKkTUKH XpaHECHUSA
myHKT 24 [IpaBui
HaJjIexamen
HHCTPYKIMH? MIPAKTUKY XpaHEHHUS

43. | Peructpupyrorca b1’} pesyabTatsl | myHKT 21 Ipasun
TeMIIepaTypHOro KapTHPOBaHHUA U | HajnexalueH
BJIQYKHOCTH B | MpaKkTUKU XpaHCHHS,
CIIEIHATEHOM JKypHae (xapte) | mynkr 23 IpaBun
perucTparum Ha | Haanexamen
GymaxHoM Hocurene M (WIM) B | [pakTHKW XPaHCHHS;
3JCKTPOHHOM BHIC €)XKECIHEBHO, B TOM IyHKT 7 HpaBpU[ XpaHeHHs
YHCJIC B BBIXOJHBIC H | nexapCTBEHHBIX CPEIICTB
Npa3qHUYHbIC HH.

44. | Xpanstca  am  kypHanel  (kapTel) | mykr 21 Ilpasun
perucrpauut TEMIIEPaTYPHOIo | Ha[uIexKalleH
KapTHPOBAaHHMS B TCUCHHE JBYX JIET? NPAKTUKY XPaHEHHUS,

myHKT 23 Ilpasun

HaJuIeXallei

MPaKTUKH XpPaHECHMS;

myHKT 7 IIpaBuin xpaHeHus

JIEKAPCTBEHHBIX CPEJICTB
45. myHkT 51 Ipasun

CobGmromaeTcs M 3alIpeT Ha XpaHECHUE
OTHEONMACHBIX W B3PBIBOOIACHBIX
JIEKapCTBEHHBIX NPENapaToB BJAJH OT:

HaJyIe)Kamed IPaKTHKA
XpaHEHHUsA

orHs?

myHKT 51 Ilpasun
HaJyIexalleH IPaKTHKA
XpaHEHHUS

OTOIHTENBHBIX TPUOOPOB?

myHKT 51 IIpaBun
HaJIeXalen IPaKTHKA
XpaHEHHUs
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nyHKT 51 ITpasun
HaJyIe)Kalled TPaKTHKA
XpaHeHUs

BO3ACHUCTBHA TIPSMBIX COJHEYHBIX|
Tyqeii?

46. myHKT 20 IIpasun
CobmofaeTcs 1M 3amper Ha XpaHEHHe B .
HaJyIeKamed IPaKTHKA

TOMEIIEHHIX XPaHEHHs JIEKAPCTBEHHBIX | u
Mpenaparos: PaHCHUA

myHKT 20 [IpaBuin
HaJIeXKalled IpakKTHKH

MMHALIEBHIX TIPOLYKTOB?
PoRy XpaHeHHus

nyskT 20 IIpasun
HaJyIe)Kalled IPaKTHKI
XpaHEeHUs

TabauHbIX W3IEJIHH?

HAIMTKOB (32 HCKTIOUeHHeM nuTbeol | TYHKT 20 IIpasun

BOZBI)? HaUIekKalle IpaKTHKH
XpaHEeHUs
nyHKT 20 [Ipasun
JICKAPCTBCHHBIX npenaparos, .
HaJUIeKalned IpaKTHKA
npeaHa3HAYEeHHBIX ISt JIMYHOTO

HCTIONB30BaHus pabOTHUKAMHU? XpaHCHUA

(nomxsocTh 1 GVIO JOIDKHOCTHOTO JIHIIA, 3aM0HUBLIETO IPOBEPOYHBIH JIUCT, TIO/IIACE, JaTa)

(momxHOCTH B ®VIO TOIDKHOCTHOTO JTHIA OPH/IUIECKOr0 JIUIA, IIPUCYTCTBOBABIICTO IIPH
3aII0JIHEHHM POBEPOYHOrO JINCTA, HOIHKCH, 1aTa)




ITpusnoxenne Ne 10
K mpukasy DenepanbHo# CIyXO5I
110 Ha30py B cepe 3ApaBOOXPaHEHHU

or O A4 Q1L Ne _F4AK

®dopma

IIpoBepoYHBlii JUCT
(cnHCcOK KOHTPOJBHBIX BOIIPOCOB),
ucnoJb3yemblii @enepabHoii ciry:x00ii no Haa3opy B cepe 31paBOOXpaHEHHS
H ee TEPPHTOPHATLHBIMH OPraHAMHE NPH NPOBeIeHHH IIAHOBBIX MPOBEPOK npu
ocylecTBJIeHHH (pe/lepajbHOrO rocy1apCTBEHHOro Ha130pa B cdepe odpaleHHsI
JIEKAPCTBEHHBIX CPEACTB
(mepeBo3Ka JieKapCTBEHHBIX NPENapaToB A/ MEJHIHHCKOr0 npuMeHeHHs B
OpraHH3alHH ONTOBOI TOProBJM JeKapCTBCHHLIMH cpeacTBaMH)

(HaMMEHOBAHHE OPraHa, OCYIICCTRIAIONIEro IIaHOBYIO IIPOBEPKY)

1. Bun roCyAapCTBEHHOTO KOHTPOJIA (nam3opa)

2. TlpemMeT TwaHOBOH MPOBEPKH IOPHAMYECKHX JMIL 1 HMHIUBUATYAJIBHBIX
IpeAmpUHAMaTeNIei OrpaHHMBaeTCs 00A3aTeNbHBIMU TpeGOBaHUAMH, COOJIOICHHE KOTOPBIX
gBIsieTCs Haubolee 3HAYMMBIM C TOYKM 3PEHMS HEIOMYLICHHS BOIHMUKHOBCHHA YTPOSBI
PUYUHEHHUs BPeia XU3HH, 310POBBIO IPXK/IAH, H3MOKCHHEIMU B dopMe IIPOBEPOIHOrO JIHUCTA
(CIHCKa KOHTPOJIBHBIX BOTIPOCOB).

3. HanMeHOBaHME OPHAMYECKOro JAI@, (aMumus, HMd, OTIECTBO (mpH HAJIMYHH)
MHIMBUIYATbHOTO NIPEANPUHUMATEIS:

4. MecTo IpOBEIEHHs MIIAHOBOH NMPOBEPKH C 3alONHEHWEM MPOBEPOHHOTO JHMCTA:

5. PexBU3HUTHI PUKa3a O NPOBEJICHAN IUIAHOBOH NMPOBEPKHU: OT

Ne

6. YueTHBIf HOMEp MPOBEPKM M [aTa NPHUCBOCHHS Y4IETHOTO HOMEpa IIPOBEPKH B
ExuHOM peecTpe IIPOBEPOK:

7. JIOIKHOCTB, GaMUIMsA M MHUIHANB! JOJDKHOCTHOIO JHIA (ytum), MPOBOAAMIEro(HX)
IUIAHOBYIO IPOBEPKY:

1. ;

2. .
8. [lepeueHpb BONPOCOB, OTPAXKAIOMIUX CONCPKAHNE 06s13aTeNbHBIX TpeOOBaHUi, OTBET HA
KOTOpHIE OJHO3HA4YHO CBHICTEIBCTBYET O COOJIIONEHUH WM HECOOMOACHUH IOPHINIECKIM
JITIOM, UHAMBHAYAJIBHBIM IIPEANPHHAMATEIEM 06s3aTeNBHBIX TpeOOBaHMM, COCTABIIAIOIINX
IpeAMeT IPOBEPKH:




PexBH3HTHI BeiBoa 0 BRINOJTHEHHH
HOPMATHBHBIX TpeGoBaHHUH
Ne Bonpocel, oTpakarommue coaepkanue NMPaBOBLIX AKTOB, C

n/n 0053aTeILHBIX TPeOOBaAHHH yKa3aHHEeM HX aa HeT

CTPYKTYPHBIX
€IMHHUL, KOTOPbIMH

YCTAHOBJICHDBI
o0s3aTEIbHBIE
TpeGoBaHus

Mynkr 4 craten 9 PenepainHoro 3axona ot 12 ampeis 2010 r. Ne 61-®3 «O06 obpamenun
JeKapcTBeHHBIX cpencTs» (CofpaHue 3aKoHogaTenbcTBa Poccniickoi ®enepanun, 2010, Ne 16,
c1. 1815; 2016, Ne 27, c1. 4283) (naee - 61-03), riaasa 7 [Ipasun najnexameii NPAKTHKA XpAHEHH S
H NepeBO3KH JEKAPCTBEHHbIX NPENapaToB s MeJHIHHCKOT0 NMPHMEHEHHs, YTBEPHICHHBLIX
npukazoM MunncrepceTBa 3apaBooxpanenns Poccumiickoii ®enepanuu oT 31 asrycra 2016 r.
Ne 6461 (3aperncTpupoBan MunuctepcTBoM locTHIH Poccuiickoii @enepannu 9 gupapsn 2017 r.,
perucrpanuonnbiii Ne 45112) (nanee — IpaBuia HajiexKamed NPAKTHKA xpaHenns); IIpaBuia
XpaHeHHs JIeKAPCTBEHHBIX CPEACTB, YTBepAJIeHHbIE NPHKa3oM MHHICTEPCTBA 3(PaBOOXPAHCHHS
M coumaabHoro passuTHsi Poccmiickoii ®exepammm or 23 asrycra 2010 r. Ne 706n
(3aperncTpuposan  Munucrepersom 1octunun Poceniickoii ®enepannu 4 oxraops 2010 r.,
perncrpaunonnsiii Ne 18608) ¢ wu3MeHeHHAMH, BHECEHHBIMH MNPHKA30M MmuBnCcTEpCTBA
3ApaBOOXPAaHEHAs] H CONHAILHOro pa3suTHsi Poccuiickod ®enepanuu 0T 28 nexabps 2010 r.
Ne 1221u (3apermcrpmpoBan MunucrepcerBoM IocTunuu Poccuiickoit ®@enepanun 4 despaas
2011 r., perucrpanuonnslii Ne 19703) (nanee — IlpaBuiia XpaHeHHs IEKAPCTBEHHBIX ¢ DENCTB)

1. CornacyroTed 4 ¢ IoTy4aTesieM nmyHKT 56 [IpaBui
OCTaTOYHBIE CPOKH FOAHOCTH HaJUIexaIIel NpaKTHKH
[IOCTABJISEMBIX JIEKAPCTBEHHBIX XpaHEeHHUs
npemnaparoB?

2. duxcupyercs Jii cyObeKTOM oOpalieHus myHKT 58 IlpaBun
JNleKapCTBEHHBIX npenapaToB HHGopMaua | HaUIEXKaleH TPaKTHKHA
0 TIepeBO3Ke JIEKAPCTBEHHBIX MPENapartoB? | XpaHEeHUs

3. OcyuiecTBIs€TCS JIH HHPOPMHPOBAHUE nyHKT 61 IIpasun
OTIpaBUTENS U (WIH) IOJIydaTess HaJjIexanei MpaKTHKH
JIEKAPCTBEHHBIX MIPENApaToB O XpaHeHHUs

BBIABJIEHHEBIX B IIPOIECCE MEPEBO3KH
CIly4asx HapyLIeHHs TEMIIEPAaTypHOro

peKIMa XpaHEeHHS?

4, OcymecTBsieTcs T HHQOPMUPOBaHUe nyHKT 61 [TpaBui
OTIpaBUTENs H (WIH) II0TydaTelns HaJUIeXaInel NpaKTHKH
JIEKapCTBEHHBIX NIPENapaToB O XpaHECHUS

BBISBJIEHHBIX B IPOLIECCE NEPEBO3KH
ClTydasx HapyIICHUs MOBPEKICHUS
yIIaKoBKH?




118

cpencTBaM H3MEPEHHIA:

5. ITpenocTaBIsIOTCs JiMl CyOBEKTOM nyHkT 61 TlpaBun
oOpateHus TeKapCTBEHHBIX NPenapaToB HaJJIe)KaIed TpakTHKA
IO 3anpoCy MONIydaTeNs JEKAPCTBEeHHBIX XpaHEeHus
TPENapaToB CBEACHUA O COOIIOCHUH
TEMIIEPATYPHOTO PEXKKMMa IIPH IIEPEBO3KE
JNEKapCTBEHHBIX MpenapaToB?

6. Hcrnonb3yroTes 1 Ul HEPEBO3KU myHKT 62 [IpaBuin
JIeKapCTBEHHBIX IIPENIApaToB HaJJIexaIei IpakTHKA
TpPaHCIOPTHEIE CpeACTBa? XpaHEeHUS

7. O6ecneunBaloT JIM TPAHCIIOPTHBIC nyHKT 62 Ipasun
cpeacTBa M 060PYHOBAHHE JUIA IIEPEBO3KH | HaJUleXKallel IPakTHKA
JIEKApCTBEHHBIX IIPENIApaToOB KavecTBO, XpaHEHHUS
3¢ pekTHBHOCTD M 6€30MACHOCTh
JIEKapCTBEHHBIX IIpenaparoB?

8. Hcnonp3yeTces au IpH IEPEBO3KE nyskT 62 Ipasun
TEpMOJIaOMIIBHBIX JIEKAPCTBEHHBIX HaAJexXaien mpaKTHKH
[IpernapaToB CHELHAIH3UPOBAHHOE XpaHCHUA
oGopynoBaHue?

9. OGecneunBaeT JIH CIENAATH3MPOBAHHOE oyHKT 62 [Ipasun
o6opyaoBaHue MoIepPXXaHHe TpeOyeMbIX HaJlJIeXalei NPaKTHKH
TEMIIEPATYPHBIX PEXHMMOB XpaHEHU] XpaHCHHUA
JIEKAPCTBEHHBIX IIPENapaToB?

10. | IIpm nepeBo3Ke JIEKAPCTBEHHBIX nyHKT 63 [IpaBun
IpenapaToB coOII0AaeTCA JIU yCIOBYE HaJIJIeXKaINEH IPAaKTHKA
OTCYTCTBHS IIPAMOro KOHTaKTa XpaHCHUA
XJII03JIEMEHTOB C JICKApCTBEHHBIMU
IpenapaTaMy B H30TEPMHYICCKHX
KOHTelHepax?

11 | PykoBoauteneM cy6nexTa oOpalneHus myHKT 63 IlpaBumn
JIEKapCTBEHHBIX IIPENIapaToOB IPOBOAUTCS HaJIIeKalleH PaKTHKY
JI HHCTPYKTAX O IOPAAKE IOATOTOBKH XpaHCHHA
H30TEPMUYECKHX KOHTEHHEPOB K
TIEpPEBO3KE JIEKapPCTBEHHBIX NPENaparoB (¢
YYETOM CE30HHBIX 0COOEHHOCTEH), a TaKKe
0 BO3MOKHOCTHY IIOBTOPHOTO
HCTIONB30BAHHUA XJIaI0IEMEHTOB?

12. | TIpouwto nu o6opyaoBaHue, OTHOCAIIEEC K nyHKT 64 TIpasun

HajUIexaneil NpakTHKH
XpaHeHHs

TIepPBUYHYIO [IOBEPKY H (MJIH) KaTUOPOBKY
0 BBOJIA B OKCIUTyaTalyio?

myHKT 64 ITpaBun
HaJJTeXxaled NpakTHKH
XpaHeHHs
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TepRIYHYIO MTOBEPKY M (WIH) KAIHGPOBKY
rocie peMoHTa?

yHKT 64 TIpasun
Hajutexalei mpaKTHKA
XpaHEHH

TEPHOIMYECKYFO TIOBEPKY U (ITH)
KanuOpOBKY B IpoLecce

nyHKT 64 IIpaBun
HaJyieXxatei mpakTHKY

JIEKapCTBEHHBIX IIpEIapaToB Ha
TPaH3WTHBIX CKJIajax?

9KCIUTyaTaluu? XpaHEHUA

13. | JlocTaBisroTCs 1M JIEKAPCTBCHHBIC nyHKT 65 I1pasun
nperaparsl 10 afpecy, ykasaHHOMY B HaJJIeKaIe NpaKTHKA
TOBapOCONPOBOAUTEIBHBIX TOKyMEHTaX? XpaHEeHUs

14. | Cobmonarorcs JId YCIOBHS XpaHCHUS nyHKT 67 IlpaBui
JIEKapCTBEHHBIX [IPENIAapaToB B HauIexanel NpaKTHKH
TIOMEIIEHHSIX Ha TPAH3UTHBIX CKIafax? XpaHEeHUS

15. | O6ecneunBaeTcs a1 O6€30MaCHOCTD nyHKT 67 IIpasun

HaJUIeXKallel MpakTHKA
XpaHEHHS

Tapa, ynakoBKa H MAPKMPOBKa JIeKaPCTBEHHBIX NPeNapaToB (craTbs 46 61-®3, raasa 8 [Ipasua
HaMUIeKaI el TPAKTAKA XPAHEHHS)

yIIaKOBKa C yU4ETOM:

16. | Bamser jqu TpaHCIIOPTHAs Tapa Ha nyHkT 68 IIpasun
KauecTBO, S3MEKTUBHOCTD U 6€30IIaCHOCTh | HaJUIeXKaleH NPaKTHKA
JIEKapCTBEHHBIX TPEIapaToB IPH UX XpaHeHHs
nepeBo3ke?

17. | ObecnieunBaet 1 TpaHCIIOPTHAS Tapa nyHkT 68 IIpaBun
3aIMTY OT BO3AEHCTBUA (aKTOPOB HaUIexamed NpaKTHKH
BHEIIHEN cpebl? XpaHECHUA

18. | BriGupaercs ¥ TpaHCIIOPTHAS Tapa, nyHkT 69 IlpaBun

HaJyIexanie# MpakTHKH
XpaHEeHHUs

TpeGOBaHMUIA K YCIIOBHAM XPaHCHHUS U

epeBO3KH JIEKapCTBEHHBIX IIPEMapaToB?

nyHKT 69 IIpasun
HaJJIe)KaIei paKTHKA
XpaHCHHUS

NEKapCTBEHHBIX MPenapaToB?

o6peMa, HeOOXOIUMOTO [T Pa3MEIICHHUS

myHKT 69 [IpaBun
HaJlIeXxalnei NpakTHKU
XpaHeHHus

KoJeGaHuii TeMIIEpATyphl OKPYKaIOIIEH
cpenbl?

nyHKT 69 [IpaBu
HaJjIe)Kamed MpakTHKA
XpaHEHHUA

JUTITEILHOCTH TIEPEBO3KH, BKIIIOYAs
BO3MOKHOE IIPOMEXXYTOYHOE XpaHEeHHE
JNeKapcTBEHHBIX NIPenapaToB?

nyHkt 69 Ilpasuin
HaJjIexaniel NpakTHKU

XpaHEeHHUs
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19. | Ha TpancnopTHy:o Tapy HaHOCSTCS JIH. nyskT 71 IlpaBun
HaJyTIeKaIed IpakKTHKA
XpaHeHHUsI
HauMEHOBaHUS JIEKApCTBEHHBIX nyskT 71 Ilpasun
npenapaTroB? HajyIe)xanel NpakKTHKH
XpaHEeHHUs
CEpHH JIEKAPCTBEHHBIX NPENapaToB? nyHkt 71 Ipasun
HaJIe)xamel IIpakTHKH
XpaHEHHUs
Jata BBITyCKa? nyHkT 71 Ilpasun
HaJTIeKAaIEN IPAKTHKA
XpaHEeHHUs
KOJIHTYECTBO BTOPHUYIHBIX nyHkT 71 IpaBuin
(TOTpeOUTENBCKHX) YIIAKOBOK HaJUIeKAIIEN IPaKTHKH
JIEKAPCTBEHHBIX NPeNapaToB? XpaHEHHS
uHpOpMaI¥s O IPOU3BOIUTENE myHkT 71 Ilpasuin
JIEKApCTBEHHBIX NIPETAPATOB C YKa3aHUEM | HaJiexalled NpakTHKY
Ha¥MEHOBAaHUN ¥ MECTOHAXOXICHHUSA XpaHEHHUs
(ampeca) IpOM3BOJMTE]IS JISKAPCTBEHHBIX
IpenapaToB?
CpPOK TOJTHOCTH JIEKaPCTBEHHBIX nyHKT 71 IIpaBun
npenaparoB? HaJJIe)KanIel IPaKTHKA
XpaHEeHHUs
YCJIOBUS XPaHEHHUS H NIEPEBO3KHU nyHkt 71 IlpaBun
JEKApCTBEHHBIX TIPeNaparoB? HaJJIeKaImel NpakTHKH
XpaHEeHHS
He00XO0IUMBIE TIPENYIIPEAUTEIbHBIC myHKT 71 IIpaBun
Hamucu? HaJIeKaIel NpakTHKH
XpaHEHHUs
MAaHHMIIYJISTOPHBIC 3HAKH? nyHkT 71 [pasun
HaJyIeXxamed IpaKTHKA
XpaHEHHUS
DO. Co6mogaeTcs Jid 3a0peT Ha ITIOBTOPHOE oyHKT 63 IlpaBuin
HCIIOIB30BaHUE HEAOCTATOYHO HajJIeXxaIei NpakTHKH
OXJIaAXKJICHHBIX XJ'Ia,HOBJ'ICMCHTOB? XpaHECHHS
P1. | CobOmonaeTcs M 3alpeT HA myHKT 63 ITpaBun
HCIIOIh30BaHUE MOBPEXKICHHBIX HaJUIeXKallel MpaKTHKH
XJ1aJI03JIEMEHTOB? XpaHeHHs




121

(nomxrocts H YO H0DKHOCTHOTO JIUIA, 3aN0HHBIICTO TIPOBEPOHEIH JIUCT, HOMHCH, JaTa)

(nomxHOCTH ¥ ®HO TOIDKHOCTHOTO JIMIA IOPHIMYECKOT0 JIMIA, IPACYTCTBOBABIIETO TPH
3aI0JIHEHAH IPOBEPOUHOTO JIHCTA, IIOJNHCH, aTa)
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Ipunoxenune Ne 11
K npuKaszy QenepanbHOH CrykOb!
110 HaJ30py B cpepe 34paBOOXPAHCHUA

ot (9 11 70/% Ne _ G4 A9

®opma

IIpoBepo4HbIi JHCT
(cIMHCOK KOHTPOJILHBIX BONPOCOB),
ncnosb3yemelii ®eepaibHoii cayx060i Mo Haa30py B cdepe 31paBOOXPaHEHHS
H ee TePPHTOPHAIbLHBLIMH OPraHaMH NPH NPOBeACHHH MVIAHOBLIX NPOBEPOK NpPH
ocymecTB/IeHHH (peiepaJbHOIO rocyJapcTBeHHOro Haa3opa B cepe obpamenns
JIeKapCTBEHHBIX CPEACTB
(nmepeBo3Ka JIeKAPCTBEeHHBIX MPENapaToB /I MEAHIHHCKOro IPUMEHCHHS B
MeIHIHHCKOH OPraHM3alii 1 HHBLIX OPraHH3aUHAX, HMEIOIHX JIHIEH3HI0 HA
MeAHIHHCKYIO 1eSITeJIbHOCTD)

(HaMMEeHOBaHKE OPTaHa, OCYIIECTBIIOLIErO ITAHOBYIO MIPOBEPKY)

1. Buj rocyiapcTBEHHOro KOHTpOJIA (Haa3opa)

2. Tlpemmer TIUIAHOBOM IPOBEPKH OPHAMYECKHX JIMIl M  HHAMBHAYabHBIX
npeAmpHHAMATENel OTPAHUYHBACTCA 06A3aTeNbHBIMH TPeOOBAHUAMY, co0JroieHre KOTOPBIX
gBJgeTcs HauboJiee 3HAUYMMBIM C TOYKHA 3pPEHMS HEJNONYIIEHHs BO3HUKHOBEHHS YIPO3BI
IIpYUHHEHNS BPEJIa KU3HH, 3[0POBBIO IPAX/IaH, H3N0XKEHHBIMH B (POpME POBEPOTHOrO JIKCTA
(cTIMCKa KOHTPOJBHBIX BOIIPOCOB).

3. HauMmeHOBaHue MOPHIMYECKOro imua, (GaMHius, HMs, OTYECTBO (UpH HamMIWH)
MHIUBHIYATBHOTO IIpeINIPHHUMATENS:

4. MecTo TpoBeleHHs IUIAHOBOH NPOBEPKH C 3alOHEHHEM NPOBEPOYHOrO JIHCTA.

5. PexBM3HTHI NpUKa3a O MPOBEIECHMH ILIAHOBOW MPOBEPKH: OT
No

6. Y4eTHBII HOMEp IPOBEPKY U JaTa IPUCBOEHHS yYSTHOIO HOMEPA IPOBEPKHU B EnnHoMm
peecTpe IIPOBEPOK:

7. JTomKHOCTh, GaMIIAS U HHULMANB! JTOJDKHOCTHOIO JIMIA (nuir), MpoBOAAINETO(HX)
IIAHOBYIO ITPOBEPKY:

1. ;

2. .
8. [TepeueHB BONPOCOB, OTPAKAIOLIUX COAEPKAHNE 00s13aTeNBHBIX TPeOOBaHU, OTBET HA
KOTOPHIE OJHO3HAUHO CBHIETENBCTBYET O COONIONSHUH HIIM HECOOIIONECHUH IOPUIUYECKHM
JIALOM, WHAUBHIYaTbHBIM TPENIPHHAMATENEM O0s3aTeIbHBIX TpeGoBaHMH, COCTABIIAIOMINX
IpeaMeT IPOBEPKH:




BpiB0/ 0 BLINOJHCHAH
TpeboBaHuH

PexBH3HTHI
HOPMATHBHBIX

Ne Bonpocsl, oTpaxaiue coaepKaHue MPaBOBBIX AKTOB, C

yKa3zaHHeM HX naa
CTPYKTYPHBIX
eIMHHI, KOTOPBIMH
yCTaHOBJICHbI
06s13aTEJILHBIC
TpeboBaHHS

n/n 0053aTEIbHBIX TPeOOBaHHM HeT

Iyt 4 cratbu 9 PexepaabHOr0 3aK0Ha OT 12 anpeas 2010 r. Ne 61-@3 «O06 obpamennu
JAeKkapcTBeHHbIX cpeacTsy» (CobpaHue 3aKOHOAATEIHCTBA Poccuiickoii ®enepannu, 2010, Ne 16,
cr. 1815; 2016, Ne 27, cr. 4283) (nanee - 61-@3), raasa 7 Ilpasua HaJJIeKaMmel IPaKTHKH XPAHEHHA
M IIepeBO3KH JIEKAPCTBEHHLIX MPENapaToB IS MEJIHIUHCKOro UPHMEHEHM, yTBePKACHHBIX
npukazoM MHHHCTEPCTBA 3/PABOOXPAHEHHA Poccniickoii ®enepanuu or 31 asrycra 2016 r.
Ne 646n (3aperncTpupoBad MUHHCTEPCTBOM IOCTHIMH Poccniickoii ®enepanun 9 suBaps 2017 r.,
perucTpammnonHsiii Ne 45112) (nanee — Ipasnaa Hagiexameil npakTHkH XpaHenus); IlpaBuia
XpaHeHHsI JIeKAPCTBEHHBIX CPE/CTB, YTBEPKICHHbIC IIPHKA30M MunHCTepCTBA 3ApaBOOXPaHEHH
n coumaiabHoro passurus Poccmiickoit ®eaepanun  oT 23 asrycra 2010 r. Ne 706u
(3apermcrpupoBaH  MHHHCTEPCTBOM IOCTHIHH Poccuiickoii ®egepauun 4 oxrsépa 2010 r.,
perucrpanmonnbiii Ne 18608) ¢ u3sMeHeHMSMH, BHECEHHLIMH [pPUKA3OM MunncTepcTBa
3ApaBOOXPAHCHHS H COUMAJIBHOIO Pa3BHTHS Poccuiickoit @enepanun ot 28 nexabps 2010 r.
Ne 1221m (3aperucTpupoBaH MHHHCTEPCTBOM IOCTHIHH Poccuiickoii ®exepaunn 4 despans

2011 r., perucrpanmmonnbiii Ne 19703) (nanee — Ilpapniia XxpaneHus JeKapcTBCHHbIX ¢ DeICTB)

1. CoracyroTcs JI ¢ OJTy4YaTeieM nyHKT 56 [IpaBun
OCTaTOYHEIE CPOKH F'OJTHOCTH HaJyIexaniel IpaKTHKH
[IOCTABJISIEMBIX JIEKAPCTBEHHBIX XpaHEeHUs
npenapaToB?

2. dukcupyercs i cyobeKTOM 00paIneHus nyukt 58 Ilpasun
JIeKapCTBEHHBIX MpenaparToB HHopMalms | HajulexKamei NPaKTHKA
0 IIepeBO3Ke JIEKapPCTBEHHBIX PENapaToB? | XPaHCHHSA

3. OcymmectpisieTcs 1M HHQOPMUPOBAHHE nyHkt 61 IIpasun
OTIIPABUTEIS ¥ (MIM) IOJIyYaTens HaJTeXalel IpaKTHKH
JIeKapCTBEHHBIX IIPENAPATOB O XpaHEeHUA
BBIABJIEHHBIX B IPOIECCE MEPEBO3KH
ClIydasx HapyHIeHHs TEMIIEPATypHOro
peXXuMa XpaHEHH s ?

4, OcyecTsiseTcs 11 HHPOPMAPOBAHHE myHKT 61 IIpasui
OTIpaBUTENS U (W) MOTydaTens HaJyIeXaIeil NIpaKTHKK
JIEKAPCTBCHHBIX IPENapaToB O XpaHEeHHS
BBISBJIEHHEIX B IIPOLIECCE NIEPEBO3KH
Cllydasx HapyLIEHHS TOBPEXICHNU
yIaKoBKHu?
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CpencTBaM M3MEpEHU:

5. ITpenocTaBusAIoTCs JIH CyOBEKTOM nyHKT 61 [IpaBun
oOpalneHus TeKapCTBEHHBIX IPenapaToB HaJIJIe)KAIIEH MPaKTHKH
TI0 3aIpocy MOJIydaTels JEKapCTBEHHbBIX XpaHEeHUS
HpenaparoB CBeJCHUS O COOMIONECHHH
TEMIIEPATYPHOTO PEXKHUMA IPH IIEPEBO3KE
JIEKapCTBEHHBIX MIPENapaToB?

6. Hcnone3yrotes M i IEPEBO3KH myHKT 62 IIpaBun
JIEKapCTBEHHBIX NpenapaToB HaJJe)xaniel NpakTHKU
TPaHCIIOPTHEIE CpeAcTBa? XpaHeHHUs

7. OO6ecreunBaroT JI TPAHCIIOPTHEIE nyHKT 62 IIpasun
cpezcTBa U 000pyHAOBaHME UL IEPEBO3KH | HA/UIeXKaIeH PaKTHKH
JIEKapCTBEHHBIX NIPENapaToB KayeCcTBo, XpaHEeHHUs
3¢ dexTHBHOCTS U 6€30I1aCHOCTE
JIEKapCTBEHHBIX MPerapaToB?

8. Hcnonb3yeTcst v pH MEPEBO3KE myHKT 62 [IpaBmin
TepMONIabHIIBHBIX TEKapPCTBEHHBIX HaJUTEKAIEH MPAKTHKH
IpenapaToB CIEHMATM3HPOBAHHOE XpaHCHUs
obopynoBaHue?

9. ObecneunBaeT M CIEIUATA3HPOBAHHOE myHKT 62 [IpaBuin
o6opyIoBaHue MoUIEpKaHue TPeOyeMBIX HaJJIe)xammel NpaKTHKA
TEMIIepaTypPHBIX PEXUMOB XpaHCHHS XPaHCHHUA
JIEKapCTBEHHBIX [IPENapaToB?

10. | [Tpu nepeBO3Ke JIEKapCTBEHHBIX nyHKT 63 I1paBun
IpenapaToB cOOMOAAETCS JIM YCIOBHE HaJUIeXKaen MPpakTHKY
OTCYTCTBHS IIPIMOr0 KOHTAKTa XpaHCHHA
XJIaZIORJIEMEHTOB C JIEKapCTBEHHBIMHU
nperapaTamMi B H30TEPMHUYECKUX
KOHTeHHepax?

11 PykosoauTeneM cyObekTa oOpaleHus nyHKT 63 [IpaBun
JIeKapCTBEHHBIX IIPENapaToB IPOBOIUTCS HaJJIeXaIen MPaKTHKH
JIM HHCTPYKTaX O MOPSAAKE IOATOTOBKH XpaHCHHUA
H30TEPMUYECKUX KOHTEHHEPOB K
TIepeBO3Ke JIEKAPCTBEHHBIX IPENapaTos (C
Y4ETOM Ce30HHBIX 0COOEHHOCTEM), a TaKkKe
0 BO3MOXXHOCTH IIOBTOPHOT'O
HCIOJIB30BaHMS XJI03IEMEHTOB?

12. | [Ipouwo nu obopynoBaHHe, OTHOCAIIEECH K myHKT 64 IIpaBui

HaJexale npakTHKH
XpaHEHHS

HepBUYHYIO TIOBEPKY U (WIH) KanuOpoBKY
110 BBOJA B 9KCILTYaTaLMIo?

myHKT 64 Ilpasun
HaJjieXxales IpaKTHKH
XpaHeHHUA
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TIepBIYHYIO MTOBEPKY M (WJIH) KATHOPOBKY
riocyie peMoHTa?

myHKT 64 IIpaBun
HaJuTIeKalleH MPaKTHKA
XpaHEHH

TIepHOTHUECKYIO [IOBEPKY M (HIIH)
KanMOpOBKY B ripoliecce

myHKT 64 IIpaBun
HaJyieXxailei mpakTHKA

J€KapCTBEHHBIX IIPENapaToB Ha
TPaH3UTHBIX CKIafax?

SKCIUTyaTalun? XpaHEeHHS

13. | JlocTaBisroTcs JIU TEKaPCTBCHHBIC nyHkT 65 IIpaBun
Tnpenaparsl 10 aJpecy, yKasaHHOMY B HaJuIeKalnei MpaKTHKH
TOBapOCOTPOBOIUTENBHEIX IOKyMEHTaX? XpaHeHHs

14. | CobmomaroTcs M YCIOBHS XpaHCHHS nyHkT 67 [Ipasun
JIEKapCTBEHHBIX NPENapaToB B HayIeKameil MPaKTHKH
IOMEUIEeHUAX Ha TPAH3UTHBIX CKJIanax? XpaHEeHUs

15. | ObBecneunBaetcs M 6€30I1aCHOCTD nyHKT 67 IIpaBui

HaJTIeXamen IPaKTHKA
XpaHCHHUS

Tapa, ynakoBKa H MAPKHPOBKA JIEKapCTBEHHBIX NpeNnapaTos (craTbs 46 61-03, riapa 8 IlpaBua
HAaUIeKam el NPAKTHKH XPaHEHHs)

YIIAaKOBKA C YUCTOM!

16. | Biuset i TpaHCIIOPTHAS Tapa Ha nyHKT 68 [Ipasun
KauecTBO, 3 PEeKTHBHOCTS H 6E30MaCHOCTh | HajUIeXKalleH IPaKTHKY
JEKApCTBEHHBIX IIPENIapaToB NpH UX XpaHeHus
nepeBo3ke?

17. | OGecneunBacT ¥ TPAHCIIOPTHAA Tapa nyHKT 68 11paBun
3aIIATY OT BO3AeHCTBHSA HaKkTOpoB HaJuiexaniel TpaKTHKH
BHEIIHEH cpepl? XpaHEeHHs

18. | BriGupaercs 11 TpaHCIIOpPTHAs Tapa, oyakT 69 Ipasun

HaJIeXKamed NPaKTHKA
XpaHEHHUS

TpeGoBaHuUii K YCIOBHAM XPaHCHUS U
TIePEBO3KHM JIEKAPCTBEHHBIX IIPEMapaToB?

nyHKT 69 Ipasun
HaJIeXammed NPakKTHKI
XpaHEHUs

06peMa, He0OX0MMMOTO Ui pa3MEICHUS
NEKapCTBEHHBIX NIPENapaToB?

nyHkt 69 Ilpasui
HaIJIeKaIeH MpaKTHKH
XpaHeHHs

KoneGaHuil TeMIIEpaTyphl OKpyXarolen
cpensi?

nyskT 69 [paBun
HaJyTIeKaIeH IPaKTHKA
XpaHEHHUs

JUTATENILHOCTH TIEPEBO3KH, BKITFOYaAsA
BO3MOKHOE IPOMEXKYTOYHOE XpaHEHHE
NeKapCTBEHHBIX [IPENapaToB?

nyHKT 69 HpaBun
HaJyIeXaled IpakTHKA
XpaHEHUs
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HCIIONB30BaHHE MOBPEXKACHHBIX
XJ1a03JIEMEHTOR?

19. | Ha TpancnopTHYIO Tapy HaHOCATCS JIH. myHKT 71 IpaBui
HaJIJIe)XaIeH IPaKTHKA
XpaHCHHS
HaMMEHOBaHUS JEKAPCTBCHHBIX myHKT 71 IlpaBun
nmpenaparos? HajJIe)Xarme NpakTHKH
XpaHEeHHs
CepyH JIEKAapCTBEHHBIX NIPENapaTos? nyskT 71 Ipasun
HaJyIe)Xaled TpakTHKU
XpaHEeHUS
Jarta BhITycKa? nyHKT 71 Ipasun
HaJIekKAIEH IPaKTHKA
XpaHEeHHUs
KOJIMYECTBO BTOPHYHBIX myHKT 71 IlpaBui
(mOTpeGUTENBCKHX) YIAKOBOK HaJIexKaIeH MPaKTHKA
JICKapCTBCHHBIX npenapaTOB‘? XpaHEHHS
uHdopManys O IPOU3BOJUTENE nyHKT 71 IlpaBun
JNIeKapCTBEHHBIX [IPETApaTOB C yKa3aHHUEM | HaJyiexalled IpakTHKH
HauMEHOBaHHUH 1 MCCTOHAXOXIACHHSI XpaHEeHHs
(ampeca) MPOU3BOAMTELA JICKAPCTBEHHBIX
nmpenaparoBs?
CPOK TFOTHOCTH JIEKAPCTBEHHBIX nyskT 71 IpaBun
npenapaToB? HaJJIEXaIIeH NpaKTHKH
XpaHEeHHs
YCITOBHSI XpaHEHHUs U IEPEBO3KU nyukT 71 Ipasun
JNIEKapCTBEHHBIX NIPETIapaToB? HaJJIexKaei NpakTHKH
XpaHeHUs
HEOOXOIUMBIE NTPEeIyTIPEAUTENLHBIC nyHkT 71 Ilpasun
HaITUCU? HaIexae IpakTHKH
XpaHEeHHS
MAaHHITYJIATOPHBIE 3HAKHA? mnyskT 71 Ipasun
HaJyIe)Kamed IpaKTHKA
XpaHeHUs
DO. | Cobmomaercs iy 3alpeT Ha IOBTOPHOE nyHKT 63 Ilpasuin
UCII0Ib30BaHUE HEAOCTATOYHO HaJUIeXaeld MpaKTHKK
OXJTaKICHHBIX XJIaI03IEMEHTOB? XpaHEHHUs
D1. | Cobmopnaercs JM 3alpeT HA nyHKT 63 IIpasun

HaJyIeKae! IPakKTHKA
XpaHCHHS
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(momxHocTh ¥ @HO NODKHOCTHOTO JIKIIA, 3aI0JTHHBINETO IIPOBEPOYHBIH JIUCT, IOJIHUCE, aTa)

(mosmkHOCTS 1 ®VIO IOIDKHOCTHOTO JTMLA FOPHAXIECKOrO JIUIA, IPUCYTCTBOBABIICTO IIPH
3aII0JIHEHUY IPOBEPOYHOTO JIMCTA, MO/MNHKCH, 1aTa)




TTpunoxerue Ne 12

K Tipukasy denepanbHOR CITYXOBI

110 Ha#3opy B cepe 31paBOOXPaHEHUA
%

or 0944 A1 %N 9

®dopma

IIpoBepovHBIi JHCT
(cMHCOK KOHTPOJBHBIX BOIIPOCOB),
ucnoJb3yemblii ®enepaibHoi c1yx060ii o Haf30py B cdepe 31paBOOXPAHCHUS
 ee TEPPHTOPUAILHBIMY OPraHaMH NPH MPOBEICHUH IJIAHOBBIX POBEPOK MPH
ocymiecTB/IeHHH (helepaibHOr0 rocyaapcTBeHHOro Hajg3opa B cepe oGpameHnst
JeKAPCTBEHHbLIX CPEACTB
(TepeBO3Ka JIeKAPCTBEHHBIX MPENapaToB IS MEHIHHCKOTO npuMeHeHHUs B
anTeKe roToBbIX popm)

(HaWMEHOBaHNE OPraHa, OCYIIECTBIIIOMETO ILIAHOBYIO NPOBEPKY)

1. Buz rocyiapcTBEHHOTO KOHTPOJIA (namzopa)

2. Tlpeamer IUIAHOBOM TNPOBEPKH IOPHAMIECKHX JHAL M WHIUBUIYJIBHBIX
TpeAnpUHIMAaTENeH OrpaHHINBACTCS 06s3aTeTbHBIME TPEGOBaHIAMH, COOIIOICHAE KOTOPBIX
qBIIsieTCS HaHOoNee 3HAYMMBIM C TOYKH 3PEHMS HEIOMYIIEHWs BOSHHKHOBEHHA yrpo3bl
[IpHYMHEHUS BPe/Ia XU3HH, 310POBBIO IPaX/IaH, H3T0XKEHHEIMH B ¢opMe IpOBEPOYHOTO JINCTA
(criEcKa KOHTPOJBHBIX BOIIPOCOB).

3. HauMeHOBaHWe IOPHMAMYECKOTO IHMIA, (QaMuius, WMs, OTIECTBO (TIpH  HAJTIYHH)
MHMBHIYaJIEHOTO npeInpUHAMATEIS:

4. Mecto MpOBEACHUA IJIAHOBOH NpOBEPKH C 3aII0JJHECHUEM IIPOBEPOTHOIO JIUCTA.

5. PexBM3WTHI MPUKa3a O NPOBEJICHUN IUIAHOBOH MPOBEPKH: OT

Ne

6. Y4eTHBII HOMEp IPOBEPKH 1 IaTa IPHUCBOCHHS YICTHOTO HOMEpa npoBepkH B ExuHoM
peecTpe MPOBEPOK:

7. JIO/DKHOCTh, (GaMHIMA M MHALMANBL TOJDKHOCTHOTO Jiula (7Iu1), POBOAAIIETO(KX)
IUIAHOBYIO TIPOBEPKY:

1. ;

2. :
8. IlepeueHb BOIPOCOB, OTPAXaIOIIHUX CONCpKaHUE o0Os3aTebHBIX TpeOOBaHMH, OTBET HA
KOTOpEIE OAHO3HAUHO CBHU/ETENBCTBYET O COBIIOIEHHAN WM HEeCOOIIOACHUH FOPUINIECKUM
JIALIOM, MHIMBALYaNbHBIM TIPEAIPHHEMATENEM 005A3aTeNIbHBIX TpeGoBaHui, COCTABIIONIHX
npeaMeT IPOBEPKH:
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Ne
n/n

Bomnpocel, 0Tpakalomue coaep:KaHue
00s3aTEIbHBIX TPeGOBAHHH

PexBuznrhi
HOPMATHBHBIX
MPaBOBBIX AKTOB, C
yKa3aHHeM HX

BuIBOX 0 BHINIOJIHEHHH
TpeboBaHHuH

Aa HET

CTPYKTYPHBIX
€IMHAL, KOTOPLIMH

YCTAHOBJIEHbI
o0s3aTeILHBIE
TpeGoBaHus

Mysxt 4 cratbu 9 ®enepaabHoro 3akona or 12 ampeas 2010 r. Ne 61-@3 «O06 obpamennn
JIeKApCTBeHHbIX cpencT» (Cofpanue 3akoHoaaTenscTBa Poccniickoit ®enepamun, 2010, Ne 16,
ct. 1815; 2016, Ne 27, c1. 4283) (nanee - 61-®3), raasa 7 Ipasui Hapexkameii NPAaKTHKH XpaHeHHs
H NEpPeBO3KH JIEKAPCTBEHHBIX NPENapaToB I MEIMIHMHCKOr0 NPHMEHEHHS, YTBEP/KICHHbIX
npukaiom MuHHHCTepcTBa 3apaBooxpaHeHus Poccmiickoit ®enepanun ot 31 asrycra 2016 r.
Ne 6460 (3aperncrpuposan MunucrepcTBom foctunnu Poceniickoii ®@enepanuu 9 susaps 2017 r.,
perucrpamuonnbii Ne 45112) (nanee — IlpaBnaa napaexameii npakTukd xpanenus); Ilpasnia
XPAHEHHS JIEKAPCTBEHHBIX CPEACTB, YTBePKICHHbIE NpHKa30oM MHHACTEPCTBA 3APaBOOXPaHEHHS
m counaabHoro paspuTHa Poccmiickoit ®emepaumm or 23 asrycra 2010 r. Ne 706H
(3aperncrpnposan MumnucreperBom loctunmu Poccmiickoit ®enepanun 4 oxrabps 2010 r.,
perncTpanuonnniii Ne 18608) ¢ wH3MeHeHHAMH, BHeCeHHbIMH mpHKazoM MunucTepcTBa
3ApPaBOOXpaHEHAs H commaibHoro passutus Poccuiickoii ®enepamun ot 28 nexabpsa 2010 r.
Ne 1221n (3aperucTpupoBaH MunmncTepcTBoM loctuunn Poccuiickoii ®@enepanun 4 despais
2011 r., perncrpanuonnniii Ne 19703) (nasiee — IlpaBniia XpaHeHHs JIEKAPCTBEHHBIX CPEICTB)

1. CormacyroTcs 4 ¢ NOJTy4aTeseM myHKT 56 [IpaBun
OCTaTOYHBIE CPOKH TOAHOCTH HaJyTeXxaleil IpakTHKH
IIOCTABJIIEMBIX JIEKapCTBEHHBIX XpaHeHHs
mpernaparoB?

2. dukcupyercs Ju CyOBeKTOM 0OpaleHus nyHKT 58 [IpaBuin
JIeKapCTBEHHBIX TIPeNapaToB HHGOPMAIMs | HAIUIEKAINEH IIPAKTHKH
0 TIEPEBO3KE JIEKAPCTBEHHBIX NPENapaToB? | XpaHEHHs

nyHKT 61 [IpaBuin
HaJyieXXalned IpakTUKH
XpaHEeHHs

3. OcyecTBasieTcs 11 HHGOPMUPOBaHHE
OTIpaBHUTENs U (W) IOTydaTes
JIEKAPCTBEHHBIX MPENapaToB O
BBLISBJIEHHBIX B MPOLIECCE TIEPEBO3KH
ClTyqasx HapyIeHHs TEMIEPAaTyPHOro
peXuMa XpaHeHUs?

nyHkT 61 ITpaBun
HaJJIeXaIeH MpakKTHKH
XpaHECHHUs

4, OcymecTBisieTcs 11 HTHGOPMHUPOBaHKE
OTIIPAaBUTEIS U (MIIH) IOTy4YaTeNs
JIEKapCTBEHHBIX [TPENIapaToB O
BBISIBJICHHBIX B IIPOLECCE MIEPEBO3KH
ClTydasix HapyIIeHUs MOBPEXIACHUSL
yIIaKOBKH?
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cpencTBaM M3MEPEHHI:

5. [IpenocTaBisIoTes JIM CyOBEKTOM nyHKT 61 ITpasun
oOpaleHHs TeKapCTBEHHBIX IIPENapaToB HaUIeXkaled NPaKTHKH
110 3aIpocy MOJIyyaTells JeKapCTBEHHBIX XpaHeHUs
TIpeNapaToB CBEAEHHS O COOMONCHUH
TEMIIEPATYPHOT0 peXHMa IIPH EPEBO3KE
JIEKapCTBEHHBIX ITPENIapaToB?

6. Hcnonb3ytoTes K 1)1 IIEPEBO3KU nyHKT 62 IlpaBun
JIEKapCTBEHHBIX IIPENAapaToB HajjIeXxanel NpakTHKH
TPaHCIOPTHBIE CPEACTBA? XpaHEeHUs

7. O6GecneunBaloT JI TPAHCIIOPTHHIC nyHKT 62 IIpasun
CpelCcTBa B 060PYIOBaHHE [UIs IEPEBO3KH | HaUIeXKaIeH PaKTHKHA
JIEKApCTBEHHBIX IIPENapaToB Ka4ecTBO, XpaHEHUS
3¢ heKTHBHOCTH U 6€30MaCHOCTB
NEKAPCTBEHHBIX NPENapaToB?

8. Hcnons3yercs M P NEPEBO3KE myHKT 62 IIpasui
TepMOJIACHIILHBIX JIEKAPCTBEHHBIX HaJJIexaIeH NPakTHKU
[IperaparoB CIEHUATH3HPOBAHHOE XpaHCHUs
o6opynoBanue?

9. OGecreynBacT JIH CIeUAATH3HPOBAHHOE nyHkT 62 [IpaBun
o6opyaoBaHue MOIePKaHUE TPeOyeMbIX HaJJIe)Kalel IpaKTHKA
TEMIIEPATypHBIX PEKUMOB XpaHCHHUS XpaHCHUA
JNIEKapCTBEHHBIX NIPENIapaToB?

10. | IIpn mepeBo3Ke JIEKApCTBEHHBIX myHKT 63 IIpaBui
npenapaToB COOMONAETCS JIM YCIOBHE HajIIeKalleH MpaKTHKK
OTCYTCTBHS IPAMOI'0 KOHTaKTa XpaHCHHA
XJ1aJI03]IEMEHTOB C JIEKApCTBEHHBIMHU
IpenapaTaMy B H30TEPMUYIECKHX
KOHTeitHepax?

11 PykosoautesneM cyObekTa oOpameHus nyHKT 63 Ilpasun
JIEKapCTBEHHBIX TPENIAPaTOB IIPOBOIUTCA HaJIeXallen MpaKTHKI
JIX MHCTPYKTAX O IOPSAJAKE TIOATOTOBKU XpaHeHUs
HU30TEPMUIECKHX KOHTEHHEPOB K
TepeBo3Ke JIEKapCTBEHHBIX TIPENapaTos (C
YUETOM CE30HHBIX 0COGEHHOCTEH), a TakKe
0 BO3MOXHOCTH IOBTOPHOTO
AICTIONIB30BaHHSA XJIaJI03JIEMEHTOB?

12. | Ipomwro nu oGopynoBaHue, OTHOCALIEECH K nmyHKT 64 IlpaBun

HaJyTeXaIed NPaKTHKH
XpaHEHUS

IIepBUYHYIO OBEPKY M (/M) KaTUGPOBKY
N0 BBOJA B 9KCILTyaTalMIo?

myHKT 64 [Tpasui
HaJTexaled IIpakTHKH
XpaHEHHs
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[TepBHYHYIO MOBEPKY H (WIH) KaJMOpOBKY
nociie peMoHTa?

myHKT 64 [Ipasun
HaJJIexane NPakTUKA
XpaHEeHU

TIEPHOIUUECKYIO TIOBEPKY | (MIIH)
kaaMOpOBKY B TpoLiecce
3KCILTYaTalu?

myHkT 64 TTpaBun
HajIexKamed NpakTHKH
XpaHEHHA

I[OCTaBJ'[}IIOTCSI JIA JIEKapCTBCHHBIC

TIpenaparsl 1o aapecy, ykasaHHOMYy B
TOBapOCOMPOBORHTENBHBIX JIOKYMEHTaX?

myHKT 65 [pasun
HajyleXxxamen IIpaKTHKI
XpaHeHH

Co6moaaroTcs JIA YCIOBHA XpaHEHHS
JeKapCTBEHHBIX NIPENapaTos B
IOMEIIEHHMSX Ha TPAH3UTHBIX CKIanax?

nyHkT 67 IIpasun
HaJIe)Xalned IpaKkTHKI
XpaHEHUS

O6ecrieunBaeTcsd 11 0€30MacHOCTh
JNeKapCTBEHHBIX NIPENaparoB Ha
TPaH3HTHBIX CKJIafax?

nyHkt 67 [IpaBun
HaJyIeXxXamed IPpaKTHKH
XpaHEeHUs

Tapa, ynakoBka # MapKHp
HaUIeKaIIeii MPAKTHKH XPaHEHHs)

0BKA2 JIeKAPCTBEHHBIX NPENapaToB (CTAThA 46 61-®3, rnasa 8 IIpasua

16.

BiuseT nmu TpaHCIIOpTHAS Tapa Ha
Ka4ecTBO, 3O PEKTHBHOCTH U GE30I1aCHOCTD
JIEKApCTBEHHBIX NPENapaToB NPH HX
nepeBo3ke?

myHkt 68 Ipasun
HaJIe)Xaled IpaKTHKI
XpaHEHUs

OOecneunBacT i TPaHCIIOPTHAS Tapa
3aIUTy OT Bo3JeiicTBUs GakTopoB
BHEHIHEHN cpepl?

nyskT 68 IIpasun
HaJyIeXaled IpaKTHKI
XpaHEeHHUs

Bri6upaercs M TPaHCIOPTHAs Tapa,
YIIaKOBKA C YUYETOM:

nyHKT 69 ITpasun
HajUTIeXkKAaIe! IPaKTHKA
XpaHEeHHUA

TpeGOBaHuI K YCIOBAAM XPaHEHHA H
IIepEeBO3KH JIEKAPCTBEHHBIX TIPENapaToB?

myHKT 69 ITpasun
HaJyIeXKaIeH IPaKTHKU
XpaHEHUS

o6beMa, He0OX0AUMOTO0 JIs pa3MEIICHUA
NeKapCTBEHHBIX [PEnapaToB?

ryHKT 69 [Ipasun
HaJJIexalen NpakTHKU
XpaHEeHHS

xoneGaHuil TEMIIEPATYPhl OKpYyXKarolei
cpensi?

nyHKT 69 I1pasun
HajIexaed MpakTHKA
XpaHEHHUs

JUTHTENILHOCTH NIEPEBO3KH, BKITIOYasd
BO3MOXHOE ITPOMEXYTOYHOE XPAHCHHUE
JIeKapCTBEHHBIX IPENapaToB?

myHKT 69 ITpaBui
HaJjIeXXaler MpakTHKA
XpaHEHHUS
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19. | Ha TpaHcnOpTHYIO Tapy HaHOCSATCS JIH: myHKT 71 IpaBui
HaJyIeXalleH IPaKTHKA
XpaHEeHUs
HaUMEHOBaHUS JIEKAPCTBEHHBIX myHKT 71 IIpasun
npemnaparoB? HaIexane MpakTHKH
XpaHEHHUS
CepuH JIEKapCTBeHHBIX IIpenapaToB? nyskT 71 Ilpasun
HaJJIexanied NpakTHKA
XpaHeHHs
nara BeITycKa? nyHkT 71 Ilpasun
HaJyIe)Xalned IpakTHKA
XpaHEeHHUS
KOJIMYECTBO BTOPHYHBIX nyHKT 71 IIpaBun
(MOTpeOUTENBCKHX) YIIAKOBOK HaJyIexaIeH IPaKTHKA
JEKapPCTBEHHBIX TIPENapaToB? XpaHEHHUs!
HHPOpMALKA O IPOH3BOIUTENIC nyHkt 71 IlpaBun
JNIEKApPCTBEHHBIX [IPENApaToB C YKa3aHUEM | HaJulexalel MpakTHKA
HaMMEHOBAHHH U MECTOHAXOXICHHUS XpaHEHHUS]
(ampeca) IPOU3BOAUTENS JIEKAPCTBEHHBIX
mpernaparos?
CpPOK I'OIHOCTH JIEKapCTBEHHBIX nyHkt 71 IIpaBun
npenaparop? HaJJIe)XaIei TpaKTHKH
XpaHEeHHs
YCJIOBHS XpaHEHHs H [IEPEBO3KH nyskT 71 ITpaBui
JICKapCTBCHHBIX Hpel'IapaTOB? HaJJIeXKalen MpakTHKH
XpaHeHUs
HEOoOXOqUMBIE MPEAYIIPEIUTEIIbHBIC nyskt 71 [Ipasun
HaIHCH? HaJJIeKaIel IpakTHKY
XpaHeHHs
MaHUIIYJIATOPHBIE 3HAKH? nyHKT 71 IIpasun
HaJIexaIles MpakTHKA
XpaHEHHUS
DO. | Cobmogacrcs v 3anpeT Ha IIOBTOPHOE myHKT 63 IIpaBun
UCIIOIb30BaHHE HEAOCTATOYHO HaJJIexaIed NpakTHKH
OXJIXIECHHBIX XJIA03JIEMEHTOB? XpaHEHH
P1. | CobmomaeTcs M 3alpeT Ha nyHkT 63 IlpaBun
UCIIOJIE30BAHUE TOBPEXKIEHHBIX Ha/uIeKaIel IPaKTHKH
XJ1a/10971EMEHTOB? XPaHEHHS
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(momxsOCTh # ®HO JOIDKHOCTHOTO JINIA, 3alI0IHABIIETO IIPOBEPOYHBIN JIUCT, IOIIHUCH, JaTa)

(nomxuocTs 1 GUO HOMKHOCTHOTO JIHIA FOPHIXYECKOTO JINI, IIPUCYTCTBOBABIIETO MPH
3aoJHEHHH IIPOBEPOYHOrO JIUCTA, OIIHCE, JiaTa)




IMpunoxenue Ne 13
K npukasy PenepanbHoH CITyXOBI
TI0 Ha/30py B cepe 3ApaBOOXPAHEHNA

ot O f1 A Ne _GY3R T

dopma

IIpoBepoYHBIiH JHCT
(CIIHCOK KOHTPOJILHBIX BONPOCOB),
ucnosb3yemelii @eepaabHoii ciayx060ii Mo Haa3o0py B cepe 31paBoOXpaHeHHS
H ee TEPPHTOPUAJILHBIMHA OPraHaMH NIPH NPOBeJCHHH MJIAHOBBIX NpOBEPOK MpH
ocymiecTB/IeHHH (helepajibHOr0 rocy1apcTBeHHOro Haa3opa B cepe oOpameHus
JIEKAPCTBEHHbIX CPECTB
(TepeBo3Ka JieKapCTBEHHBIX NPENapaToB AJIsl MEJHIUHHCKOTO NPAMEHEHUH B
anTe4YHOM IyHKTe)

(Hameﬂona}me opraHa, OCYIIECTBIIAIOMECTO IJIaHOBYIO rrponeplcy)

1. Bun roCyIapCTBEHHOI'0 KOHTPOJIS (Ham3opa)

2. Tlpenmer TIaHOBOM TIPOBEPKH IOPMIMYECKUX JIHI M WHIABUTYJIBHBIX
[peATnpHHEMaTeNIell OrpaHUIMBAETCs 0053aTebHEIMH TpeGOBaHUAMH, COOIOICHHE KOTOPHIX
qBIsieTcs HauboJee 3HAYAMBIM C TOUYKH 3PCHMS HEIOMYLIEHHs BO3HUKHOBCHMS YIpO3BbI
TIPMYMHEHNS BPe/ia XH3HH, 3[0POBBIO TPAXKIAH, H3JI0XKCHHBIMH B ¢dpopme IPOBEPOTHOT'O JIUCTA
(CTIHCKa KOHTPOJIBHBIX BOTIPOCOB).

3. HauMeHOBaHHE OPHAWYECKOTO JHMIA, (aMWims, HM#A, OTYECTBO (pH HaJIMYAH)
WH/IMBHIyaJIbHOTO npeAnpUHAMATENS:

4. MecTo NpOBeJeHHs IUIAHOBOM IIPOBEPKH C 3alOJHEHMEM IPOBEPOYHOTO JHCTA.

5. PeKBM3HTHI NPUKA3a O NPOBEJEHUHN IUIAHOBOM IPOBEPKU: OT

Ne

6. YueTHBIH HOMEp MPOBEPKH U IaTa IPUCBOEHYS YYETHOTO HOMEpa IIPOBEPKU B Enunom
peecTpe NPOBEPOK:

7. JlomKHOCTB, (haMUIMs M MHHULKANB! JOJDKHOCTHOTO JIHIA (yu11), IPOBOAAMIErO(HX)
ILIaHOBYIO TIPOBEPKY: ,

1. ;

2. .
8. ITepedeHp BOMPOCOB, OTPAXKAONINX CONEPXKAHUC 006s13aTeNbHBIX TpeOOBaHMi, OTBET Ha
KOTOpBIE OJJHO3HAYHO CBUAECTEIBCTBYET O COOJIIONEHNH UM HECOOTIONEHHH FOPUIHIECKAM
JIMLIOM, HHIMBHIYanbHEIM MPEAIPHHAMATENEM 0053aTeIbHBIX TpeGoBaHuil, COCTABIIIOMNIX
IpeaIMeT IPOBEPKH:




PexBH3HTHI BeiB0J 0 BHINOJHEHHH
HOPMATHBHBIX TpeOOBaHUMH
Ne Bonpocel, oTpaxkalomue coaepxanue NPaBOBBIX AKTOB, ¢

n/n 00s3aTeJLHBIX TpeOoBaHMIA yKa3aHHeM HX aa HeT

CTPYKTYPHBIX
€HHMI], KOTOPLIMH

YCTAHOBJICHbI
00s3aTEIbLHBIE
TpebGoBaHUsA

Iyaxt 4 cratbn 9 @egepaianbHoro 3akona or 12 ampeust 2010 r. Ne 61-®3 «0O06 obpameHun
JIeKAPCTBEHHBIX cpeacT» (CobpaHue 3aKkoHonaTenscTBa Poccniickoi ®enepanud, 2010, Ne 16,
cr. 1815; 2016, Ne 27, cr. 4283) (nasnee - 61-@3), raapa 7 [Ipapui Hap1eKameH NPAKTHKH XPaHeHHS
H NepeBO3KH JEKAPCTBEHHBIX NPENapaToB s MEJIHIHHCKOro NPHMEHEHHs, yTBEPHICHHLIX
npukazoMm MuHECTEpCTBa 31paBooxpanennsi Poccuiickoit @enepanuu 0T 31 asrycra 2016 r.
Ne 646H (3aperncTpupoBan MunucrepcrBoM ocTunnn Poccniickoii ®enepaunn 9 susaps 2017 r.,
perncrpamuonnsiii Ne 45112) (manee — IlpaBuaa Hajjexamed NPaKTHKH xpanenns); [IpaBuia
XpaHEHHs JIEKAPCTBEHHBIX CPEACTB, YTBEPHIeHHbIe NPHKA30M MHHACTEPCTBA 3APABOOXPAHCHUS
M conmaabHoro paseuTusi Poccmiickoii ®eaepamunm or 23 asrycra 2010 r. Ne 706n
(3apermcrpupoBan MuHucrepcrsoM (octuuun Poccmiickoii ®enepannu 4 oxrsaops 2010 r.,
perucrpauuonnbiii Ne 18608) ¢ u3MeHeHHMH, BHECCHHBIMH NPHKA30M MusnucrepcrBa
3ApaBOOXpAHEHHs] M CONHUANLHOro pa3puTHsi Poccumiickoit ®egepanuu ot 28 nexab6ps 2010 r.
Ne 1221n (3aperncrpupoBan MusnucrepcTBoM locTunun Poccuiickoit @exepanun 4 ¢eBpans
2011 r., peructpaunonusiii Ne 19703) (nanee — IlpaBuiia xpaHeHHs JeKAPCTBEHHBIX ¢ DENCTB)

1. Cornacyrorcs JIx ¢ IOIy4aTeaeM myHKT 56 [Ipasui
OCTaTOYHBIE CPOKH FOJJHOCTH HaJJIe)KaIeH TpaKTHKH
NIOCTABJIAEMBIX JIEKaPCTBEHHBIX XpaHeHus
npenapaToB?

2. duxcupyercs i cyObEKTOM 0OpaleHuUs nyHkT 58 [IpaBun

JIEKapCTBEHHBIX IpenapaToB HHMopMaIms | HaJIexallel MPaKTUKA
0 TIEPEBO3KE JICKAPCTBEHHBIX IIpenaparoB? | XpaHCHUS

3. OcymectaisieTcs 11 HHGOPMAPOBAHHE nyskT 61 [Ipasun
OTIpaBUTENS U (MJIH) [IOTy4aTels HaJIexaIed IpakKTHKH
JIeKapCTBEHHBIX NTPENApaToB O XpaHeHus

BBIABJIEHHEIX B IIPOLIECCE ITEPEBO3KH
CIIyJasx HapyLICHHs TEMIIEPaTypHOro

pexuMa XpaHEeHHUs?

4. OcymecTBisieTcs 1 HHPOPMUPOBAHHUE myHKT 61 [IpaBui
OTIpaBUTENS U (MJIH) HOITy4aTels HaJTeKaIIeH IPaKTHKH
JIEKApCTBEHHBIX IIPENapaToB O XpaHEHUs

BBIABJIEHHBIX B IpOLiECCe NIEPEBO3KH
Clydasx HapyIIeHHUs MOBPEXICHHUS
yIIaKOBKH?
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5. TIpemocTaistoTes 1 Cy6heKTOM nyHkT 61 IIpaBuin
obpalieHus TeKapCTBEHHbIX penapaTos HaJJIeXKaIneH NpaKTHKH
IO 3aIpocCy MOJIydaTeNs JEKapCTBeHHBIX XpaHeHHs
TIpenapaToB CBEACHUS O COOMIONCHAN
TEMIIEPATYPHOTO PEXUMa IIPH NEPEBO3KE
JIEKAPCTBEHHBIX IIPENapaToB?

6. Hcnons3ytoTes 1 A7 MEPEBO3KH nyHKT 62 [IpaBuin
JIEKApCTBECHHBIX IIPENAapaToB HaIexaInei NpaKTHKH
TPaHCIOPTHBIE CPeACTBa? XpaHEeHHS

7. OO0ecreunBaroT JIX TPAHCIIOPTHBIC nyHKT 62 [IpaBui
cpencTBa M 060OPYHOBAHHE I/ IEPEBO3KH | HA/UIEKaIeH NPaKTHKHA
JIEKapCTBEHHBIX IPEapaToB Ka4ecTBO, XpaHEeHHUS
3¢ heKTHBHOCTH U 6€30MaCHOCTB
JNEKapCTBEHHBIX NIPENapaToB?

8. Hcmone3yeTcs JIM IIPH NEPEBO3Ke nyHkT 62 Ipasun
TEPMOTaOUITBHBIX JIEKAPCTBEHHBIX HagIeXaled NpaKTHKH
[penaparoB CIeLUATH3NPOBaHHOE XpaHeHuA
oGopyznoBaHue?

9. O6ecnieynBaeT JIU CIICHUATM3APOBAHHOEC nyHKT 62 IIpaBun
o6opyoBaHue MOAEPKAHHE TPeOYEeMBIX HaJJIexalei NpakKTHKK
TEMITEPATYPHBIX PEXUMOB XPaHCHHUA XpaHCHUA
JNIEKapCTBEHHBIX NPeapaToB?

10. | IIpm nepeBo3Ke JIEKApPCTBEHHBIX nyHkT 63 [Ipasun
TpernapaToB COOMONAETCA TN YCIOBHE HajIexalen npakKTHKH
OTCYTCTBHS IIPAMOro KOHTaKTa XpaHCHHA
XJ1a/1037IEMEHTOB C JICKapCTBEHHBIMHU
Ipenaparamy B H30TEPMHUIECKUX
KOHTeHHepax?

11 PykoBoauTteneM cyOBbekTa 0OpalneHus nyHKT 63 Ipasui
JIEKApCTBEHHBIX NIPENapaToB MPOBOAUTCS HaJjIexKaliei mpaKTHKY
JIM HHCTPYKTaX O MOPSIKE IOATOTOBKH XpaHCHHUs
H30TEPMHUYECKHX KOHTEHHEPOB K
TIepeBO3Ke JEKapPCTBCHHBIX TIPENapaTos (C
YYETOM CE30HHBIX 0COOEHHOCTEIH), a TaKKe
0 BO3MOXHOCTH I1IOBTOPHOTO
HCIIOIb30BAHHS XJIA0IEMEHTOB?

12. | IIpotuno nu oGopynoBaHKe, OTHOCAMIEECH K myHKT 64 ITpaBun

CpeacTBaM M3MEPEHHIA:

HajTexaued NpakTHKu
XpaHEeHUS

TIepPBUYHYO MOBEPKY M (M) KATHUOPOBKY
N0 BBOJA B OKCILTYaTalMIO?

myHKT 64 ITpaBui
Ha[UTexKateH npaKTKu
XpaHEeHHs
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TEePBHYHYIO MOBEPKY U (W) KaTHGPOBKY
rocjie peMOHTa?

nyHkT 64 TIpaBun
HaJJiexaleil MpakTHKA
XpaHEeHHs

TIEPHOIMYECKYIO [IOBEPKY M (MIIH)
KaIHOPOBKY B IpoLIECcCe
9KCIUTyaTaluu?

myHKT 64 TIpasin
HayieKaiei MpakTHKH
XpaHeHMs

HOCTaBJ'IHIOTC}I JI JICKapCTBCHHBIC

mpernaparsl 110 aipecy, ykasaHHOMY B
TOBapPOCOIPOBOUTENBHBIX JOKYMEHTaX?

nyHkT 65 IlpaBun
HaJyIeXalen IpakTUKA
XpaHeHHus

Co6r0Aar0TCs TN YCIIOBHS XpaHCHUS
JIEKapCTBEHHBIX IIPEMNapaToB B
TIOMEIIEHNAX Ha TPAH3UTHBIX CKIa1ax?

nyHKT 67 IIpaBui
HaJJIe)Kalney MpakTHKA
XpaHeHHs

O6ecrieunBaercs 11 6€30MacHOCTh
JIEKapCTBEHHBIX NIPENapaToB Ha
TPaH3UTHBIX CKIafax?

nyakT 67 IlpaBuin
HaJJIe)Kaled MpakTHKA
XpaHEeHHs

Tapa, ynakoska H MADKHPOBKA JIEKaPCTBEHHbIX NpeNapaTos (craTns 46 61-®3, rnasa 8 [lpasua

HaJUIeKamell NPAKTHKH XPaHEHNUs)

16.

Biusier 1H TpaHCIIOPTHAs Tapa Ha

KadecTBO, 3 PEKTHBHOCTE H O€30I1aCHOCTD

JE€KapCTBEHHBIX NIPENApaToB MpH UX
mepeBo3Ke?

myHKT 68 IIpaBui
HaJyIeXamen IpaKTHKA
XpaHCHUSA

O6ecneunBacT I TPAaHCIIOPTHAA Tapa
3aIUTY OT BO3AeiCTBHSA HaKTOpOB
BHEIIHEH cpennl?

nyHKT 68 IIpaBun
HaJIeXKAaIEN IPaKTHKI
XpaHeHHus

BrIOupaeTcs M TpaHCIOPTHAS Tapa,
YIIaKOBKA C Y4ETOM:

nyHKT 69 IIpasun
HaJjIe)Xalled TPaKTHKU
XpaHCHUSA

TpeGoBaHU K YCIOBHAM XpaHEHHS U

TIepEBO3KH JIEKAPCTBEHHBIX penapaTos?

nyHKT 69 [TpaBui
HaJlJIe)Kalen MpakKTHKU
XpaHEeHH

JeKapCTBEHHBIX NPETIapaToB?

06beMa, HeoOXOAUMOTO [T Pa3MEICHUS

niyHKT 69 Ilpasun
HaJjIeXaIeH MpakTHKA
XpaHEeHus

Kojiebanuit TemMIepaTyphl OKpyXKaromeH
cpenbl?

oyHkT 69 Ilpasun
HaJyIeKalled IPaKTUKU
XpaHEHHUS

JUIMTEILHOCTH ITEPECBO3KHU, BKITIOIas
BO3MOXXHOE ITPOMEIKYTOIHOEC XpancHue
JIEKapCTBCHHBIX npenapaTOB?

nyHkT 69 Ilpasun
HaJUIeXKaIeH IPaKTHKA
XpaHEHHS
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HCIIONBb30BaHHe MOBPEXKICHHBIX
XJIa003JIEMEHTOB?

19. Ha TpaHCIIOPTHYIO Tapy HaAHOCSATCS JIH: myHkT 71 IpaBun
HaJyIe)xaled IpaKTHKH
XpaHEHHS
HaVMEHOBaHH JIEKAPCTBEHHBIX nyHKT 71 IIpaBui
npenapaTos? HaJJIe)Xamel NpakTHKH
XpaHeHHA
cepuM JIEKapCTBEHHBIX IIpenapaToB? myHKT 71 Ipasun
HaJUIeXale! IpaKTUKH
XpaHeHUs
JlaTa BBITyCKa? nyHKT 71 Ipasun
HaJyIeXaled IpaKTHKA
XpaHEeHHUs
KOJINYECTBO BTOPHYHBIX nyukt 71 Ipasun
(moTpeOUTENHCKHUX) YIIAKOBOK HaJyIeXaIe IpaKTHKH
JICKAPCTBCHHBIX HpeHapaTOB? XpaHeHHs
HH(pOpMaLUs O IPOU3BOJUTEIIC myHKT 71 Ipasun
JNIEKApCTBEHHBIX MIPENapaToB C YKa3aHUEM | Ha[UIeKalIeH MPaKTHKH
HaUMEHOBAHHUH ¥ MECTOHAXOXKICHHS XpaHEHHUs
(ampeca) mpOHU3BOAUTEIS JICKAPCTBEHHBIX
mpernaparoB?
CPOK T'OHOCTH JIEKAPCTBEHHBIX myHKT 71 IIpaBun
npernaparoB? HaJJIe)Xalieil NpakTHKH
XpaHEHHS
YCJIOBHSI XpaHEHHS H IIEPEBO3KHU nyHkT 71 IlpaBun
JIEKapCTBEHHBIX IIPenapaToB? HaJJIe)Kanel NpakTHKH
XpaHEHUs
HE0OXOUMBIE IIPEeaYIPEAUTEILHBIC nyHkT 71 ITpaBuin
HaIHucH? HaJIexKamel IpakTHKH
XpaHEHHs
MaHHITYJIITOPHBIE 3HAKA? nyHkt 71 Ilpasui
HaJyIexKamed IpaKTHKA
XpaHeHUs
R0. CobirroiaeTcs JIM 3aIpeT Ha OBTOPHOE nyHKT 63 IIpaBun
HCIOIB30BaHUE HEAOCTATOYHO HaJUIeKAIIER TPaKTHKH
OXJIaXKIEHHBIX XJIaJ09IEMEHTOB? XpaHEHHUs
D1. | Cobmonaercs Jd 3alpeT HA myHKT 63 IlpaBun

HaJJIe)XKalled MPaKTHKA
XpaHCHHUs
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(momxHocTh ¥ PHIO T0DKHOCTHOTO JIMIIA, 3aIIOTHHBINCTO TIPOBEPOYHBIH JIACT, IOAIHCD, 1aTa)

(nomxnocts # @HO N0DKHOCTHOTO JIHIA IOPHHICCKOro JIMLIa, IPUCYTCTBOBABIIETrO X
3aMoTHEHUH IIPOBEPOYHOIO JINCTA, IOJIIHCE, Jara)




IMpunoxenue Ne 14
K mpuKasy QezxepanbHOH cryKObI
110 HaJ30py B cpepe 3ApaBOOXPAHEHUS

OT@QJ/‘M/%NQ QL/ AY

®dopma

IIpoBepo4HbBIii JIHCT
(CITHCOK KOHTPOJIbHBIX BONPOCOB),
ucnoJb3yemblii @eaepaabHoii cay:x00i Mo Ha30py B cdepe 31paBOOXpaHeHHSA
H ee TePPHTOPHAIBLHBIMH OPraHAMH NPH NPOBeleHHH MJIAHOBBIX NPOBEPOK NPH
ocymiecTB/IeHHH (helepaibHOTO rocyIapCTBEHHOro HAA30pa B cdepe oOpalenus
JIEKAPCTBEHHbIX CPEACTB
(mepeBo3Ka JIeKapCTBEHHBIX NpPenapaTos AJisi MEHUHHCKOro NPAMEHEHHH B
anTe4YHoM KHOCKe)

(HaUMEHOBaHKE OPraHa, OCYIECTBIIONIETO MIAHOBYIO pPOBEPKY)

Bun roCyIapCTBEHHOTO KOHTpPOJIIA (namsopa)

2. TlpemMeT TMJIAaHOBOH MpPOBEPKH MOPHIAMYECKMX JHMI H HMHIWBHIyaJbHBIX
TpeAIpUHAMATeIel OrpaHHIMBAETCS 00A3aTeIbHBIMHU TpeGOBaHUAMH, COOTIOCHUE KOTOPBIX
gBSeTcs Hambolee 3HAYMMBIM C TOYKHM 3PEHHs HEJOMYLICHHS BOSHUKHOBCHHA YIPO3DI
TIPUYMHEHHS BPe/a XH3HH, 3[0POBBIO IPAK/IAH, U3JI0XKCHHBIMH B (dopMe MPOBEPOYHOTO JIUCTA
(CIIMCKa KOHTPOJIBHBIX BONIPOCOB).

3. HanMeHOBaHHME OPHIMUECKOTO IHI@, (amuius, WM, OTIECTBO (mpH HATMYAH)
HHIVBHIYaJIEHOT'O IpeATPUHAMATENS:

4. Mecto IIPOBEACHNA IIJIAHOBOM IPOBEPKHU C 3alI0OJIHEHUEM IIPOBEPOYHOI'O JUCTAa:

5. PeKBH3UTHI NPUKAa3a O MPOBEJICHAN IUIAHOBOH IPOBEPKH: OT

Ne

6. V4eTHbIi HOMEp MPOBEPKH U JJaTa MPUCBOCHUS YIETHOTO HOMepa IPOBEPKH B EmuHoM
peecTpe NPOBEPOK:

7. JJomxHOCTh, GaMHINsA ¥ MHHLMAIBI JOJDKHOCTHOTO JIHIIA (ymH1), TIPOBOAAIIEro(KX)
ILUTAHOBYIO IPOBEPKY:

1. ;

2. .

8. [lepeyeHb BOIIPOCOB, OTPAXKAIOIINX CONEPIKAHHE 00s3aTeIbHBIX TpeOOBaHMM, OTBET HA
KOTOpBIE OJJHO3HAYHO CBHIETENECTBYET O COOIIONCHAH WK HecoOIII0IeHUH FOPUINYIECKAM
JIMLOM, MHAMBAIYaTEHEIM IIPEIIPUHAMATENIEM 00s3aTeBHBIX TpeGOBaHUH, COCTABIIAIOIINX
IpeMeT IPOBEPKH:




PexBU3HTHI BoiBoj 0 BBITIOJTHEHHH
HOPMATHBHBIX TpeboBaHHH
Ne Bompocsl, 0Tpa’kalomiue coaepraHue pPABOBBIX AKTOB, €

n/n 00s3aTeILHBIX TPeOOBAHHIH yKa3aHHEM HX aa HeT

CTPYKTYPHBIX
eIMHMIl, KOTOPHIMH

/ YCTaHOBJICHDI
o0s13aTeILHBIE
TpebGoBaHuA

Hynxt 4 cratbn 9 PexepajbHOro 3aKoHa OT 12 anpeas 2010 r. Ne 61-@3 «OG obpamennu
JexapcerBeHnbix cpeacTsy» (Cobpanue 3aKOHOIATEILCTBA Poccuiickoii ®enepauun, 2010, Ne 16,
cT. 1815; 2016, Ne 27, cT. 4283) (nanee - 61-@3), raasa 7 IlpaBua HaJJIeKameil MPaKTHKH XPaHEHHs
H NepPEBO3KH JIEKAPCTBEHHBIX MpPENapaToB MJif MeIHIHHCKOro NPHUMEHCHHS, YTBEPKACHHBIX
npuka3oM MHHHCTEPCTBA 3APABOOXPAHECHHI Poccuiickoii ®enepanum or 31 aBrycra 2016 r.
Ne 646H (3aperucTpupoBan MHHHCTEPCTBOM IOCTHUHHA Poccuiickoit ®enepanuu 9 susaps 2017 r.,
perucrpamuonnbiii Ne 45112) (nanee — IIpaBnia Hapiekameii NpakTHKH XxpaHenns); Ilpasuna
XpaHeHHS JIEKAPCTBEHHDBIX CPEICTB, YTBEPKICHHbIE IIPHKA30M MHuHHCTEPCTBA 3APABO0XPAHEHHS
u commanbHoro paspuTus Poccuiickoit ®egepanmu oT 23 aBrycra 2010 r. Ne 706m
(3aperncrpupoBaH  MHHHCTEPCTBOM OCTHIHH Poccmiickoit Pegepamuu 4 oxrabps 2010 r.,
peructpaumonnbii Ne 18608) ¢ w3MeHeHHSMH, BHECEHHBIMH MPHKA30OM MunucrepcTBa
3ApPaBOOXpAHEHHs H COLMAIbLHOre passuTHs Poccumiickoi ®enepanun or 28 nexabps 2010 r.
Ne 1221n (3aperucTpupoBaH MHHHCTEPCTBOM IOCTHIHHA Poccuiickoii ®enepauun 4 despans
2011 r., perucrpanuonnbiii Ne 19703) (1asiee — IIpaBuia XxpaHeHHs JEKAPCTBCHHBIX ¢ DECTB)

1. CoryacyroTcs JiH € MOJIydaTeneM myHKT 56 IIpasun
OCTaTOYHEIE CPOKH IOJHOCTH HayIexanel mpakTHKA
[IOCTABJIIEMBIX JIEKAPCTBEHHBIX XpaHEeHHs
npenaparop?

2. ®ukcupyercs Jii CyOheKTOM 00paIneHus nyskT 58 IIpasun

JIeKapCTBEHHBIX MpenaparoB HHGopMalmEs | HaJie)KarieH IPakTHKA
0 TepeBO3Ke JIEKaPCTBEHHBIX NIPENapaTos? | XpaHCHHUSA

3. OcymecTBisercst i HHPOPMUPOBaHHE nyHKT 61 ITpaBun
OTIpaBHUTeNs U (MIH) MOJTyYaTens HaJIeXKaIeH IPaKTHKH
JIEKApCTBEHHBIX IIPENapaToB O XpaHeHUs

BBIABJICHHBIX B IIPOLIECCE [IEPEBO3KH
cly4asx HapyLIeHHs TEMIIEPATYPHOTO

peXuMa XpaHEHHA?

4. OcymecTBisiercs Jin MHGOPMHPOBaHHE nyHkT 61 Ilpasun
OTIpaBuTeNs U (MIH) MOJIy4YaTess HaJUIexareil IpakTUKK
JIEKapCTBECHHBIX MPENapaToB O XpaHeHHs

BBISBJIEHHBIX B IIpOIIEcCE MEPEBO3KH
cIydasx HapyIeHHs MOBPEXKICHHUA
YIIaKOBKH?
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CPEACTBAaM H3MEPEHMI:

5. ITpenocrasisioTes M CyOHEKTOM nyskT 61 Ipasun
00OpalleHHs JTeKapCTBEHHBIX IPENapaToB HaUIexamed MpaKTHKA
TI0 3aMpOCy MOJIydaTelis JIEKApCTBECHHBIX XpaHeHHs
TIpenapaToB CBEACHHS O COOMIOCHAN
TEMIIEPATYPHOTO PEKMMa IIPH IIEPEBO3KE
JNIEKapCTBEHHBIX IIpeNapaToB?

6. Hcnons3yroTes T IS IEPEBO3KH nyHKT 62 Ilpasun
JIEKapCTBEHHBIX IIPENApaToB HaJUIeXxanedl NpakKTHKH
TPaHCIIOPTHBIE CPEACTBa? XpaHeHUs

7. OG6ecreunBarOT JIM TPAHCIIOPTHEIE nyHkT 62 IIpaBun
cpezcTBa H 000pyIOBaHHE JUIA IEPEBO3KA | HAJUICKAIIEH TPaKTHKH
JIEKApCTBEHHBIX IPENAapaToB Ka4eCTBO, XpaHCHHUs
3 (eKTHBHOCTD U GE30IACHOCTD
JNEKapCTBEHHBIX NIPENapaToB?

8. Hcnonp3yeTces U U IEPEBO3Ke myHKT 62 IIpaBuit
TepMOJTaOHIIBHBIX JICKAPCTBEHHBIX HajiIeKalen mpakTHKH
[IpernaparoB CIEIUATU3NPOBAHHOE XpaHCHH
oGopynoBaHue?

9. Ob6ecrieunBaeT JIM CIeIHaTH3MPOBAHHOE nyHkT 62 [pasun
o6opynoBanue MONIEPKaHUE TPEOYEMBIX HajyIeXxallel MpaKTHKK
TEMITEPATYPHBIX PEXHMOB XpaHCHHA XpaHCHAA
JNIEKApCTBEHHBIX NIPENapaToB?

10. | Ilpm mepeBO3Ke JIEKAPCTBEHHBIX nyHKT 63 IIpaBun
IperapaToB COOMONACTCS JIH YCIOBHE HaJUIeKaIen MpakTHKH
OTCYTCTBHS MPAMOIO KOHTaKTa XpaHCHUA
XJII03JIEMEHTOB C JIEKAPCTBEHHBIMHU
IpenapaTaMy B H30TEPMHIECKHX
KoHTeitHepax?

11 | Pyxkosoaurenem cy6nexTa oGparieHus nyHKT 63 IIpaBun
JIEKApCTBEHHBIX TIPENAapaToB IPOBOAUTCA HajyIeKallel MpaKTHKK
JI¥ HHCTPYKTaX O MOPSA/IKE MOJTOTOBKH XpaHCHHA
H30TEPMHYECKUX KOHTEHHEPOB K
nepeBo3KeneKapcheHHLD<npenapaTOB(c
yUETOM CE30HHBIX 0COOEHHOCTE), a TakXKe
0 BO3MOXXHOCTH IIOBTOPHOTO
MCIIONE30BAHHS XJ1aJ03)IEMEHTOB?

12. | Mpouwto mm o60pyaoBaHie, OTHOCALIEECS K nmyHKT 64 IlpaBui

HajJIexKane NpakTHKA
XpaHeHus

TIEPBHYHYIO MOBEPKY M (MIIH) KamuGpoBKy
0 BBOJIA B 9KCILTyaTalMIo?

myHKT 64 IIpasui
HaUTeXaIleH IPaKTHKH

XpaHEHHA
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TIepBHYHYIO TIOBEPKY M (WIH) KaTHOpPOBKY
nocjie peMoHTa?

myHKT 64 TIpaBun
HaJyiexalleil NpakTHKH
XpaHeHHS

IEPHOIMYECKYIO TIOBEPKY H (WIH)
KkaTHOpOBKY B MpoLecce

myHKT 64 IIpasun
HajanexaueH NpakTHKH

JICKapCTBEHHBIX nmperaparos Ha
TPAH3UTHBIX cKiagax?

3KCIUTyaTaLMH? XpaHEeHHs

13. | JlocTaBisArOTCS JIM JICKApCTBEHHBIC myskt 65 IIpaBun
TIpenaparsl o ajapecy, ykasaHHOMY B Hajexanedl NpaKTHKA
TOBapOCONPOBOMUTENBHBIX IOKyMEHTaX? XpaHeHUs

14. | CobirogaroTcs JIM YCIOBHS XPAHECHUS nyHKT 67 I1paBui
JE€KapCTBEHHBIX IIPEIapaToB B HajyIexaniell IpakTHKA
IOMEIIEHHIX Ha TPAH3UTHBIX CKianax? XpaHEHH

15. | OBecneunBaetcs 11 O€30I1aCHOCTD nyHkT 67 IIpaBui

HayIexamei NpaKTHKH
XpaHeHHUS

Tapa, ynakoBKa H MAPKHPOBKa JIEKAPCTBEHHBIX NPENapaTos (craThs 46 61-®3, rnasa 8 Ilpasna
HaQJIexKanel NPAKTHKA XpPaHECHHS)

YIIaKOBKA C Y4YC€TOM!

16. | Bauser mu TpaHCHOPTHAA Tapa Ha myHKT 68 IIpasun
KauecTBo, 3 PeKTHBHOCTL ¥ Ge30macHOCTD | HajUIeXalleH NPaKTHKA
JIEKapPCTBEHHBIX NPENApaToB IPH HX XpaHEeHHUs
nepeBo3ke?

17. | ObecneunBaeTt 11 TpaHCIOPTHASA Tapa nyakT 68 IIpaBun
3aIATY OT Bo3aeiicTBHs haKkTopoB HaJIexammen IpakTHKI
BHELIHEH cpeibl? XpaHeHUs

18. | Bribupaercs i TPAHCIOPTHAA Tapa, nyHKT 69 IIpaBun

HaJUIeXKAIEH ITPAKTHKH
XpaHCHHUS

Tpe6GoBaHUif K YCIOBHAM XPaHEHHS U

TEPEBO3KH JIEKAPCTBEHHEIX MpenapaTos?

nyHKT 69 ITpaBun
HajUTIeKaIen IPakKTHKA
XpaHEeHHUA

JNIEKapCTBEHHBIX MPENapaToB?

o6beMa, He0OX0UMOTO UL Pa3MEIICHU

nyHKT 69 Ipasun
HaJIJIeXKalned MpaKTHKA
XpaHEeHHUS

KosteGaHuil TEMIEPATyPhl OKPY KaloIeH
cpensi?

nyukT 69 Ilpasun
HaJIexKaIen IpakTHKA
XpaHEHHUs

JUTUTENILHOCTH [IEPEBO3KH, BKITFOYAs
BO3MO>KHOE IIPOMEXYTOYHOE XpaHEHHE
JNIEKapCTBEHHBIX MIPENapaToB?

nyHKT 69 IIpasun
HaJuIeXxamed IpaKTHKI

XpaHEeHHUs
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19. | Ha TpaHCHOPTHYIO Tapy HaHOCATCS JIH: nyHkT 71 ITpasun
HaJIeXalled IPaKTHKA
XpaHCHHUS
HaMMEHOBaHHMS JICKaPCTBEHHBIX nyHkT 71 Ilpasun
mpenapaToB? Hajytexarneil NpakTHKH
XpaHEeHHUs
CepyH JTeKapCTBEHHBIX TIPenapaToB? nyHkT 71 IlIpaBui
HaJIeXKalled IPaKTHKA
XpaHeHHs
Jara BeIIycKa? myHKT 71 Ilpasun
HajUIeXKameR NPakKTHKI
XpaHEHHUS
KOJMYECTBO BTOPHYHBIX nyskt 71 Hpasun
(moTpeGUTENBCKHX) YIIAKOBOK HaJTeKaImen IPaKTHKA
JNEKapCTBEHHBIX IPENapaToB? XpaHEHHUS
uHGOpMaLHs O IPOU3BOJUTENE nyHkt 71 Ilpasun
JIEKapCTBEHHBIX MIPETIAPaTOB C YKA3aHHUEM | HajiexalleH IpakTHKY
HauMEHOBAHHI 1 MECTOHAXOXKICHHS XpaHEHMUs!
(ampeca) MPOU3BOAUTEIS JISKAPCTBEHHBIX
npenaparon?
CPOK rOJJHOCTH JIEKapCTBEHHBIX nyHkT 71 Ipasuin
npenapaToB? Hauiexanei NpaKTHKH
XpaHeHHUs
YCJIOBUS XpaHEHHS U IIEPEBO3KH myHkT 71 Ipasun
JICKapCTBEHHBIX npenapaTOB‘? Haﬂnex(ameﬁ TIPaKTHKH
XpaHCHHUS
HEOOXOMUMBIC IPEAYIIPEUTEIbHBIC myHkT 71 IIpasun
HaAMUACH? HajJIexKalel NpakTHKH
XpaHEeHHs
MAaHHUITYJIATOPHBIE 3HAKU? nyskt 71 Ipasun
HaJIeXamei IpakTAKY
XpaHEeHHs
D0. | Cobmogaercs ¥ 3apeT Ha MOBTOPHOE nyskT 63 Ilpasun
HCII0IE30BaHUE HEAOCTATOYHO HaJUIeXaIe MpakTUKA
OXJTAKICHHBIX XJIaJ03IEMEHTOB? XpaHeHHUs
P1. | Cobmomaetcd ¥ 3ampeT HA nyHkT 63 IlpaBui
ACIIONIE30BaHAE TOBPEKICHHBIX HauIexaniei NpaKTHKH
XJIaJI03JIEMEHTOB? XpaHEHHS




(momxHocTh ¥ OYO TOMKHOCTHOTO JIHIIA, 3aI0THUABIIETO TIPOBEPOUHBIH JIACT, IOJIHCE, AaTa)

(nomwxHOCTH ¥ ®VIO NOMKHOCTHOTO JMIA IOPAIHUECKOr0 JIMNA, TPACYTCTBOBABIICTO TIPH
3aI0JIHEHHH POBEPOYHOTO JIUCTA, IIOMITHCE, 1aTa)
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[Mpunoxernue Ne 15
K mpukasy DenepanbHoOH CIyXO5I
10 HaA30py B cdepe 31paBOOXPaHECHHS

ot (911814 Ne G438

®opma

IIpoBepO4HBIH JIMCT
(CIHCOK KOHTPOJILHBIX BONPOCOB),
ncnoJbiyemblii ®denepaibHOii cay:x60ii o HaA30py B cdepe 3APaBOOXPAHEHHS
H e TePPUTOPHAILHLIMH OPraHaMH NPH NPOBeIeHHH MIIAHOBBIX NpOBEPOK NPH
ocymiecTBJIeHHH (peilepajIbHOT0 rocyIapcTBeHHOro Haa30pa B cdepe oOpaieHus
JIEKAPCTBEHHBIX CPEACTB
(mepeBo3Ka JieKaPCTBEHHbIX MPeNapaTos AJifl MEAHIMHCKOTO npuMeHeHHs B
anTeKe NMPOH3BOJACTBEHHOM)

(HaPIMCHOBaHPIe oprana, OCYIIECTBILIIOIMETO TUIAHOBYIO l'IpOBepKy)

1. Bug roCyJapCTBEHHOTO KOHTpOJIA (Hag3opa)

2. TlpemMer TwUIaHOBOH MpPOBEPKH IOPHAMYECKHX JHMI M MHIMBHUYaJIbHBIX
npeATpUHMMaTeNIei OrpaHHMBaETCs 00A3aTeNbHBIMY TpeGOBaHUIMH, COOIIOACHHUE KOTOPBIX
qBISIETCH Haubolee 3HAUMMBIM C TOYKH 3DEHHs HEIOIMYIIeHHA BOZHUKHOBECHHS YIPO3BI
IPUYHHEHNS BpeJia )KU3HH, 3[0POBBIO TPAX/IAH, H3NI0KCHHEIMA B dopme IPOBEPOYHOTO JIUCTA
(CITHCKA KOHTPOJIBHBIX BOIIPOCOB).

3. HauMeHOBaHWE OPHAMYECKOTO JMIA, (amMuiwus, HM#A, OTIECTBO (mpn HATHYAH)
WHIUBUIYaIBHOTO | npeAnpUHAMATENS:

4. Mecto IpOBEACHUA IIJIAHOBOM IPOBEPKU C 3aII0JIHCHUEM ITPOBEPOYHOI'O JIACTA:

5. PeXBM3HTHI IIPUKa3a O NPOBEJICHAH IUIAHOBOH MPOBEPKHU: OT
Ne

6. YueTHbII HOMep IPOBEPKH ¥ JaTa IIPUCBOCHNUS yUETHOTO HOMEPa IIPOBEPKU B EnuaoMm
peecTpe NPOBEPOK:

7. JoImKHOCTh, (paMIIUS ¥ WHUIKAIBI JOJDKHOCTHOIO JIMIA (o1un), IPOBOSAIIEro(HX)
IUIaHOBYIO IIPOBEPKY:

1. ;

2. .
8. IlepeueHs BONPOCOB, OTPAXKAIOIIHUX CONCpKAHHE 00s3aTeNBHBIX TpeOOBaHui, OTBET HA
KOTOpbl€ OJHO3HAYHO CBHUAETENBCTBYET O COBJIIOICHUH WM HECOOINIOACHUH IOPUINIECKUM
JIMIIOM, UHAWBHIYaJIBHBIM MIPEANPUHIMATEIEM 0Gs3aTeNbHBIX TPeOOBaHHM, COCTABIAIOLINX
peMeT IPOBEPKH:
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PexkBH3HTHI BbIBOJ 0 BLINOJIHEHHH
HOPMAaTHBHbBIX TpeboBaHUMH
Ne Bonpockl, 0Tpazkalomue coaepkaHne NpaBOBBIX AKTOB, ¢

n/n o0s13aTeJbHBIX TpeOoBaHMit yKa3aHHEM HX aa HeT
CTPYKTYPHBIX
¢{HHHII, KOTOPbLIMH
YCTAHOBJICHBI
o0A3aTeIbHbIEC
TpeboBaHUA

IHynxT 4 cratbu 9 @efepainLHOre 3aKoHa ot 12 ampeas 2010 r. Ne 61-®3 «O6 oOpameHun
JeKapcTBeHHbIX cpeacT» (Cobpanue 3aKOHOAATEJIbCTBA Poccuiickoit ®exepauun, 2010, Ne 16,
cr. 1815; 2016, Ne 27, cT. 4283) (nanee - 61-®3), riaasa 7 [Ipapui HajIeKame NPaAKTHKH XpaHeHH
M IepeBO3KH JEKAPCTBEHHLIX NPENapaToB Ais MeIHIHHCKOro MPHMEHEHHs, yTBEPHICHHBLIX
npukazom MuHHCTEpCTBa 3/1paBooxpaHenus Poccuiickoi ®enepannu ot 31 aprycra 2016 r.
Ne 646H (3aperncTpuposan MunucTepcrsoM ocTumn Poceniickoii ®exepanun 9 susapsn 2017 r.,
perucrpauuoHHbiii Ne 45112) (nanee — IIpaBnia Ha/UIexKame#d npakTuxd xpaHenns); Ilpasuia
XpaHEHHsl JIEKAPCTBEHHBIX CPEACTB, yTBePiIeHHbIe NpHKa3oM MHHACTEPCTBA 3APABOOXPAHCHHS
u couuaabHoro passuTus Poccuiickoii ®emepanmm or 23  aBrycra 2010 r. Ne 706m
(3aperncrpupoBan MunucrepcTBoM locTunuu Poccuiickoii ®exepanuu 4 okrsaops 2010 r.,
perncrpaumonsbii Ne 18608) ¢ wu3MeHeHHMAMH, BHECEHHBLIMH MPHKA30M Munncrepersa
3ApPaBOOXPAHEHHs W COUHAbHOro passuTusi Poccumiickoit ®enepanuu or 28 nexab6ps 2010 r.
Ne 12211 (3apermcTpupoBan MuHnucrepcTBoM locTHIHE Poccuiickoii ®enepanun 4 denpaas
2011 r., perucrpanmonnbiii Ne 19703) (nanee — IlpaBuia xpaHeHHs JIEKAPCTBEHHDIX € DEICTB)

1. CornacyroTcs JI¥ ¢ IIOJIy4aTelieM myHKT 56 IIpaBun
OCTaTOYHbIE CPOKU FOTHOCTH HaJJIeKaINeH paKTHKA
IIOCTABJISIEMBIX JIEKAPCTBEHHEBIX XpaHEeHHUS
mpenapaToB?

2. ®uxcupyercs i CyOBeKTOM obpaleHus myHKT 58 IIpasun

JIEKapCTBCHHBIX MPEapaToB I/IH(I)OpMaI_II/ISI HaJyIe)Kammen IIPaKTHKH
0 IICPEBO3KE JICKAPCTBCHHBIX npenapaTOB? XpaHCHUA

3. OcyecTBiseTcs 11 HHPOPMHPOBAHUE myHkT 61 [Ipasun
OTIpaBUTENS U (M) MOTyYaTes Ha/JIe)KaIel IpaKTHKH
JIEKapCTBEHHBIX IIPETIapaToB O XpaHeHHs

BBISBIIEHHEIX B IIpOLIECCE NEPEBO3KH
Clly4asx HapyLUIEHHs TEMIEPATypHOro

pexxuMa XpaHeHus?

4. OcyiecTBIsETCS JIH HHPOPMHPOBAHUE nyHkT 61 IIpaBun
OTIpaBUTENS H (MIK) TOTydaTess HaJJIe)Kamei IpakTHKH
JIEKapCTBEHHBIX NTPENapaToB O XpaHEHHUS

BBISIBJICHHBIX B IIPOLIECCE IEPEBO3KH
ClTydasx HapyIICHHUs MOBPEXKICHUSL
yIIaKOBKH?
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ITpeaocTaBisitoTes T4 CyOBEKTOM
ofpalenus JeKapCTBEHHBIX IpenapaToB
TI0 3alpoCy MOJIyYaTes JEKapCTBEHHBIX
IpEnapaToB CBEACHUA O COOIONCHAN
TEMIIEPATYPHOTO PEXKHMA IIPH MTEPEBO3KE
JIEKAPCTBEHHBIX TIPENapaToB?

nyHKT 61 Ilpasun
HaJjIexalen IpakTHKA
XpaHEHHS

Hcmonb3yroTest 1 Ui IEPEBO3KA
JIeKapCTBEHHBIX MPENapaToB
TPaHCIOPTHEIE cpeacTBa?

nyHkT 62 I1paBun
HaJJIeKaIeH MpaKTHKA
XpaHeHHUs

O6ecneynBarOT ¥ TPAHCIIOPTHHIE
cpezncTBa i 000pyIOBaHHE IS TIEPEBO3KA
JIEKApCTBEHHBIX TIPETIapaToOB Ka4eCTBO,

3} heKTHBHOCTH U 6€30MaCHOCTh
JIEKAPCTBEHHBIX IIPENapaToB?

myHKT 62 [Ipasun
HaJjIeKaled MpakKTHKU
XpaHEHHS

Hcnons3yeTcs Iy IpH IEPEBO3KE
TEPMOJIAGHIIBHBIX JIEKAPCTBEHHBIX
IpenapaToB ClENUaTU3HPOBAHHOE
oGopynoBanue?

nyHKT 62 IlpaBun
HaJiJIe)xalney MpakTHKA
XpaHEHHUS

OOGecneunBacT JM CIEIHATM3HPOBAHHOE
o6opyIoBaHKe IOANEPIKaHHE TPEOYEMBIX
TEMIIEPATYPHBIX PEXXKUMOB XPaHEHHUS
JIEKApCTBEHHBIX IPENIapaToB?

nyHKT 62 IIpaBun
HaJyIe)Xaled IPaKTHKH
XpaHEeHHS

10.

[Tpu nepeBo3Ke TeKapCTBEHHBIX
HpenapaToB cOOMIORAETCA JIU yCIOBHE
OTCYTCTBHS IPSMOT0 KOHTAKTa
XJIaJI03JIEMEHTOB C JIEKAPCTBEHHBIMU
npenapaTaMi B H30TEPMHYIECKHX
KOHTeliHepax?

myHKT 63 [IpaBui
HaJUIeXaled MpakTHKA
XpaHEeHHUs

11

PyxoBozuTeneM cyobeKTa o6palneHus
JIeKapCTBEHHBIX IIPENapaToOB IIPOBOAUTCA
JI¥ HHCTPYKT&X O ITOPSKE MMOArOTOBKA
H30TEPMHUYECKIX KOHTEHHEPOB K
TIEPEBO3KeE JIEKaPCTBEHHBIX NPENaparos (¢
YYETOM CE30HHBIX OCOOEHHOCTEN), @ TaKKe
0 BO3MO’KHOCTH IOBTOPHOTO
HCIIONBE30BAHHS XJIa0IEMEHTOB?

nyHKT 63 IIpaBui
HaJJIeKameH MpakKTHKA
XpaHEeHH

12.

IMpouwio 1 060pynOBaHKE, OTHOCAIEECT K
CpelcTBaM H3MEPEHHH:

myHKT 64 IIpaBun
HajJiexauel NpaKkTHKA
XpaHeHHA

TIePBMYHYIO MOBEPKY M (MITH) KATHOPOBKY
10 BBOZIA B OKCILUTyaTaLuIo?

myHkT 64 [TpaBun
HaJaexalie NPakKTHKH
XpaHeHHs
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epBUYHYIO TIOBEPKY H (/M) KaTUHOPOBKY
rocyie peMoHTa?

nyHKT 64 IIpasun
HaJUTe)XaIlel TpaKTHKU
XpaHEHH

IIEpHOMYECKYIO OBEPKY H (WIIH)
KATHOPOBKY B MPOLIECCE

myHKT 64 [TpaBun
HaJIexalnei MpakTHKU

JIEKapCTBEHHBIX TPENApPaToOB Ha
TPAH3UTHBIX cKIagax?

SKCI'IJTyaTaIII/IH? XpaHECHH

13. | JlocTaBmsroTCs JIM IEKAPCTBCHHBIC nyHKT 65 IlpaBun
npernaparsl O afipecy, yKasaHHOMY B HaJJIeXKamel NpakTHKH
TOBapOCONPOBOAUTENBHBIX TOKyMEHTaX? XpaHEeHHUs

14. | CobmomaroTcs JIM YCIIOBHS XpaHCHHUS nyHkT 67 IlpaBuin
JIEKApCTBEHHBIX IPETIAPATOB B Hauiexameil NpaKTUKH
IOMEIECHUAX Ha TPAH3UTHBIX CKIafax? XpaHECHHS

15. | ObecneunBaeTcs nu 6€30IMACHOCTD nyHKT 67 IlpaBun

HaJijIexKalen IpakKTHKH
XpaHeHUs

Tapa, ynakoBka H MapKHPOBKA JIeKapCTBEHHBIX NPeNnapaToB (craTbs 46 61-®3, raasa 8 Ilpasui
HaJJIeKamell MPaKTHKH XPAHCHHS)

YIIAKOBKA € Y4YCTOM.

16. | Buuder nu TpaHCIOPTHAS Tapa Ha myHKT 68 ITpasun
KauecTBO, 3PPEKTUBHOCTH 1 G€30aCHOCTh | HaJyeKalleH NPaKTHKA
JIEKApCTBEHHBIX NPENApaToB MpH UX XpaHEHUs
nepeBo3ke?

17. | OGecnevnBaeT I¥ TPAHCIIOPTHAS Tapa myHKT 68 IIpaBui
3aIMTy OT BO3AEHCTBHS (PAKTOPOB HaJIeXKaIleH IpakTHKA
BHELIHEH cpebl? XpaHEeHHUs

18. | BriGmpaercs 1M TpaHCIOPTHAS Tapa, nyHKT 69 IIpasun

HaJJIeXKanei NpakTHKH
XpaHEeHHUsI

TpeGoBaHui K yCIOBUAM XPaHECHHS H
IIEepEeBO3KH JIEKaPCTBEHHBIX PEMApaTOB?

nyHKT 69 Ilpasun
HajIexamed IpakTHKA
XpaHEHUs

06BeMa, HeOOXOIUMOTO JULA Pa3sMEICHUS
JNEKapCTBEHHBIX MPENapaToB?

nyHkT 69 [Ipasuin
HaJyIe)Kalled IPaKTHKA
XpaHEeHHUS

Kone6GaHui TEMIIEPATyPhl OKPYKaroIeH
cpensi?

nyHKT 69 IIpaBui
HaJyIeXaIleH MpaKTHKN
XpaHEHUs

JUTHTENILHOCTH [IEPEBO3KH, BKITIOYAs
BO3MOXKHOE IIPOMEKYTOYHOE XpaHEHHE
JeKapCTBEHHBIX IIpenapaToB?

myHKT 69 IIpaBun
HaJIeXKAaIEeH IPaKTHKA
XpaHCHHS
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HCIIONB30BaHHE MOBPEXKACHHBIX
XJIa03JIEMEHTOR?

19. | Ha TpancnopTHyI0 Tapy HaHOCSATCS JIM: myHkT 71 IpaBun
HaJIexallen IPakKTHKA
XpaHEeHH
HAaMMEHOBaHHMS JIEKAPCTBEHHBIX myHkT 71 Ilpasun
npenaparoB? HaJJIexamei NpakTUKH
XpaHeHUS
CepHH JIEKaPCTBEHHBIX NIpenapaToB? nyHkt 71 IIpasun
HaJyIe)Kamed IPakTHKH
XpaHEHUS
Jara BbITycKa? myHKT 71 IlpaBun
HaJyIe)xalen IpakTHKH
XpaHEHHUS
KOJIMYECTBO BTOPHYHBIX myHKT 71 IlpaBun
(oTpeOUTENBCKIX) YIIAKOBOK HajyIeXxaled IpakTHKH
JNIEKapCTBEHHBIX MPETapaToB? XpaHEeHHS
uHpopMaIus O IIPOU3BOAUTENE nyHKT 71 Ilpasun
JNIEKapCTBEHHBIX MIPENapaToB ¢ YKa3aHHUEM | HaJIexKalel MPakKTHKH
HAaMMEHOBAHHN H MECTOHAXOXKIACHHUS XpaHeHHs
(ampeca) IPOM3BOJHTENS JIEKAPCTBEHHBIX
npernaparoB?
CPOK T'OIHOCTH JIEKaPCTBEHHBIX nyHkT 71 Ilpasun
mpenaparoB? HauIeXanied MpakTHKY
XpaHEeHHUs
YCIIOBHS XpaHEHHS H IIEPEBO3KA nyHKT 71 IIpaBun
JNIEKApCTBEHHBIX IIPenapaToB? HaJJIe)Kamen NpakTHKH
XpaHEeHHs
HeoOXOIMMBIC TPEAYIIpEAUTENIBHBIC nyHkT 71 Ilpasun
HAAMUCH? HaJIeXKame NpakTHKH
XpaHECHHS
MaHHMITYJIITOPHBIE 3HAKH? myHKT 71 Ipasun
HaJIexammen IpaKTHKA
XpaHeHHUs
D0. CobimoaeTcst JIK 3alpeT Ha IIOBTOPHOE nyHKT 63 IIpaBun
HCIIONB30BaHNE HEAOCTATOYHO HauIexamlei TpakTHKH
OXJIaXICHHBIX XJ'IaLIOE)JICMeHTOB? XpaHEHHUS
D1. CobmoiaeTcst M 3aIpeT Ha myHKT 63 Ilpasun

HaJJIexaley mpakTHKA
XpaHeHus
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(nomxzocTh ¥ VIO OIKHOCTHOTO JTHIA, 3aMOMHUBLIETO IPOBEPOYHBIH JTUCT, TIOIIHACE, nara)

(IIOJ'I)KHOCTL 1 ®UO 10DKHOCTHOTO JIHLA IOPHINYIECKOro JIUNa, MNpHUCYTCTBOBABLICTO NIPH
3a0JIHEHWH MPOBEPOUYHOrO JIUCTA, NOANHKCE, ,uaTa)




INpunoxenue Ne 16
K mpuxazy ®ezepabHOU CIryKObI
10 Haa30py B cepe 3ApaBOOXPAHEHUSA

ot O A AL Ne 917’ %

®opma

IIpoBepo4HbIii THCT
(CIMHCOK KOHTPOJIbHBIX BONPOCOB),
ncnosb3yemblii @eaepabHol ciy:x00ii o HAA30PY B cepe 3ApaBoOXpaHEHHA
H ee TepPUTOPHAIbLHBIMH OPraHaMH NPH NPoBeJIcHHHM IIaHOBBIX NPOBEPOK NPH
ocyiecTBieHHH (peepaIbHOro rocyJapcTBEHHOro Ha30pa B cdepe oOpameHus
JIEKAPCTBEHHDbIX CPEACTB
(mepeBo3Ka JieKapCTBEHHBIX NPENaparToB /sl MEAMUHHCKOr0o NPHMEHEHUS B
anTeKe NPOM3BOACTBEHHOI ¢ IPAaBOM H3roTOBJICHHS ACENTHIECKUX
JleKApCTBEeHHBIX NPeNnapaToB)

(HaUMEHOBaHKE OPTaHa, OCYIECTBIIMIOWEr0 IIAHOBYIO MPOBEPKY)

1. Bun roCyJIapCTBEHHOT'O KOHTPOJIA (nazn3opa)

2. TIlpenMeT TWIAHOBOM TpPOBEPKM MOPUAMYECKMX JIHMI M HMHAHBUIAyaJbHBIX
TpeNpHHAMATENEH OrPaHHIMBaeTCs 00s3aTeIbHBIMH TpeGOBaHMAMH, COOIIOIEHHE KOTOPBIX
gBJSIeTCS Haubojiee 3HAUMMBIM C TOYKH 3pEHMs HEIOIYIICHHS BO3HHKHOBEHMS YIPO3BI
TIIPHYHHEHMS BpeZia KU3HH, 3T0POBbIO IPAXIaH, H3N0KEHHBIMU B ¢opme IIPOBEPOIHOIO JIUCTA
(CITHCKA KOHTPOJIBHBIX BOIIPOCOB).

3. HauMeHOBaHHE IOPHIMYECKOro NHOa, (aMWINA, UM, OTYECTBO (UpH HATMIHH)
WHIABHyaTbHOTO IpeANPUHIMATENS:

4. Mecto MpoBEeACHUA IJIAaHOBOM MIpOBEPKU C 3aI0OJTHCHHUEM NIPOBEPOYHOI0 JIMCTA:

5. PexBU3UTH NpHKa3a O MPOBEJCHUM IIAHOBOH IPOBEPKHU: OT

Ne

6. YueTHBIH HOMep MPOBEPKH U JaTa IPHCBOEHUS YJETHOr0 HOMepa POBEPKHU B EnurOM
peecTpe IPOBEPOK:

7. JlomxHOCTh, GaMIIKs ¥ WHUIMAIBl JOJDKHOCTHOTO JIHNA (mu1), poBoAAIEro(kX)
IUIaHOBYIO TIPOBEPKY:

1. ;

2. .

8. TTepedeHp BOIPOCOB, OTPAXKAIOLIMX COAEPKAHHE 00I3aTENbHBIX TpeGoBaHMH, OTBET HA
KOTOpbIE OJIHO3HAYHO CBHUICTENECTBYET O COONIONCHUH WA HECOOJIIOIEHAN IOpUINYECKAM
JIAIIOM, MH/IMBALYalbHBIM TPEINPHHAMATENEM 00s3aTeNbHBIX TPeOOBAHHH, COCTABIIIOMINX
IpeMeET IIPOBEPKHU:
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PexBH3INTDHI BbiBoa 0 BLINOJHEHUH
HOPMATHBHBIX TpeboBaHHI
Ne Bonpochl, 0Tpakalomue coaepkaHue [PABOBBIX AKTOB, €

n/n o0s3aTeJLHBIX TPeOoBaHMIA yKazaHHEM HX aa HeT
CTPYKTYPHBIX
e¢HHHI], KOTOPLIMH
YCTaHOBJIEHDI
odn3aTeILHbIC
TpeOoBaHUA

IynxT 4 crarbu 9 @enepanbHOro 3akoHa oT 12 ampens 2010 r. Ne 61-®3 «O6 obpamennn
AekaperBeHHbIX cpeacTs» (CobpaHue 3aKOHOAATEILCTBA Poccuiickoii ®egepannn, 2010, Ne 16,
cT. 1815; 2016, Ne 27, cr. 4283) (nanee - 61-®@3), raasa 7 [IpaBun HaJJIeKamel MPaAKTHKH XpaHeHU
M [EPeBO3KH JIEKAPCTBEHHBIX MPENapaToB Ads MEIMIMHCKOro NPHMEHCHMS, yTBEPKACHHLIX
npukazoM MHHHCTEPCTBA 3APaBOOXPAHEHHH Poccuiickoii Pegepanmn or 31 asrycra 2016 r.
Ne 646H (3aperncTpuposan Munucrepcrsom ocTauun Poccuiickoi ®enepaunu 9 sasaps 2017 r.,
perucrpanuonnsii Ne 45112) (nanee — IlpaBnia HaQIekameii NpakTHKH XpaHenus); Ilpasuna
XpaHeHHsl JIEKAPCTBEHHbIX CPEACTB, YTBeP:KICHHbIE IPHKA30M MunucTepcTBa 31paBo0XPAHEHHS
u comuagbHoro paseutus Poccmiickoii ®egepanuu 0T 23 asrycra 2010 r. Ne 706w
(3aperncrpupoBan  MHUHHCTEPCTBOM HOCTHIHH Poccuiickoii ®enepanun 4 oxradps 2010 r.,
perncTpaunonsbii Ne 18608) ¢ m3MeHCHHSAMH, BHECEHHBLIMH MPHKA3OM MHuHHCTEPCTBA
3APABOOXPAHEHHA M COUHAJILHOIO PA3BHTHIH Poccuiickoii ®enepamau ot 28 gexadbps 2010 r.
Ne 12211 (3aperucTpupoBaH MHHHCTEPCTBOM IOCTHIHH Poccuiickoii ®enepannu 4 deBpans
2011 r., peructpaunonnbiii Ne 19703) (nasee — IIpaBria XpaHeHHs JEKAPCTBCHABIX ¢ DEACTB)

1. CornacyroTcs Jig € IOTydYaTeieM nyHKT 56 IlpaBun
OCTaTOYHBIE CPOKH FOTHOCTH HaUIeKAaIIeH NPaKTHKH
[OCTABJISIEMBIX JTEKaPCTBECHHBIX XpaHEeHHs
penapaToB?

2. dukcupyercs Jii cy0oheKToM oOpaleHus nyskT 58 IIpasun

JIeKapCTBEHHBIX MpenapaToB HEGopManus | Hajulexamel IPakTHKY
0 TIepeBO3Ke JIEKapCTBEHHBIX Ipenapatos? | XpaHeHHs

3. OcyimecTBisieTcs 11 HHGOPMUPOBAHHE nyHKT 61 IIpaBun
OTrpaBuTels ¥ (MIH) MOJIydYaTess Hajyie)xaneit NpakTHKH
JIEKapCTBEHHBIX NPENapaToB O XpaHCHHUS

BBIIBJICHHBIX B IpoLiecce MEPEBO3KU
CiTydasx HapyIICHH TEMIIEPaTypHOTO

pEeXHMa XpaHEHHs?

4. OcymecTBisieTcs 11 KHHOPMUPOBAHHE nyHKT 61 [Ipasun
OTIpaBHUTENA U (MIIH) MOJTy4YaTesLs HaJJIexaliei NpaKTHKA
JIEKApCTBEHHBIX NIPEMApaToB O XpaHEeHHs

BBIABJIEHHBIX B IIPOLIECCE MEPEBO3KH
CIIyyasx HapyLIeHHs IOBPEKICHHUSA
yTIaKOBKH?
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5. IpenocraBistoTes 1M CyOBEKTOM nyHKT 61 IlpaBun
oOpallleHHs JIEKapCTBEHHBIX [IPEIIapaToB HaJAJIeKalled MPaKTHKH
TI0 3aIpOCy IOIydYaTens JeKapCTBEHHBIX XpaHEHHUS
IIperapaToB CBECHUS O COOMIOACHHH
TEMIIEPATYPHOTO PEXKUMA IIPU NIEPEBO3KE
JIeKapCTBEHHBIX NIPENapaToB?

6. Hcnone3yroTes au Ul IEPEBO3KH nyHKT 62 IIpaBuin
JIEKapCTBEHHBIX NpenapaToB HaJyIexarieil IpaKTHKU
TPaHCIIOPTHHIE CpeCTBa? XpaHEeHUs

7. O6ecneunBaroT I TPAHCIIOPTHBIE rryHkT 62 [IpaBun
cpeacTa U 060pyIOBaHUE IS ICPEBO3KH | HaJJIeKalIeH IPaKTHKH
JIEKapCTBEHHBIX IpeNnapaToB Ka4eCTBO, XpaHEeHUs
a¢dekTuBHOCTH 1 6€30MaCHOCTD
JIEKapCTBEHHBIX NIPENapaToB?

8. Hcmonmp3yeTcs I IIpH [IepeBO3Ke myHKT 62 IIpaBun
TEpMONaOHIIBHBIX JIEKAPCTBEHHBIX HaJUTeKaIed MPpaKTHKA
[IpENnapaToB CIEHAIN3MPOBAHHOE XPaHCHHA
ob6opynoBanue?

9. ObecneynBaeT MU CIEHHATUIHPOBAHHOE yHKT 62 IIpasun
obopyaoBaHUe HOAAEpKaHUE TPEOYEMBIX Ha/IJIeXKaIlel NPaKTHKH
TEMIIEPaTypPHBIX PEKUMOB XpaHECHHS XpaHCHUA
JIEKapCTBEHHBIX MPENIapaToB?

10. | Ilpu mepeBo3ke I€EKapCTBEHHBIX nyHKT 63 IIpasun
IpenaparoB cOOIOAacTCS JIU YCIIOBHE HaJJIeXKaIeH PaKTHKA
OTCYTCTBHS IPSIMOI'O KOHTaKTa XpaHeHuA
XJIaZI03JIEMEHTOB C JIEKAPCTBEHHBIMU
penapaTaMy B M30TEPMHYECKHX
KOHTelHepax?

11 PykoBomgureneM cyOnekTa o6palneHus myHKT 63 [IpaBun
JIEKApCTBEHHBIX MpenapaToB NPOBOAUTCS HaJIeXKaIleH IPaKTHKA
JIA HHCTPYKTAX O MOPAIKE IIOATOTOBKH XpaHCHHA
HU30TEPMHYECKHX KOHTEHHEPOB K
TIEPEBO3KE JIEKApCTBEHHBIX PEIapaToB (¢
YyUETOM Ce30HHBIX 0COOCHHOCTEH), a TaKXKe
0 BO3MO>XHOCTH IIOBTOPHOT'O
HCIIOJIb30BaAHMSA XJIaN0JIEMEHTOB?

12. | Ipouwno m o60pynoBaHue, OTHOCAUIEECT K myHKT 64 ITpaBun

CpencTBaM M3MEpEHHI:

HaJUTexKaleH MpaKTHKH
XpaHeHUs

MEPBIYHYIO MOBEPKY H (HIH) KaTHOPOBKY
0 BBOJIA B OKCILTYaTalHIo?

NyHKT 64 IIpaBun
HaJTexalne IpakTHKH
XpaHEeHHS
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KanMOpOBKY B MpoLiECCe

NEepBUYHYIO TIOBEPKY U (WKL) xamubpoeky | myHKT 64 TIpaBun

nocie peMoHTa? HaJJIexaniei mMpaKTUKK
XpaHeHus

TEPHO/THYECKYIO NIOBEPKY H (HIIH) myHKT 64 TIpasun

HaUTIeXXalleH paKTHKU

JEeKapCTBEHHBIX NIPEIapaToB Ha
TPAaH3UTHBIX CKJIafax?

3KCIUTyaTalmu? XpaHeHHs

13. | JocTaBmsroTcs JIHM JICKapCTBEHHBIC nyHKT 65 ITpaBun
Apernaparsl 1o aapecy, ykasaHHOMY B Hajjexamne# IpaKTHKH
TOBAapOCONPOBOUTENBHEIX IOKyMEHTaxX? XpaHEeHHs

14. | CoGiromaroTes Jid yCIOBHA XpaHCHHS nyHkT 67 [Ipasun
TIEKapCTBEHHBIX IIPENapaToB B HajiIexameil NpakTHKA
TOMEINEHHAX Ha TPAH3UTHBIX CKIanax? XpaHEeHHs

15. | ObecneuuBaetcs 1 O€30MaCHOCTD nyHkT 67 IIpasun

HaJUIe)Kaler IPaKTHKI
XpaHEeHUd

Tapa, ynakoBka 1 Ma
HajJIeKamel NPAKTHKH XpPaHEHHS)

PKHPOBKA JIeKaPCTBEHHBIX MPENapaTos (cTaThs 46 61-®3, rnasa 8 IIpaBun

YIaKOBKa ¢ YICTOM:

16. | Bausier 1 TpaHCcopTHAS Tapa Ha myHKT 68 ITpaBun
KauecTBO, 3QPEKTHBHOCTE U O€30I1aCHOCTD HaJUIeXKaIeH IPaKTHKA
NEKapCTBEHHBIX NPENapaToB NPU HX XpaHeHUs
nepeBo3ke?

17. | ObecneuynBaeT ji TPaHCIIOPTHAA Tapa nyHkT 68 ITpasmn
3aIUTY OT Bo3JeicTBHA haKkTopoB HaJIeXXalen IpakTHKI
BHEIIHeH cpelbl? XpaHEeHUA

18. | BriGupaercs 11 TpaHCIIOPTHAsS Tapa, nyHkT 69 Ilpasun

HaJIeKaIed IPaKTHKA
XpaHeHHs

TpeGoBaHUH K YCIOBUAM XPaHEHHS U
IIePeBO3KH JIEKapCTBEHHBIX Npenaparos?

nyHkt 69 [Ipasun
HaJIexKaIeH IPaKTHKA
XpaHEHHS

06BeMa, HEOOXOJUMOT0 11 pa3sMEICHUS
JNeKapCTBEHHBIX MPENapaToB?

nyHkT 69 Ilpasun
HaJyTeXAaIeN IIPaKTHKH
XpaHCHHS

KoJieGaHuil TeMIEPaTyphl OKpYKaroIei
cpensi?

nyHKT 69 [Tpasun
HaJTIexKaIen IPaKTHKH
XpaHEHHUs

JUIATENHBHOCTHU ITEPEBO3KH, BKIIIOYTasd
BO3MOYXXHO€ ITPOMEKYTOIHOC XpaHE€HHUC
JCKApCTBCHHBIX HpenapaTOB?

nyHKT 69 [Ipasun
HaJyIe)Xale! MpakTHKA
XpaHEHHs
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HCIIOJIb30BaHUE TOBPEXICHHBIX
XJIaI03JIEMEHTOB?

19. | Ha TpancnopTHYIO Tapy HaHOCSATCS JIH: myHKT 71 Ipasun
HaJIJIe)KaIel NpakTHKH
XpaHEeHHUsI
HAaHMEHOBaHUS JICKApCTBEHHBIX myHkT 71 Ipasun
npenaparoB? HajUIeXxaned MpakKTHKH
XpaHeHus
CEpHH JIEKApCTBEHHBIX NPENapaToB? ryHKT 71 IIpaBun
HaJIeXKale! IPaKTHKU
XpaHCHUS
JaTa BITycKa? myHkT 71 IlpaBui
HaJIe)xamed TpakTHKH
XpaHeHHs
KOJIM4ECTBO BTOPHYHBIX nyHkT 71 [Ipasun
(mOTPEOUTENBCKUX) YIAKOBOK HaJIexaneH paKTHKK
JIEKAPCTBEHHBIX TIPENaparoB? XpaHEHHS
HHPOpPMALIKS O IPOU3BOJIUTEIIC nyHkT 71 IIpaBun
JIEKAPCTBEHHBIX MIPENapaToB ¢ YKa3aHUEM | HajuieKamel MpakKTHKA
HaUMEHOBAHMI ¥ MECTOHAXOXKICHHS XpaHCHHUS
(ampeca) MpoU3BOAUTENS JICKAPCTBEHHBIX
mpenaparoB?
CPOK TOJHOCTH JIEKapPCTBEHHBIX nyHKT 71 [Ipasun
mpemnaparoB? Haaexamel IpakTHKH
XpaHEeHHUs
YCJIOBHS XpaHEHHUS U TIEPEBO3KU nyHkt 71 IIpasmn
JIEKapCTBEHHBIX IIPENapaToB? HaJIeXXaIel NpakTHKH
XpaHEHHUs]
HEe0OXOUMBIC ITPEAYIIPEAUTEIHHEIC nyHKT 71 IIpaBun
Hajgnucu? HaJuTexarel NpakTHKH
XpaHEeHHS
MaHMIIYJIITOPHBIE 3HAKH? myHKT 71 [IpaBun
HaJJIeXalleH IPaKTHKA
XpaHeHUs
PO. ColmogaeTcs i1 3anpeT Ha IOBTOPHOE myHKT 63 IIpaBun
UCIIOIE30BaHUE HEAOCTATOYHO HajieXxariel NpakTHKU
OXJIAKIEHHBIX XJ1aJ031€MEHTOB? XpaHEHHUS
D1. | CobmonaeTcs nu 3anpeT Ha myHKT 63 IIpaBun

HaJUIeXKAaIleH IPaKTHKA
XpaHeHus
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(momxHOCT ¥ PHIO MOMKHOCTHOTO JIMIIA, 3A0HHUBINETO HPOBEPOYHBIH JICT, MTOIHUCE, nara)

(ZlOJ'I)KHOCTB 1 ®UO [0JDKHOCTHOIO JIHIA IOPHIMIECKOro JIMIa, IIpUCYTCTBOBABIICTO NIPH
3aIl0JIHEHUWH IIPOBCPOYHOIO JINCTA, IIOAIINCH, ,uaTa)
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ITpunoxenue Ne 17
K npuka3y PenepaibHOH CIry K65l
10 HaA30pYy B cepe 3ApaBOOXPAHEHHA

OT C)QMW/% Ne _C//'//)'&?

®opma

IIpoBepouHbIii JHCT
(CIHCOK KOHTPOJILHLIX BONPOCOB),

Hcnosab3yemblii @egepanbHoii ci1y:x060il o Ha30pYy B cdepe 31paBOOXpaHEHHS
M €€ TEPpPHTOPHAJIbHbBIMH OPraHaMH NPH NPOBEJIEHHH IUIAHOBBIX NPOBEPOK NPH
oCylIeCTBJIeHHH (peepaibHOro rocyJapcTBeHHOro Haa3opa B cdepe oOpameHus

JIEKAPCTBEHHbIX CPEACTB
(nepeBo3Ka JieKapCTBEHHBIX NPEeNapaToB AJi MEAMIIHHCKOro NpUMEeHeHHsl B
MeJHIHHCKHX OPraHM3alUsaX U HX 060c00/1eHHBIX NoApa3AeJeHHAX (HeHTPbI
(ormesenus) o6ueii BpayedHoii (cemeliHOi) NpaKTHKH, aMOyJ1aTOPHH,
deapamepckne u QesabIepcKo-aKyliepcKHe NMyHKTHI), pacnoJio)KeHHbIE B
CeIbCKHX HAaceJIeHHbIX MyHKTAX)

(HaMEHOBaHKE OpTaHa, OCYIECTRIAIONMETO IIAHOBYIO IIPOBEPKY)

1. Bun roCyIapCTBEHHOIO KOHTPOJIA (Ham30pa)

2. Tlpemmer TIaHOBOM IPOBEpKH IOPHUIMYECKMX JHII W  HHOUBUAYaJbHBIX
TIpeNpHUHUMATENIEl OrpaHHYMBaeTCs 00s3aTeNbHBIMI TPeOOBaHUAMH, COOIIOIEHHE KOTOPHIX
gBiseTcs Haubojee 3HAYMMBIM C TOYKH 3pEHHS HENOMyIICHHWs BO3HHKHOBEHHS YIPO3BI
TIPUYMHEHHUS BPEIA XH3HHU, 3M0POBBIO IPaXiaH, H3JI0XKEHHEIMU B YOpMeE IIPOBEPOIHOrO JIHCTA
(criECcKa KOHTPOJIBHBIX BOIIPOCOB).

3. HaumeHoBaHMEe IOPUOMYECKOro JHIA, (paMHIMA, HMs, OTYECTBO (NIpH HAIAYMH)
WHAWBUILYAIBHOTO IIpeapUHUMATES:

4. Mecto MIPOBCICHUS IJIAaHOBOH IIPOBEPKH C 3aMOJHCHUEM IIPOBEPOTHOrO JIMCTA:

5. PeKBH3WUTHI NpHKa3a O MPOBEICHHUU ILIAHOBOM NPOBEPKH: OT

Ne

6. Y4eTHBI HoMep IPOBEPKH M aTa IPUCBOSHHUS YYeTHOTO HoMepa IpoBepKu B ExpHOM
peecTpe MpOBEPOK:

7. JIOIKHOCTb, (aMIIHS ¥ HHHLMATBI JODKHOCTHOTO JIHLA (JIMI), MPOBOAALIETO(HX)
IUTAHOBYIO TIPOBEPKY:

1. ;

2. .
8. ITepedeHp BOIPOCOB, OTPAXKAIOLINX COJEPKaHHE 00513aTeNbHEIX TPEOOBAHUM, OTBET Ha
KOTOpbIe OJHO3HAYHO CBUETENLCTBYET O COOIIOACHUH MIIH HECOOIIOACHUH FOPHINIECKHM




159

JIALIOM, HHIMBUAYATbHEIM MpeANpUHIMATeNeM 00s3aTeNbHBIX TPeOOBAHHH, COCTABILIOIINX
TIpeJIMET TIPOBEPKH:

PexBN3HTHI BriBo/ 0 BHITIOJIHEHHH
HOPMATHBHbBIX TpeGOBaHHMH
Ne Bomnpocsl, 0Tpa’kalomue coaep;kaHue NPaBOBBIX aKTOB, C
n/n o0si3aTeJILHBIX TpeOoBaHUM yKa3zaHHeM HX aa HET

CTPYKTYPHBIX
€IHHHIl, KOTOPbLIMH
YCTAHOBJICHDBI
00g3aTEIbHBIE
TpeGoBaHHSA

Myukt 4 cratbu 9 @PenepanbHoro 3akona or 12 ampens 2010 r. Ne 61-®3 «O0 obpamennu
JeKapcTBeHHbIX cpefcTB» (CobpanHne 3aKOHOMAATENLCTBA Poccuiickoit ®eqepamun, 2010, Ne 16,
ct. 1815; 2016, Ne 27, ct. 4283) (nanee - 61-®3), raasa 7 [IpaBna Haekamel NPAKTHKH XPAHCHHS
M MepPEBO3KH JEKAPCTBEHHBIX NPENapaToB MJs MEIHIHHCKOro NpUMEHEHHs, yTBEePKICHHBIX
npukatom MuHHCTEpCTBa 3/paBooxpanenus Poccuiickoii ®denepanan or 31 asrycra 2016 r.
Ne 6461 (3aperncTpupoBaH MHHHCTEPCTBOM I0CTHIIMH Poccuiickoit ®enepanun 9 susaps 2017 r.,
perucrpauuonsbiii Ne 45112) (nanee — IlpaBnia Hapiekameil NpakTHKH xpaHenus); Ilpasuna
XpaHeHH!s JeKaPCTBEHHBIX CPEACTB, YTBEPKICHHbIE NPHKA30M MuHHCTEpCTBA 31paBo0XPAHEHHSA
H commanbHoro passuTHs Poccmiickoii ®exepamum or 23 aBrycra 2010 r. Ne 706m
(3aperncTpupoBan MunucrepcTBoM IocTHnuu Pocenmiickoi Mdenepaunn 4 oxradbps 2010 r.,
perucrpanuonnbiii Ne 18608) ¢ w3MeHeHHSIMH, BHECEHHBLIMH IPHKA3OM MunucTEpCTBA
3APABOOXPaHEHAs W CONHMAJIbHOro passuTus Poccmiickoi ®enepannn or 28 nexabpsa 2010 r.
Ne 1221u (3aperncrpupoBan MunucrepcTBoM loctumun Poccuiickoit ®enepamnn 4 despais
2011 r., perucTpanuonnbiit Ne 19703) (najee — IIpaBniia XpaHeHHS JIEKAPCTBCHHBIX € DECTB)

1. CornacyroTcs JId ¢ HOJTydYaTeaeM myHKT 56 IIpasun
OCTATOYHEIE CPOKH TOXHOCTH HaJIexane NpakTHKH
IIOCTABJISIEMBIX JIEKAPCTBEHHBIX XpaHEeHUs
nmpenaparoB?

2. duxcupyercs i cyObeKTOM 00palleHus myHKT 58 IlpaBun

JIeKapCTBEHHBIX NPenapaToB HEGopMalKs | HaJIeXKameH NPaKTHKA
0 TIepeBO3Ke JIEKaPCTBEHHBIX MPENaparos? | XpaHeHHs

3. OcymecTBisieTcs 11 ”HHOPMUPOBaHHE nyHKT 61 ITpaBui
OTHpaBHTENS U (MIM) NOJIyYaTelis HaJjIexamed IpakTHKH
JIEKapCTBEHHBIX [IPEIapaToB O XpaHEHHs

BBIIBIICHHEBIX B IIPOLIECCE NMEPEBO3KH
clydasx HapyHIeHHs TEMIIEPATypPHOTO

peXUMa XpaHECHHs?

4. OcymiecTBiseTcs 11 HHPOPMHPOBaHHE nyHKT 61 IIpaBun
OTIpaBUTENS H (AIH) IOTy4YaTens HaJIe)XalneH MpakTHKH
JIEKApCTBECHHBIX NIPENIapaToB O XpaHEHHs

BBIBJICHHBIX B IIPOLECCE NIEPEBO3KHU
ClIyqasx HapyIEeHHs IIOBPEXACHHA
YIaKOBKH?
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10 BBOJA B 3KcnnyaTaumo?

5. [TpemocTaBnsOTCA 1 CyOHEKTOM nyHKT 61 IIpaBun
obpalieHus TeKapCTBEHHBIX NpenapaTos HaJJIeKaIeH NpaKTHKU
TIO 3aIpOCY IOJTydaTeNs JEKApCTBEeHHBIX XpaHCHHS
IIpenapaToB CBEACHUS O COOIONCHAN
TEMIIEPATYPHOTO PEKMMA IPH MEePEBO3KE
JeKapCTBEHHBIX NIpeNapaToB?

6. Hcnons3yroTes U U1 IIEPEBO3KH nyHKT 62 IIpasun
JIEKapCTBECHHBIX IIPENapaToB HaJJie)KaIme NpaKTHKA
TpPaHCIOPTHEIE cpelcTRa? XpaHeHUS

7. OObeceunBaroT JIM TPAHCIIOPTHRIC nyHKT 62 IIpaBui
cpeIcTBa M 060OpyHNOBaHHAE I IEPEBO3KA | HA/UIEeKAIEH NPaKTHKA
JIEKAPCTBEHHBIX IIPENapaToB Ka4ecTBO, XpaHEeHU
5¢)peKTHBHOCTH U O€30I1aCHOCTD
JIeKapCTBEHHBIX TPeNapaToB?

8. Hcnonp3yeTcs au MPH MEPEBO3KeE myHkT 62 IIpasun
TEPMONTAaOUIIBHBIX JIEKAPCTBEHHBIX HajjIeXalen MpaKTHKH
[pernapaToB CIEIHATH3NPOBaHHOE XpaHeHus
o6GopynoBaHue?

9. Ob6ecrieynBacT Jii CIeNHATM3HPOBAHHOE myHKT 62 IIpaBui
oBopyioBaHKe MOJIEPKAHUE TPEOYEeMBIX HaJIeXalleH NPaKTHKH
TEMITEPATYPHBIX PEXHMOB XpaHCHHUA XpaHCHHA
JNIEKapCTBEHHBIX IIPeNapaToB?

10. | Ilpu mepeBo3Ke JEKAPCTBEHHBIX nyHkT 63 Ilpasun
penaparoB COOMONACTCS JIN YCIIOBHE HaJUIe)Kammen MpakTHKA
OTCYTCTBHSI NPAMOro KOHTaKTa XpaHCHUA
XJIaZI03JIEMEHTOB C JIEKAPCTBEHHBIMHA
npenapaTamMi B H30TEPMHYECKUX
KOHTelHepax?

11 | PyxoBoaureneM cyObexTa oOpaiueHus nyskT 63 IpaBun
JIEKApCTBEHHBIX NPENIApaToOB IIPOBOAUTCA HaJUIeXaIen MPaKTHKH
JIM HHCTPYKTaX O IMOPSAIAKE MOATOTOBKH XpaHCHUA
U30TEPMUIECKHX KOHTEHHEPOB K
TIepeBO3Ke JIEKapCTBEHHBIX IIPENapaTos (¢
YUETOM CE30HHBIX 0COGEHHOCTEH), a TaKKe
0 BO3MOKHOCTY IIOBTOPHOTO
HCIOJIE30BaHHU XJIaI03IEMEHTOB?

12. | ITpouwto iu o6opynoBaHKe, OTHOCAIIEECH K myHKT 64 [Tpasun
CpEACTBaM H3MEpPEHHIA: HajTIeXKaIed NpakTHKH

XpaHeHHUs
TNepBHUHYIO MOBEPKY H (WIIH) KamuOpOBKY | TYHKT 64 Tlpasuin

HajyieKaleld NpakTHKH
XpaHeHHA
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TEpPBUUHYIO OBEPKY M (MIIH) KaJHOpOBKY
nocJjie peMoHTa?

myHKT 64 IIpaBun
HaJjiexaleH MpakTHKA
XpaHEHUS

MEePHOMUECKYIO TTOBEPKY M (VWIH)
KaJHOpPOBKY B HIpoliecce

myHkT 64 ITpasun
HaJUTeKaled NPaKTHKA

JIEKApCTBEHHBIX NIPENapaToB Ha
TPaH3UTHBIX CKIaNax?

BKCIIJ'IyaTaLII/II/I? XpaHEeHHA

13. | JlocTaBisioTCs JIH JICKAPCTBEHHBIC myHKT 65 Ipasun
TIpemnaparsl 110 aJpecy, yKasaHHOMY B Hajiexamel NpaKTHKY
TOBAPOCONPOBOTHUTEBHEIX TOKYMEHTaX? XpaHeHHs

14. | CobOmrogaroTces I YCIOBUS XPAaHECHHA nyskT 67 IIpasun
JIEXKapCTBEHHBIX NPENapaToB B Hajuiexanel MpaKTHKA
IOMEIEHHMSX Ha TPAH3UTHBIX CKIanax? XpaHeHH

15. | ObecneunBaetcs 1M O€30I1aCHOCTD nyHkT 67 [IpaBun

HaJUIe)xamen TpaKTHKI
XpaHEeHHs

Tapa, ynakoBKa H MapKHPOBKa JICKADCTBEHHBIX peNapaTos (ctaTbs 46 61-®3, raasa 8 IlpaBui
HajUIeKamiell NPAKTUKH XpaHEeHHs)

yIaKoOBKa C y4ETOM:

16. | Biuser ma TpaHCIOPTHAS Tapa Ha nyHKT 68 Ilpasun
KauecTBO, 3 PEKTHBHOCTE K 6e30I1aCHOCTh | HajUTe)KameH IIPaKTHKH
JIEKapCTBEHHBIX NIPETIapaToB MNPy HX XpaHEHUs
mepeBo3Ke?

17. | OGecnieunBaet 1 TPAHCIIOPTHAL Tapa nyskT 68 IIpasun
3aIMTY OT BO3/eHcTBHS (PaKTOpOB HaJuIeXKanel NpakTHKH
BHEIIHEH cpeibl? XpaHCHUS

18. | Bribupaercs Jin TPAHCIOPTHAA Tapa, myHKT 69 ITpaBun

HaJyIeXKaIeH IPaKTHKA
XpaHEHHS

TpeGOoBaHMIt K YCTOBHAM XpaHEHUA U
TIEPEBO3KH JIEKAPCTBEHHEIX NPENaparon?

nyHKT 69 [Ipasun
HaJyTeXKaleH MpakTHKH
XpaHEeHHS

06BpeMa, He0OXOIUMOTO 7S pa3MEICHHUA
JIEKAQpCTBEHHBIX npernaparos?

nyHkT 69 IpaBun
HaJUIeXKaIeH MpaKTHKH
XpaHEHUS

KoJeOaHui TeMIIEPaTypPhl OKpPYKarolen
cpenbl?

nyHKT 69 IlpaBun
HaJUIeXXamed IPaKTHKI
XpaHEHHUS

JUTHTENIbHOCTH NTEPEBO3KH, BKIIFOYas
BO3MOKHOE IIPOMEXYTOYHOE XpaHEHHE
JIeKapCTBEHHbIX MPEnapaToB?

nyHKT 69 IlpaBun
HaJyIe)xamen IpakTHKU

XpaHeHus
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HCIIONIBE30BaHUE TOBPEXKICHHBIX
XJIA0d/IEMEHTOB?

19. | Ha tpaHcmopTHyIO Tapy HAHOCSATCS JIH: myHkt 71 Ilpasun
HaJyTexaned NpakTHKH
XpaHEeHUs
HaWMEHOBAHHUS JIEKAPCTBEHHBIX nyHKT 71 IlpaBun
mpenaparoB? HaJexamel NpakTHKH
XpaHEHHUs
CEPHH JIEKApCTBEHHBIX IIPENapaToB? nyHkT 71 IlpaBun
HaJyIe)Xaen IpaKTHKH
XpaHEeHHUS
Jata BeITycKa? nyHKT 71 [IpaBuin
HaJyIeXamed IpakTHKH
XpaHEHUS
KOJITYECTBO BTOPHYHBIX nyHkT 71 [Ipasmi
(TOTPEeOUTENBCKIX) YIIAKOBOK HaJyIeXKaIel IIpaKTHKH
JICKapCTBCHHBIX npenapaTOB? XpaHCHHS
HH(popManHs O MPOU3BOJUTEIC nyHKT 71 [Tpasui
JIEKapCTBEHHBIX IIPENIapaToB C yKa3aHHEM | Hazyexalnel MpakTHKH
HaNMEHOBAaHU 1 MECTOHAXOXKICHHUS XpaHEHHS
(anmpeca) IpON3BOAUTENS JIEKAPCTBEHHBIX
IpernapaToB?
CPOK T'OJHOCTH JIEKAPCTBEHHBIX nyHkT 71 IlpaBun
mpernaparos? HaIexaniell NpakKTHKK
XpaHEeHHUS
YCJIOBUS XpaHEHHUS U NIEPCBO3KH nyHKT 71 [Ipasmn
JIEKApPCTBEHHBIX TIPENapaToB? HaJyIexaed NpaKTHKH
XpaHEHHUS
He0O0XO0JUMBIE IpeayIIpeAUTENbHBIC nyHKT 71 ITpaBun
HaAMUcHu? HaJJIeXxarei IpakTHKH
XpaHeHus
MaHHITYJISITOPHbIE 3HAKU? nyHKT 71 IIpaBun
HaJyIeXaleH IpaKTHKH
XpaHeHus
0. | Cobmomaercs iy 3alpeT Ha IOBTOPHOS myHKT 63 IIpaBun
HCIOJIH30BaHUE HENOCTATOYHO HauIeXauel mpaKTHKH
OXJIAKIEHHBIX XJIaJ03/1€MEHTOB? XpaHEeHHS
P1. | Cobmomaercs M 3ampeT Ha nyHKT 63 [Ipasun

HajIeXae IpakTHKA
XpaHCHHS
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(nomxH0CTb 1 ®HO IODKHOCTHOTO JIHIIA, 3AIOHHBIIEr0 IIPOBEPOIHBIH JIMCT, OAMHCE, naTa)

(nomkHOCTh ¥ ®VIO JODKHOCTHOTO JIMIA FOPUIITIECKOTO JIMNa, IPUCYTCTBOBABIIETO TIpH
3aII0JTHECHUH IPOBEPOYHOTO JIMCTA, IO/MHKC, 1aTa)
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ITpmioxernne Ne 18
K rpukasy OezepanbHOH CIyKObI
110 Ha30py B cdepe 3ApaBOOXPAHEHUA

or (141 491N 9432

dopma

IIpoBepoYHbIii JHCT
(CIHCOK KOHTPOJIBHBIX BOIIPOCOB),
ucnoab3yemblii @eepabHoil ciy:x00ii no Hax3opy B cepe 31paBOOXpaAHEHHS
H ee TEPPATOPHAJILHBLIMH OPraHaMH NpPH MPOBEACHUH MJIAHOBBIX MPOBEPOK NMPH
ocymiecTBJIeHHH (eJepanbHOro rocyIapcTBeHHOro Haasopa b cdepe oOpaleHus
JIEKAPCTBEHHDbIX CPENCTB
(mepeBo3Ka JIeKapCTBEHHBIX NPeNapaToB AJisl MEIHUHHCKOTO npuMeHeHHsI
HHAHBHAYAJbHBIMH npeAnpHHAMATEAMH)

(HamdeHOBaHHe oprahna, OCYHIECTBIIAIOLICTO ILTAHOBYIO I[pOBCpKy)

1. Bun rOCyAapCTBEHHOTO KOHTPOJIA (nay3opa)

2. TIlpenMmer IIaHOBOM MPOBEPKH FOPHAMYIECKHMX JIHIL U VHIMBH/Ty QJIBHBIX
NpeanpHHEMATENeH OrpaHNYMBACTCS 06s13aTeIbHBIMY TPEOOBAHUAMH, COOIIOICHHE KOTOPBIX
gBIseTcs Haubonee 3HAYAMEIM C TOYKH 3PEHMS HENOIYLICHMS BOSHMKHOBCHHS yIpO3bI
PUYMHEHHs Bpe/la XH3HH, 3M0POBBIO IPAXKAH, H3N0KEHHLIMH B ¢dopmMe MPOBEPOIHOr'O JTHCTA
(CIIHCKa KOHTPOJIBHBIX BOTIPOCOB).

3. HanMeHOBaHWe IOPHAMYECKOro IMua, Gamuims, uMs, OTIECTBO (TIpu  HAJIHIMH)
MHIMBH Ty aJIbHOT'O IpeIIpHUHAMATEIIS:

4. MecTo TpOBEJEHHs IUIAHOBOM MPOBEPKH C 3aMONHEHHEM NPOBEPOTHOTO JHCTa:

5. PeXBM3UTHI PHKa3a O MPOBEJCHAU IUIAHOBOH NPOBEPKH: OT

Ne

6. YdeTHBI# HOMep IPOBEPKH 1 laTa IPHCBOCHHUS YIETHOTO HOMEpa IIPOBEPKH B EnuaoM
peecTpe MPOBEPOK:

7. JOIKHOCTh, GaMIIia ¥ WHUIHANBI JOJDKHOCTHOIO JIMad (yu1r), TpOBOAAMEro(¥X)
TIaHOBYIO IIPOBEPKY:

1. ;

2. :
8. ITepedeHs BOIPOCOB, OTPAXKAIOIINX CONEPIKaHHE 00s3aTeNbHEIX TpeOOBaHUH, OTBET HA
KOTOpbIE€ OJHO3HAYHO CBHUIETENBCTBYET O COOIIONEHUH WM HECOOMIOACHHH IOPHIUIECKIM
JIMIOM, WHIMBHIyaTbHEIM MpEANPUHAMATENEM 00s3aTebHBIX TpeGoBaHul, COCTABILIONINX
IpeaMeT IIPOBEPKH:
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PexBH3UTHBI BriBoj 0 BBINOJTHEHHHA
HOPMATHBHBIX TpeboBaHuMH
Ne Bonpocel, oTpaskalomue CoAepKaHue MpPABOBLIX AKTOB, €

n/n o0s3aTeabHBIX TPeOoBaHMId yKa3aHHeM HX na HeT

CTPYKTYPHBIX
¢IMHHIl, KOTOPbIMH

YCTaHOBJICHBI
o0sa3aTeIbHBIE
TpeboBaHHS

Iyukr 4 cratbH 9 @exepajbHOro 3aKOHA OT 12 anpeas 2010 r. Ne 61-@3 «OG oGpamennu
JeKapcTBeHHbIX cpeacTB» (CobpaHue 3aKOHOAATENLCTBA Poccniickoii ®eaepanun, 2010, Ne 16,
cr. 1815; 2016, Ne 27, c1. 4283) (nasiee - 61-®3), riaasa 7 lpaBua HaJJIe)xamell NpaKTHKH XpPaHCHHUA
M IIepPEBO3KH JEKAPCTBEHHLIX MPENapaToB MJIs MEIHMIHHCKOro NPHMEHEHH, YTBepKIAECHHBIX
npuka3oM MHHHCTEPCTBA 3APAaBOOXPAaHEHUH Poccuiickoii ®enepaumn or 31 asrycra 2016 r.
Ne 646n (3aperncTpupoBad MHHHCTEPCTBOM IOCTHIMH Poccuiickoit ®enepanuu 9 sasaps 2017 r.,
perucTpamuonHbiii Ne 45112) (nasee — Ilpasnaa napiexameii npakTuxkn xpanenus); Ilpasnna
XpaHEHHs JIEKAPCTBEHHbIX CPEACTB, YTBeP:KICHHbIEC IPHKA30M MHuHHCTEPCTBA 31PaBO0XPaHEeHHS
M conmaabHOro paseuTusi Poccmiickoii ®enepanum 0T 23 aBrycra 2010 r. Ne 706m
(3aperncrpupoBaH  MHHHCTEPCTBOM IOCTHIHH Poccuiickoii ®enepanun 4 oxrsopa 2010 r.,
perucrpanuonnbii Ne 18608) ¢ n3MeHeHMSAMH, BHECCEHHBIMH HPHKA30M MunncTepcrBa
3|pABOOXPAHEHHS H COMMAJILHOIO Pa3BHTHSA Poccuiickoii ®enepanun ot 28 nexabps 2010 r.
Ne 1221m (3aperucTpupoBaH MHHHCTEPCTBOM IOCTHIHH Poccuiickoni ®enepanuu 4 denpans
2011 r., perucrpanuonnbiii Ne 19703) (nasiee — IlpaBuia XxpaHeHust JIEKapCTBCHHBIX ¢ DECTB)

1. CoracyroTes Jii ¢ IIoJTy4areieM myHKT 56 I1pasun
OCTAaTOYHBIE CPOKH FOJHOCTH HaUIeXanel NpaKTHKH
[IOCTABISEMBIX JIEKAPCTBEHHBIX XpaHeHHs
mpenaparon?

2. ®ukcupyeTcs i cyObeKTOM 00paIleHUs myHKT 58 I1paBuin

JIeKapCTBEHHBIX TIpenapatoB HHGopMalms | Ha/UIexKallel IIPaKTHKH
0 TIepeBO3Ke JIEKApPCTBEHHBIX MPENapaToB? | XpaHCHHA

3. OcymiecTBIsieTcs i1 KHGOPMHUPOBaHHE nyHKT 61 [Ipasun
OTIpaBUTENS ¥ (MIIH) MOJTydYaTess HajIexanied TpaKTHKH
JIEKapCTBEHHBIX IPENApaToB O XpaHEeHHUs

BBIABJIEHHBIX B IPOIIECCE NIEPEBO3KH
ciay4asX HapyIIeHHs TEMIIEPATYPHOTO

peXUMa XpaHEHHs !

4. Ocy1ecTBIsETCs T HHPOPMHUPOBaHUE myHKT 61 IlpaBun
OTHpaBuTeNs U (MIH) MOJTydaTess HaJJIeKaIel TpaKTHKA
JIEKapCTBEHHBIX IPEMNapaToB O XpaHEHHUS

BBISIBJICHHBIX B IIPOLIECCE TIEPEBO3KH
Clydasx HapyLIEHHs TOBPEXKACHHS
yIIakoBKH?
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CPEACTBaM M3MEPEHHIA:

5. I[TpemocTaBasIOTCS K CYOHEKTOM nyHkT 61 Ipasun
oOpallieHHUs TeKapCTBEHHBIX MPenapaToB HaUIeXKanied NpaKTHKK
TIO 3aIpOCy IMOJTy9aTeNs JEKApCTBEHHBIX XpaHeHHs
IPENapaToB CBEACHUS O COOMONCHUN
TEMIEPATYPHOTO peXHUMa IIPH NEPEeBO3KE
NeKapCTBEHHBIX IIPeNapaToB?

6. Hcnons3yroTes U U1 IEPEBO3KH nyskT 62 Ilpasun
JIEKapCTBEHHBIX IIPENapaToB HaJJIexamei MpaKTHKA
TPaHCIOPTHEIE CpeAcTBa? XpaHeHHUs

7. O6ecneYnBaloT JIH TPAHCIIOPTHBIE myHKT 62 IIpasun
cpeacTBa M 060pyHOBaHHMe Ul IEPEBO3KA | Ha/IexKalleH MPaKkTHKA
JIEKapCTBEHHBIX IIPENapaToB KauecTBo, XpaHEeHHs
5¢(eKTHBHOCTH U 6€30MacHOCTb
JNIEKApCTBEHHBIX IIPENapaToB?

8. Hcnonp3yeTcs 1 IPH IEPEBO3KE nyHKT 62 ITpasun
TepMOIabHIBHBIX JICKAPCTBCHHBIX HaJJIeXKaIneH NPakTHKA
[penapaToB CHEHATH3HPOBAHHOE XpaHCHHA
obopynosaHune?

9. OO6ecneynBaeT JIU CICHHATH3HPOBAHHOE myHKT 62 IIpasun
o6opyaoBaHKe mojuiepxaHue TpebyeMbIX HaJlJIexallel NPakKTHKK
TEMIIEPATYPHBIX PEXHMOB XpaHECHHUS XpaHCHHA
JIEKAPCTBEHHBIX TIpenaparoB?

10. | Ilpm mepeBO3Ke JIEKapCTBEHHBIX nyHkT 63 [Ipasun
IpernapaToB COOMONAETCS JIK YCIOBHE HazJeXalen MpaKTHKHA
OTCYTCTBHS NPSIMOro KOHTaKTa XpaHCHHUA
XJIAJ03JIEMEHTOB C JIEKapCTBEHHBIMHU
npenapaTaMi B H30TEPMHYICCKHX
KOHTelHepax?

11 | Pykosoautenem cy6nexTa oOpameHus nyHKT 63 IIpasun
JIEKapCTBEHHBIX MIPENapaToB MPOBOIUTCA HajJIeKallel NPaKTHKH
JIM HHCTPYKTAX O IOPSAAKE MOArQTOBKH XpaHCHHA
H30TEPMUIECKHX KOHTEHHEPOB K
TIepeBO3Ke JIeKapCTBEHHBIX IIPENapaTos (C
YUETOM CE30HHBIX 0COOEHHOCTEH), a TaKoKe
0 BO3MOXHOCTH ITOBTOPHOT'O
HCIIOIB30BAHHS XJIaZ03JIEMEHTOB?

12. | ITpouwto im o6opynoBaHue, OTHOCALIEEC K myHKT 64 [TpaBun

HajyTeXaled NpakTHKH
XpaHeHHs

TEPBHYHYIO [OBEPKY U (M) KaTHOPOBKY
N0 BBOJA B HKCILTYaTaLMIO?

myHKT 64 [IpaBun
HaJyIe)Kalled TPaKTHKHA
XpaHEHHU
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nepBUUHYIO OBEPKY U (M) KaInGPOBKY
ocse peMoHTa?

myHKT 64 [IpaBin
HaJJIexalneil NpakTHKH
XpaHEHHs

TIepUOIMUECKYIO [IOBEPKY M (WIIH)
KaJIMOPOBKY B IIpoIiecce

myHKT 64 TTpasui
HajyieKalel NPaKTHKH

JIEKapCTBEHHBIX TPENapaToB Ha
TPaH3UTHBIX CKIaNax?

SKCIUTyaTauyn? XpaHEeHHA

13. | JlocTaBistoTe J1d JICKapCTBEHHBIC nyHKT 65 IIpaBun
TpenapaTsl [0 aJpecy, ykasaHHOMY B HaIexanieit NpaxTHKA
TOBAapPOCONPOBOMMUTENBHBIX IOKYMEHTAX ? XpaHeHUs

14. | CobmomaroTcs JI YCIIOBHS XPaHEHUA nyHKT 67 IIpasun
JEKapCTBEHHBIX NPENaparoB B Hauiexaniei NpaKTHKH
OMEIIECHUAX Ha TPAaH3UTHBIX CKiIanax? XpaHCHHUS

15. | ObecneunBaercs i 0€30MaCHOCTD nyHkt 67 Ipasun

HaJyIeKalled MPaKTHKA
XpaHeHus

Tapa, ynakoBKa H MaPKHPOBKA JIEKapCTBEHHBIX MpenapaTos (ctaTbs 46 61-03, riasa 8 Ilpasua
HAQIeKAMeli MPAKTAKH XPAHEHHS)

YIAKOBKa C YUCTOM!:

16. | Bauser a1 TpaHCHOPTHAS Tapa Ha nyHkT 68 IIpasun
Ka4uecTBo, 3O PEKTHBHOCTD H OE30MACHOCTD HaJyIeXKaIeH IpaKTHKA
JIEKAPCTBEHHBIX MPENApaToB IPH UX XpaHeHHs
niepeBo3ke?

17. | ObBecneunBaeT 14 TpaHCIOPTHAs Tapa nyukt 68 IIpaBuit
3aIIUTy OT Bo3aeicTBUA GakTopoB HaJIexanen paKTHKH
BHEIOHEH cpensl? XpaHEeHHUs

18. | BriGupaercs nH TpaHCIIOPTHAs Tapa, nyHKT 69 Ilpasun

HajuIexaned NpaKTHKA
XpaHeHHs

TpeGOBaHHif K YCIOBHAM XPaHCHUS B

TIepeBO3KH JIEKAPCTBEHHBIX PENapaTos?

nyHKT 69 IIpaBun
HaJUIeKAIIEH IIPaKTHKU
XpaHEeHHs

JNeKapCTBEHHbIX PENapaToB?

06BeMa, He0OXOAMMOTO VI Pa3MEICHUs

nyHKT 69 Ipasun
HaJUIeKaIIed TPaKTHKU
XpaHEeHHUs

KoJeGaHui TEMIIEPATyPhl OKpYKarowe
cpenbl?

nyHkT 69 Ilpasui
HaJUIeXXamed TPaKTHKI
XpaHCHUs

JUTHTEJTBHOCTH IIEPEBO3KH, BKITFOYast
BO3MOJKHOE IIPOMEXYTOYHOE XpaHEHHE
JNeKapcTBEHHBIX [PENapaToB?

nyHKT 69 IIpaBun
HaJjIe)Xaed MpakTHKA

XpaHEHUs
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HCIIOJIb30BaHUE TIOBPEXKICHHBIX
XJIAIODIEMEHTOB?

19. | Ha TpaHCIOpTHYIO Tapy HaHOCSTCS JIH: myHKT 71 IlpaBun
HaJyIe)Kamel MpaKTHKA
XpaHeHUs
HAaUMEHOBAHUS JIEKAPCTBEHHBIX nyHkT 71 IpaBun
IpernaparoB? HajyIeXxanieil IpakTHKA
XpaHEHHUS
CEpHH JIEKapCTBEHHBIX NIPENapaToB? myHKT 71 IIpasun
HajIeXarnieit NpakTUKU
XpaHEeHUs
Jarta BhITycKa? nyHkT 71 IlpaBun
HaJyIeKaled pakTHKA
XpaHeHUs
KOJIMYECTBO BTOPHYHBIX nyHKT 71 IIpaBun
(mOTpeOUTENBCKHX) YTIaKOBOK HaJjIexanei MpakTUKA
JIEKapCTBEHHBIX IIPENapaToB? XpaHEHUS
uH(OpMaLHs O IIPOU3BOTUTENIC myHkt 71 Ilpasun
JEKapCTBEHHBIX MPETIApaToB C YKAa3aHUEM | Ha[uIexKallel MIPaKTHKH
HAMMEHOBAHUYN U MECTOHAXOXICHUS XpaHEHUS
(ampeca) IPOM3BOIHUTENS JIEKAPCTBEHHBIX
npemnaparoB?
CPOK TOJJHOCTH JIEKAPCTBEHHbBIX myHkT 71 IIpaBun
npenapaToB? HazyexXalnel MpaKTHKH
XpaHeHus!
yCIIOBHS XpaHEHHUS M MEPEBO3KH myHKT 71 IIpaBuin
JIEKAPCTBEHHBIX IIPENapaToB? HajyIe)xarniel IpakTUKA
XpaHEHHs
HEOOXOAUMBIE NpeAyNpeaUTEIbHEIC nyHKT 71 [Ipasun
HaanucHu? HaJjIeXXaInen MpakTHKH
XpaHeHUs
MAHHITYJIITOPHBIE 3HAKA? nyHKT 71 IlpaBun
HaJJIeXKalled MpakTHKU
XpaHECHUSA
D0. | CobmogaeTcs v 3anpeT Ha IOBTOPHOE myHKT 63 IlpaBun
HCIIOIF30BaHUE HEAOCTATOYHO HaUIeXanel NpaKTHKH
OXJIQXKIEHHBIX XJIaJ03/1€MEHTOB? XPaHEHHUS
D1. | CobmogaeTcs M 3alpeT Ha myHKT 63 IIpasun

HaJUIeXKaIeN MPaKTHKA
XpaHEHHS
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(momxuocTh ¥ PYIO JOHKHOCTHOTO JIHIA, 3aIl0JHABIICTO IPOBEPOYHEIH JIACT, IOAMHCH, JaTa)

(mosmkHOCTE B @VIO TOIDKHOCTHOTO JIMLA FOPHIMIECKOT0 JIMIA, IPHCYTCTBOBABIICTO IIpH
3aIIOJIHEHHH IPOBEPOTHOTO JIKCTA, TOMIIHCE, 1aTa)




[Tpunoxerue Ne 19
Kk npuxasy PenepanbHoOl CITyXOBI
1o Ha30py B cdepe 3ApaBoOXpaHeHHT

orCIA AL Ne Gy 28

dopma

IIpoBepovHBIH JHCT
(CTHCOK KOHTPOJIBHBIX BONPOCOB),

ucnosb3yemblii @exepaabHOi cayxK00# M0 HaA30pY B cdepe 37paBOOXPAHCHHSA
¥ ee TEPPHTOPHAIBLHLIMH OPraHaMH NPH NPOBEJCHHH MJIAHOBBIX NpOBEPOK NpH
ocymiecTB/IeHHH (helepajibHOro rocyJapCTBeHHOro Haa30pa B cdepe oOpanieHHs

JIEKAPCTBEHHDbIX CPEICTB
(oTmycK JieKapcTBEHHbIX NPeNnapaToB AJisi MEIHIHHCKOTO NpHMEHEHHS B
MeINIMHCKON OPraHA3aMy ¥ HHBIX OPraHH3alHsAX, HMEIOIIHX JHICHIHIO HA
MeIHIHHCKYIO AesiTeJIbHOCTD)

(HaI/IMCHOBaHI/IC oprana, OCYIISCTBIIAIOIICTO IUTAHOBYIO nposepKy)

1. Bun roCyJapCTBEHHOTO KOHTPOJIA (Hagzopa)

2. TlpemMer TUIAaHOBOH TMPOBEPKH IOPUAMMECKHX JIHMI M VHIMBH]Ty JIBHBIX
npeanpHHEMATENel OrpaHUYHBaeTCs 06s3aTeNBHBIME TPEGOBaHUIMH, COOIIOIeHHE KOTOPBIX
gBISETCS HAauboMee 3HAYAMBIM C TOYKH 3pEHHS HEJOMYIIEHHA BO3HUKHOBEHMS YIpOSBI
TIPHYIHHEHNS BPe/la XU3HH, 3/0POBBIO IPRX/IAH, U3/I0KEHHBIMU B dbopme IPOBEPOTHOTO JIMCTA
(CITHCKA KOHTPOJIBHEIX BOTIPOCOB).

3. HauMeHOBaHHE OPHIMYECKOTO JHMI@, (aMuiusd, UM, OTIECTBO (mpH HAINYNH)
UHIMBHIyaJIEHOTO peINpUHAMATENIA:

4. Mecto MpOBEACHUS TJIAHOBOM IIpOBEPKU C 3allOJIHEHHEM IIPOBEPOYHOIO JIUCTA:

5. PeXBM3WTHI IPHKa3a O MPOBEJEHUH IUIAHOBOH NPOBEPKHU: OT

Ne

6. YdeTHBIH HOMep IPOBEPKH U [iaTa IIPHCBOEHHS yISTHOrO HoMepa POBEPKH B EnunoM
peecTpe MPOBEPOK:

7. JomKHOCTh, GaMIIIis ¥ WHUIKAIBI JOJDKHOCTHOTO JIANA (), mpoBoAsIero(ux)
IUIAHOBYIO ITPOBEPKY:

1. ;

2. .
8. [lepeyeHb BOMPOCOB, OTPAXKAIOLIUX COACPKaHHE 00s3aTeNbHEIX TpeOOBaHUH, OTBET HA
KOTOpBIE ONHO3HAYHO CBUICTENBCTBYET O COOIIIOIEHAY WM HECOOTIOJIEHUH FOPHINICCKIM
JIAIIOM, MHAMBHIYaJIbHBIM MIPEANPUHAMATEIEM 00s3aTeNbHBIX TPeOOBaHHUM, COCTABIIAIOUINX
IpeiMeT MPOBEPKHU:




PexBu3nTHI BoiBoj o

HOPMATHBHBIX BBINOJTHCHHH
Ne Bonpocsl, oTpaxaomme coaepKanue NPaBOBBIX AKTOB, € TpeGoBanmii
n/n o6si3aTebHbIX TPeOOBaRMIi yKa3aHHEM HX

CTPYKTYPHBIX aa HeT
eAHHAI, KOTOPHIMHA
yCTaHOBJICHBI
oGn3aTe/bHbIC
TpeGoBaHAS

®enepanbHblii 3aKoH ot 12 anpens 2010 r. Ne 61-03 «O0 ofpameHnH JEKaAPCTBEHHBIX CPEACTB»
(Cobpanne 3axonogareabcrpa Poccuiickoii ®@enepanun, 2010, Ne 16, cr. 1815; 2016, Ne 27,
cT. 4283) (nanee - 61-®3); OenepanbHbIi 3aK0H 0T 8 THBapH 1998 r. Ne 3-®3 «O HAapKOTHYECKHX
cpeacTBaX M HCAXOTPONHBLIX BeMIECTBAX» (Cobpanne 3axoHoaaTeabcTBa Poccuiickoi
®denepanun, 1998, Ne 2, ct. 219; 2016, Ne 27, c1. 4238) (nanee - Ne 3-®@3); IIpasuia ormycka
JEKAPCTBEHHBIX  NpPENapaToB Ui  MEIHIOHHCKOr0 MNpHMEHeHH#, B TOM  YHCIC
HMMYHOGHOJOrHIeCKAX  JIEKADCTBEHHBIX ~ MPENapaToB, ANTEIHBIMH  OPraHH3ANMAMM,
MHMBHAYAIbHBIMH NPEINPHHAAMATEISAMH, HMEOMHAMH JIHIEH3HIO Ha (apManeBTHIECKYIO
AeATEIbHOCTh, YTBEp)KIeHHbIe NpPHKAa30M MuHMCTepcTBa 31pPaBOOXpaHEeHHs Poccuiickoii
®enepamun ot 11 mous 2017 r. Ne 4031 (3aperHcTpHpOBaH MunucTepeTBOM HCTHIHH
Poccumiickoii ®enepamun 8 centsabps 2017 r., perncTpanuoHHbIi Ne 48125) (manee - IIpaBuia
ornycka); Ilopsiiok Ha3HAa4YeHHsi M BBHINMCHLIBAHHS JICKADCTBCHHBIX Ipenaparos, 3 e il
MeAMIMHCKOTO HA3HAYEHAS M CHEHHAJN3MPOBAHHBIX NPOIYKTOB Jie4eOHOro NHTAHMI,
yTBepXKIeHHBbI  NpuKazoM MHHHCTEPCTBA 31PABOOXPAHEHHS] W COUMAILHOrO pasBATHH
Poccniickoii ®exepamn ot 12 despaas 2007 r. Ne 110 (3aperucrpupoBan MHHACTEPCTBOM
tocrunmn  Poccmiickoii ®emepannu 27 anpeas 2007 r., perucTpamuoHHbIA Ne 9364) ¢
H3MEHCHHSIMH, BHECEHHBIMH NpHKazoM MHuHHNcTepeTBa 3apaBooxXpaHenus Poceniickoi
®enepauun ot 26 despans 2013 r. Ne 94 (3aperHcTpHpOBaH MuHHCTEPCTBOM I0CTHIHH
Poccuiickoii ®enepanun 25 mons 2013 r., perucrpannonnbiii Ne 28881) (namee — HMucrpyknus);
Tlepeuens HADKOTHYECKHX CPEACTB, ICHXOTPOMHLIX BEIECTB H HX NPEKYPCOPOB, MOICIKAMMX
KoHTpomo B Poccmiickoii Demxepaun, yTBepXKICHHbIH NOCTAHOBJICHHEM IIpaBuTeancTBa
Poccuiickoii ®enepanuu ot 30 mrons 1998 r. Ne 681 (CobpaHue 3aKOHOAATEILCTBA Poccniickoit
®enepaunn, 1998, Ne 27, cT. 3198; 2017, Ne 33, ct. 5182) (nanee - Ilepedenn HAPKOTHIECKHX
M INCHXOTPONHBLIX JIEKAPCTBeHHbIX mnpenaparoB); IlopsfoKk Ha3HAYEHHH M BBINHCHIBAHASN
JIEKAPCTBEHHBIX TNPENapaToB, a Takke GopM penenTypHbIX 01aHKOB Ha JIEKapPCTBEHHLIC
npenaparbl, HOPAIOK 0GopMIIeHHS YKA3aHHBIX 0JIAHKOB, HX YY€Ta H XpaHCeHHs, yTBepKAeHHbIH
npukasoM MuHHCTepcTBa 34paBooxpaHenus Poccuiickoii @enepannn o1 20 pexadps 2012 r.
Ne 11751 (3aperncTpupoBan MusucTepcTBoM locTHnuu Poccuiickof ®enepannu 25 HIOHS
2003 r., perucrpanuonHbiii Ne 28883) ¢ H3MeHeHUIMH, BHECCHHLIMH PHKA30M MuHnCTEPCTBA
3apaBooxpanenus Poccuiickoii ®@enepanun or 21 anpeis 2016 r. Ne 254n (3aperncTpupoBaH
MunncreperBom loctunuu Poccniickoii ®enepanmn 18 mions 2016 r., perucTpanHOHHbIH
Ne 42887) (nasnee - Ilopsinox HA3HAYEHHS H BLINUCHIBAHHA)

1. [onyuatoT M MEMULIMHCKAE OpPraHM3allW| | IMYHKT 3.1 [Ipunoxxenus
JIEKapCTBEHHBIC IperapaThl M3  anTeyHod | Ne 13 rmassl III
OpraHM3alKH 110 TPEOOBAHHAM-HAKIIAIHEIM? HuCcTpyKIMH

2. UMeercs 1H Ha TpeGOBaHUSX-HAKIaAHBIX Ha | MyHKT 26 [IpaBun
THOJIyYeHHe JIEKapCTBEHHBIX MIPENaparoB: OTIIYCKA;




. 3.1 Ilpunoxenns
Ne 13 rnassi 11
HHcTpyKumu

rramMi’?

nyHKT 26 [IpaBui
OTITyCKa;

myHKTEI 3.1, 3.2
Tpunoxenns Ne 13
rnasel 111 UHCTpYRIIMHK

KpyTias Nedyath MEAUIMHCKOH OpraHu3aluu?

myHKT 26 [IpaBun
OTIYCKa;

myHKTH 3.1, 3.2
[Tpunoxenns Ne 13
riassl 111 Uscrpyknmu

MOAIMUCE €€  PYKOBOOUTEIA HIM  Cro

3aMecTHTEN 110 JeueOHOoH yacTu?

nyHKT 26 [IpaBun
OTITYCKa;

nyHKTH 3.1, 3.2
Tpunoxenus Ne 13
rnassl 111 MHCTpYKIIHH

HOMEpA, JaThl COCTaBJICHHUA ,HOK}’MCHTa?

myHKT 26 [IpaBun
OTITyCKa;

myHKT 3.1 [Ipunoxenus
Ne 13 rnassr 111
HHcTpykumu

OTIPABUTENSL U TIONTydaTess JIEKapCTBCHHOTO
mpemnapara?

nyHKT 26 IIpasun
OTIyCKa;

nyHKT 3.1 [Ipunoxenus
Ne 13 rnaBer 111

yIIAKOBKH, cliocoba mpEMeHeHHus)?

HHCcTpyKIMH

myHKT 26 [Ipasun
HAUMEHOBAHHE JIEKApCTBEHHOIO IPENapata |  ryvera:
Ha JIaTHHCKOM s3bIKe (C  yKa3aHHEM

nyHKT 3.1 [Ipunoxenus
no3upoBKH,  (opMBI  BBRIDIYCKa,  BUJA

Ne 13 rnassrl 111
Hactpyxuuu

KOJIMYECTBO 3aTpeOOBaHHBIX JIEKAPCTBEHHBIX
[perapaToB?

myHKT 26 IIpasun
OTIIyCKa;

myHKT 3.1 ITIprnoxenus
Ne 13 rnagsr1 111
HNHucTpyxiun

KOJIMYECTBO M CTOMMOCTb  OTIYINEHHBIX
lIeKapCTBEHHBIX [IpeNapaToB?

myHKT 26 IIpasun
OTITyCKa;

myHKT 3.1 Ilprtoxenus
Ne 13 rnaser1 111
WucTpykumu

OcymiecTBIS€TCA JIH OTIYCK II0 OTACIBHBIM
TpeGOBaHUAM-HAKIAHbIM:!

nyHKT 27 [IpaBun
OTIyCKa
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uKcIe OTITycKaeMbix Oe3 pementa?

HApKOTHYECKAX u IICHXOTpONHBIX | MyHKT 27 IIpaBmin

JleKapCTBEHHBIX MpenaparoB CrHcka Il w I | ormycka

[lepedns HAPKOTHUECKHX M IICHXOTPONHBIX

lleKapCTBEHHBIX NPENapaToB?

eXapCTBEHHBIX TPENApaToB, MOLIEKAIINX mysxr 27 TIpasi

[Ipe IMETHO-KONHIECTBCHHOMY Y4eTy? oTIycKa

MHEIX JIGKApCTBEHHBIX IIPEMAparoB, B TOM nynkt 27 TIpasui
OTIyCKa

Yka3sIBaroTCA IpHa BBINTHUCHIBAHHH
JIEKapCTBCHHOI'O nmpenaparta AL
WHIANBUAYAJILHOI'O OOJIBHOTO JOIIOIHUTEIBHO:

Jn

nyskT 3.2 IIpuoxenus
Ne 13 rnassr 1
HucTpyKIuu

ero (aMuus ¥ HHUIHATBI?

myHKT 3.2 IIpunoxenus
Ne 13 rnassr 111
HHCcTpyKIMH

HOMEp MCTOpHH Gone3nu?

nyHkT 3.2 IIpunoxeHus
Ne 13 rnasei 11

WucTpyKIun

BbIIMCHIBAIOT JIH CTOMATOJIOTH, 3yOHBIE Bpaun
3a CcBOeH MOJANMHUCHI0 TpeOoBaHMA-HAKJIaHBIC
TOJNLKO HAa JIEKApCTBEHHBIE  Ipernaparsl,
[IpUMEHSAEMBIE B CTOMATOJIOTHIECKOM
kabuneTe, O3 IIpaBa BHLIAYH HX MAIIUCHTaM Ha
pyku?

nyHkT 3.3 [Ipunoxenns
Ne 13 rnaset 11
WHCcTpyKIMu

HmMeeTcs nmu Ha Tpe60BaHI/I$IX Ha SITOBUTHIC
JICKapCTBCHHEIC CPEACTBAL

nyHKT 3.4 IIpunoxeHus
Ne 13 rnagsi I
Huctpykumu

OJAMUCE CTOMATOJIOTra BTN 3}’6HOF0 Bpaqa?

nyHKT 3.4 [IpunoxeHus
Ne 13 raser 111
HucTpykuuu

MONIMHCH  PYKOBONUTENIS  YUPEXIACHUS
(OT/IeTEHHSA) MK €T0 3aMECTHTENs?

nyHKT 3.4 TIpunoxeHns
Ne 13 raaser 111
WHcTpyKumH

KpyIJIas IeyaTh MeMIMHCKON OpraHu3amiy?

nyHKT 3.4 TIpunoxeHns
Ne 13 rnassi 11
WucTpykuun

Odopmiensl i TpeGoBaHMS-HAKIATHBIC HA
OTHYCK  4YacCTHONPAKTHKYIOIUM  BpavaM
JNIEKAapCTBEHHBIX IIPENapaToB B  IOPSAIKE,
onpenenensoM 1L 3.1 - 3.4 Wucrpykiun?

nyHKT 3.5 Ilpuioxenus
Ne 13 rnassi 11
HucTpyxuun

OcyIiecTBIsIETCS U XpaHeHWe TpeOOoBaHMH-
OTILYINEHBI

HaKJIaJHBIX, I1o KOTOpPBIM
JIEKapCTBCHHBIC npenapaThl

myHKT 3.6 IIpuiaokeHns
Ne 13 rassr 111
HHcTpyKIHH
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Ha  HApKOTHYECKHE M ICHXOTPOIHBIC
nexapctennbie npenapartsl Comcka 11 u III
[lepeunss HapKOTHYECKHX M IMCHXOTPOIHBIX
IeKapCTBEHHBIX IIPENAapaToB - B TCUYCHHE
necstu neT?

nyHKT 3.6 [IpunoxeHus
Ne 13 rnagsi 11
HHcTpyKInu

Ha JIEKapCTBEHHBIE NIPENapaThl, MOJIeKAIHE
[pe/IMETHO-KONIMIECTBEHHOMY  Y4eTy, - B
TEYCHHE TPEX JeT?

myHKT 3.6 IIpunoxenus
Ne 13 rnaser 111
WnacTtpykuun

Ha MHBIE JIEKAPCTBECHHBIC IIpernaparbl - B
TCUCHHUEC OOHOTO ro,ua?

nyHkT 3.6 IIpHnoxeHns
Ne 13 rinasst 111
HucTpyxuun

(momxHOCTH 1 GUO OIDKHOCTHOTO JIKIIA, 3aNI0JIHHBILIErO IPOBEPOYHBLIf JIACT, ITOANHCE, 1aTa)

(momxHOCTS M ®VIO HODKHOCTHOTO JIMIA FOPHAMIECKOTrO JIMIA, IPUCYTCTBOBABIICTO P

3aMoJIHCHUH IIPOBEPOYHOrO JINCTA, IIOJIHCH, naTa)




IMpunoxenue Ne 20
K npukasy OeneparbHoOi CryKObl
TI0 HaZI30py B cdepe 3ApaBOOXpaHEHHU

or 09 {1 A0E_ Ne _GH2Q

®opma

IIpoBepo4HbBIii THCT
(cIMHCOK KOHTPOJILHBIX BONPOCOB),
ucnoab3yemblii ®enepanbHoii ciy:xbo0i Mo Haa30py B cpepe 31paBOOXpPaHEHHS
H ee TEPPHTOPHAIBLHBIMH OPraHaMH NPH POBeCHHH IUIAHOBLIX NPOBEPOK NpH
ocyHIecTBJICHHH (pe1epaibHOro rocyJapcTBEHHOTO Ha30pa B chepe o0pameHus
JIEKAPCTBEHHBIX CPEACTB
(oTnyck M peasin3anus JieKapCTBEHHBIX NPeNapaTos sl MEIHIHHCKOro
NpUMeHeHHs B anTeKe FOTOBBIX Gopm)

(HaMMEHOBaHHE OpTaHa, OCYIECTBIIONIETO TTAHOBYIO IPOBEPKY)

1. Bun roCyIapCTBEHHOT'O KOHTPOJIS (Hamg3opa)

2. TlpeaMer IUTaHOBOM NPOBEPKH MOPHAMYECKMX JIMI M HHAMBHIYalbHBIX
NpeAnprHUMATEIE OrpaHAIMBACTCH 00s13aTENbHBIMU TpeGoBaHUAMH, COOIIOIEHHE KOTOPBIX
gBiseTcd HamOojiee 3HAYMMBIM C TOYKH 3pEHHS HENOIYIIEHHS BO3HHUKHOBEHHS YIDO3bI
NpUYHHEHHUS BPEia )KU3HH, 3I0POBbIO IPaXKIaH, U3T0KEHHBIMU B bopme IIPOBEPOYHOTO JIUCTA
(CTIMCKa KOHTPOJIBHBIX BOIIPOCOB).

3. HauMeHoBaHHME MOPHAMYECKOrO IHIA, (GaMHUiMsA, HMs, OTYECTBO (mpH HATHYHAHN)
HUHIUBUIYAJTBHOTO IpeanpuHUMATENS:

4. Mecto IpOBEACHUA TJIAaHOBOM MNPOBEPKHA C 3alIOJIHCHHCM MIpOBCPOYHOr'0 JIUCTA:

5. PekBHM3UTEI NpHKa3a O NPOBEJCHUH IIJIAHOBOM MPOBEPKHU: OT

Ne

6. YeTHBIH HOMep POBEPKH U [aTa IPUCBOCHHS yIeTHOTO HoMepa MpoBepku B EnuHOM
peecTpe IIPOBEPOK:

7. JIOIKHOCTD, (haMUIIMs ¥ WHULMAIE! IODKHOCTHOTO JMua (JIHUIL), NpOBOAAIIET0(HX)
IUTAHOBYIO IPOBEPKY:

1. ;

2. .
8. IlepedeHs BOMPOCOB, OTPAKAIOLINX COlepKaHue 00s3aTeIbHBIX TpeOOBaHHU, OTBET HA
KOTOPBIE OJJHO3HAYHO CBUIETEJILCTBYET O COOMIONEHUH WM HECOOIIONEHHH FIOPHANIECKHM
JIMIOM, WHIMBUIYaTbHBIM TIpeANpPUHAMATENEM 0053aTebHBIX TPeOOBaHUH, COCTABIMIOMIIX
ImpeaMeT IIPOBEPKHU:




PexBH3NTHI BriBOA 0

HOPMATHBHBIX BBINOJHEHHH
Ne Bonpocsl, 0Tpaxalomue coieprkanne NPaBOBLIX AKTOB, ¢ TpeGoBannii
n/n ofs3aTebHbIX TPeboBaAHMIH yKa3aHHeM HX

CTPYKTYPHBIX aa HeT
eANHHI, KOTOPLIMHA
YCTaHOBJICHBI
o0s13aTe/IbHbIE
TpeGoBannn

®enepaabHbii 3aKoH o 12 anpens 2010 r. Ne 61-®3 «O06 o6pameHnH JeKAPCTBEHHBIX CPEACTBY
(Cobpanne 3akoHomaTeabcTBa Poccniickoit ®@epepanun, 2010, Ne 16, cr. 181S5; 2016, Ne 27,
cT. 4283) (nasee - 61-@3); DenepaabHbIii 33K0H 0T 8 AHBAPA 1998 r. Ne 3-@3 «O HApKOTHIECKHX
CpefcTBaX M NCHXOTPOMHBLIX BeEMECTBAX) (CoGpanue 3akoHomaTenbcTBa Poccuiickon
®enepanuu, 1998, Ne 2, cr. 219; 2016, Ne 27, ct. 4238) (nanee - Ne 3-®3); IlpaBuaa oTmycka
JIeKAPCTBEHHBIX  TNPENapaToB JUIl ~ MEIMIHMHCKOTO  NpUMEHeHH#, B  TOM  ‘HCIC
MMMYHOGHOJIOTHYECKAX  JIEKAPCTBEHHBIX  NPENapaToB, aNTeYHBIMH  OPraHMANMAMM,
HHANBAAYANLHBIMH NpPeANPHHAMATENAMY, HMCIOMHUMHA JIHICH3UI0 HA bapmManeBTHIECKYIO
JeSiTeJILHOCTh, YTBEPXKIEHHbIE NpHKa3oM MmuHHCTEPCTBA 3APaBOOXPAHEHHS Poccniickoii
®egepannau ot 11 moas 2017 r. Ne 403H (3aperucTpHpOBaH MHHHCTEPCTBOM HOCTHIAH
Poccuiickoii ®enepanun 8 centabps 2017 r., perncTpanaoHHbIH Ne 48125) (nanee - IIpaBuia
ormycka); Ilopsiaok HasHAYeHHS H BBHINMCHLIBAHHS JICKAPCTBEHHBIX MNpENaparos, 7k3) (1747
MEIUIMHCKOr0 Ha3HAYEHHS ¥ CHENHAJH3HPOBAHHBIX MNPOAYKTOB Jede0HOro IMHTAHHS,
yTBepXkIeHHbIi  mpHKa3oM MHAHHCTEPCTBAa 31pPABOOXPAHEHHMS H CONUAJILHOIO Pa3BHTHS
Poccuiickoii ®exepamun ot 12 despaas 2007 r. Ne 110 (3aperucTpupoBaH MuaucTepCTBOM
focrumu  Poccmiickoii ®enepauun 27 ampeast 2007 r., perncrpamuonnbiii Ne 9364) ¢
H3IMEHEHHSIMH, BHECEHHbIMH NpHKa3oM MuHHCTepCTBa 31pPaBOOXpPaHCHHSA Poccuiickoil
®enepanuu ot 26 ¢espans 2013 r. Ne 94n (3aperucTpapoBaH MMHHCTEpCTBOM IOCTHIAHA
Poccuiickoii ®eaepamun 25 urons 2013 r., peracTpanuoHHbIi Ne 28881) (nanee — UncTpyxnms);
Tlepedens HAPKOTHYECKHX CPEACTB, ICHXOTPOMHLIX BeMECTB M X MPEKYPCOPOB, NOLICKAMMHX
kouTpomio B Poccmiickoii ®enepaunyd, yTBePKACHHBIH MOCTAHOBJICHHEM IlpaBHuTEABCTBA
Poccniickoii ®eaepamuu ot 30 uronst 1998 r. Ne 681 (CoOpanue 3aK0HOAATENLCTBA Poccuiickoi
denepannn, 1998, Ne 27, cT. 3198; 2017, Ne 33, c1. 5182) (nanee - IlepedeHbh HAPKOTHYECKHX
M TCHXOTPONHBIX JIEKAPCTBEHHBIX Npenapatos); ®opMbl 0JaHKOB PENENTOB, COACPIKAMHX
HA3HAYEHHE HAPKOTHYECKUX CPEICTB HIIH NCHXOTPOMHBIX BEINECTB, MOPSIOK HX H3TOTOBJICHH ,
pacnpenelieHdsi, PErHCTPaliM, y4eTa H XpaHeHus, a Takke MpPaBHIA odopmienus,
yTBepXKIAeHHbIe NPHKa3oM MmuHACTEPCTBA 3/PaBOOXPAaHCHHS Poccuiickoit ®@enepanuu 0T
1 aBrycra 2012 r. Ne 54n (3aperucTpupoBan MHHHCTEPCTBOM I0CTHIHH Poccuiickoii @enepanuu
15 aBrycra 2012 r., peracrpaunonneiii Ne 25190) ¢ H3MeHEHHSIMH, BHECEHHLIMH NPHKAIOM
Munncrepersa 3apaBooxpanenusi Poccmiickoii ®exepanun oT 21 ampensi 2016 r. Ne 254u
(3aperucTpupoBaH MHHHCTEPCTBOM IOCTHIMH Poccniickoii ®egepanun 18 mons 2016 r.,
perncrpanuonHbiii Ne 42887) (1asee - mpukxas Ne 54); IMopsinox Ha3HAYEHHS H BBINHCHIBAHUSA
JIeKAPCTBEHHBIX NPENapaToB, a Takke (GopM peHeNnTYpPHLIX OJAHKOB Ha JIEKAPCTBEHHBLIC
HpenaparThl, HOPSA0K 0pOPMICHHS YKA3aHHBIX 01aHKOB, HX y1€Ta H XPaHCHM, yTBEp KACHHbIMH
npuxa3oM MHHHCTEPCTBA 3PaBOOXpPaHEHHUS Poccuiickoii Penepanun ot 20 gexabpsa 2012 r.
Ne 1175m (zapermcTpupoBaH MHHHCTEPCTBOM HCTHIHH Poccuiickoii @enepanun 25 HI0HSA
2003 r., peracTpanuoHHbIi Ne 28883) ¢ u3MeHEHHAMH, BHECEHHLIMH NMPHKA30M Munucrepcrsa
sapaBooxpanennst Poccuiickoii ®@enepanuu or 21 anpeis 2016 r. Ne 254u (3aperncTpHupoBaH
MununcrepcTBoM 1ocTamun Pocenmiickoii ®enepanuu 18 mions 2016 r., perscTpaIHOHHBIA
Ne 42887) (nagee - Ilopsiox HA3HAYICHHA H BhinucbiBaHun); Ilepedens JeKapCTBEHHBIX CPEICTB
IS METMIUHCKOr0 TNpHMEHEHHs, MOMJEKANIMX NpPeAMETHO-KOJHIeCTBCHHOMY YHeTY,
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yTBepKIeHHBIH mNpukasoM MmunHcTepcTBa  31paBOOXpPaHCHHA Poccuiickoii @eaepanun
or 22 ampens 2014 r. Ne 183n (3aperucTpupoBan MHHHCTEPCTBOM IOCTHIHH Poccniickoit
®enepanan 22 uioas 2014 r., perucrpammonnbiii Ne 33210) ¢ M3MeHEHHAMH, BHECCHHLIMH
npuka3oM MuHucTepcTBa 31paBooxpanenus Poccniickoi ®enepaunu ot 10 censiops 20135 r.
Ne 634m (apernctpupoBan  MHHHCTEPCTBOM  HOCTHIHMH Poccuiickoii  @exepanuu
30 cenrs6ps 2015 r., perucrpannonnsbiii Ne 39063) (nanee - Ilepedens iekapCTBEHHbIX CpencTB);
Iopsimok oTmycka (pU3HYECKHM JHUAM JEKAPCTBCHHBIX MpENapaToB Uil MEIHIHHCKOrO
NpPHMEHERHS, COTEP/KAMMHX KPOMe MAJIBIX KOJHIECTB HADKOTUIECKHUX CPECTR, NCHXOTPONHBIX
BeIEeCTB H HX NPEKypCopoB Apyrue papMaKojIornyeckue akTHBHbIE BEMIECTBA, yTBEpKICHHbIA
npuKa3oM MHHHCTEPCTBA 3PABOOXPAHEHHS H COHAILHOTO PA3BATHS Poccumiickoii Pegepanuu
or 17 mas 2012 r. Ne 562m (3aperucTtpHpoBaH MHMHHCTEPCTBOM HOCTHIMH Poccuiickoit
®enepanun 1 wions 2012 r., permcrpanuonubiii Ne 24438) ¢ m3sMeHeHHSMH, BHCCCHHLIMH
npukasomM MunucTepcTBa 31paBooxpaHenus Poccuiickoit ®enepaunu oT 10 centsiops 2015 r.
Ne 634n (3apermcrpupoBan Munncrepersom rocTunnu Poceniickoit ®enepaunu 30 ceHTAOPs
2015 r., perucrpanuonnsiii Ne 39063) (nanee — nopsok); llepeueHn XKu3HEHHO HEe00XO0AMMBIX H
BaKHEHMHAX JIeKAPCTBEHHLIX npenaparo Ha 2016 rox, a Taxke mepedeHb JEKApCTBEHHBIX
NpenapaToB il MeJHIHHCKOro NPHMEHEHAs M MHHHMAJIbLHEBIH aCCOPTHMEHT JIeKapCTBeHHbIX
NpenapaToB, HeOGXOMMMBIX [UISi OKA3aHWA MEJHIHHCKOH INOMOmM, YTBEPKICHHbIC
pacnopsikennem IIpaButenscrsa Poccmiickoit ®eaepanuu oT 26 mexabps 2015 r. Ne 2724-p
(Co6panne 3akonogarenbcrea Poccniickoit ®exepann, 2016, Ne 2, ct. 413) (nanee — Ilepegenn
JIEKAPCTBEHHBIX MPENAPaToB, BXOMAIMX B MHHAMAJLHBIH aCCOPTHMEHT); Ilepeuenn
[oKHOCTEH (P ApMALEBTHYECKHX H MEIHMIMHCKHX PA0OTHHKOB B OPraHH3alHsiX, KOTOPBHIM
NPEIOCTABJIEHO MPABO OTIYCKA HAPKOTHYECKUX JIEKaPCTBCHHBIX NPENapaToB H NCHXOTPOIHBIX
JIEKAPCTBEHHBIX NPenapaToB GH3IMIECKHM JHIAM, YTBEPKIACHHBIH NPHKA30M MuHHCTEPCTBA
3apaBooxpaHenns Poccuiickoii ®@enepanun ot 7 centsOpsa 2016 r. Ne 681u (3aperncTpHpOBaH
MunucrepcrBoM tocTumun Poccuiickoii ®enepanun 21 ceHTsops 2016 r., perucTpanHOHHbLIMH
No 43748) (nasee — IepeveHb NOKHOCTEH)

1. OTIrycKaroTCs m HapKOTHYECKHE u | myskt 3 Ilpasun
ICHXOTPOIHEIE JIEKapCTBEHHBIE IPENapaThl 1Mo | oTImycka
peuentam?

2. OrmyckaroTcs  Ju  MMMyHOGHONoruyeckue | mynkr 3 IlpaBun
JIEKapCTBEHHBIE MPeTapaThl [0 PENENnTaM? OTIyCKa

3. OTtnyckarorcs TH HapKOTHYECKHE u | myskr 4 [IpaBun

TICHXOTPOIIHBIE JIEKAPCTBEHHBIE IPENApaThl, | OTIYCKa;

pHecennple B Cmmcoxk 11 Tlepeuns | mpunoxernus Ne 1 u 2 x
HapKOTHYECKHX 5 ICUXOTPOIHEIX | mpuka3sy Ne 54H
JIEKapCTBEHHBIX Ipenaparos, pH
NPEIbABICHAN pELENTOB, BHIMHCAHHBIX Ha
penentypHsx Gmankax ¢dopmer Ne 107/y-HII,
YTBEPXKIEHHOH IPUKa3OM Ne 54u?

4. OTtmyckarorcs m nicuxoTpornusle | myHKT 4 IIpasun
NEKapCTBEHHBIE IIpenaparsl, BHECCHHbIE B | OTIYCKa,

Crucox III Tlepeuns Hapkortmdeckux u | myHKT 9 ITopsaka
IICHXOTPOIHBIX JIEKAPCTBEHHBIX IIPENApaToB, | HA3HAYCHHUA H
TIPH TIPEIBSBICHIH PENENTOB, BHIIIMCAHHBIX HA | BBHIMMCHIBAHHS
penentypHeIx Grankax ¢popmer Ne 148-1/y-88,
yTBepXIeHHOM mpukazoM Ne 54u7
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OrnyckaroTes 131 HApKOTHYECKHE %}
NCHXOTPOIHBIE JEKAPCTBEHHbIC IMPETIapaTsl
Crnucka II TlepedHs HapKOTHYECKHX H
TICHXOTPOIHBIX JIEKAPCTBEHHBIX IIPENaparoB B
BHAE TPaHCACPMAIBHBIX  TEPANeBTHYCCKAX
CHCTeM THpH  MpEeIbIBICHHH  PELeNTOoB,
BBIIIACAHHBIX Ha PENENTYPHBIX Gl1aHKaX GOpMEI
No 148-1/y-88, yTBEepXKICHHOM TPHKA30M
Ne 5417

nyHKT 4 [IpaBuin
OTITyCKa;

nyHkT 9 Ilopsnka
Ha3HAYCHHUS
BBIIMCHIBAHHS

OTIycKalOTCs JIM JIEKApCTBEHHBIE IpenapaTsl,
BKIIOYEHHBIE B IepedeHb JIEKApCTBEHHBIX
CpeICTB i MEIUIMHCKOrO TNpPHMCHEHUS,
No[UIeKAlUX  IPEIMETHO-KOJIMYECTBEHHOMY
y4eTy, [pH  TpedbSBICHHH  PELENTOB,
BHIITHCAHHBIX HA PELENTYPHBIX GlIaHKax GOpMBI
No 148-1/y-88, yTBEpKIECHHOM MpPHKa3OM
Ne 54n7?

MyHKT 4 [IpaBun
OTIIyCKa;
pasmenst  [; II; Il
[lepeuns

JIEKapCTBCHHBIX CPEACTB

OtnycKaroTes TH JIEKapCTBEHHEBIE penaparsl,
obnagarone aHabOJIMYECKOl aKTHBHOCTHIO,
IpH MIPEXbSBIECHNY PENENTOB, BEIMUCAHHBIX HA
penenTypHbix Gnankax dopmer Ne 148-1/y-88,
yTBEpXKIEHHOM mprKkasoM Ne 54u?

1. 4 [IpaBui oTIyCKa,
TOANMYHKT 3 myHKTa 9
ITopsinka Ha3HAYEHUA U
BBITICHIBAHHS

OTnycKaroTcs i JISKapCTBEHHBIE Ipenaparsl,
cojepKampe KpOME  MajbIX  KOJMYECTB
HAPKOTHYECKHX  CPEICTB,  ICHXOTPOIHBIX
BEIECTB M WX  IPEKypcopoB  Jpyrue
¢apmakoIorudeckue aKTUBHBIE BEIECTBA, NPH
NpENbSBICHUN DPELENTOB, BBINHCAHHBIX Ha
penenTypHbIx Gnankax dopmbr Ne 148-1/y-88,
yTBepXKIeHHO} mpHKa3oM Ne 54H7

nyHKT 4 IIpaBun
OTITyCKa; IyHKT 5
TOpsIKa

OcyiIecTBIsAeTCS JIH OTIYCK JICKApCTBEHHBIX
nperapatoB 0e3 pelENnToB B COOTBETCTBHH C
HUHCTPYKIMAMH 1O  HMX  MEIULUHCKOMY
MIPUMEHEHHIO?

nyHKT 5 IIpaBun
OTITyCKa

10.

OcyImecTBIsIeTCS M OTIMYCK JIEKapCTBEHHBIX
TIpenapaTtoB B T€UCHHE YKA3aHHOTO B pelenTe
Cpoka ero JeHCTBHs?

nyHKT 6 IIpaBun
OTIIyCKa

11.

[IpuHuMaeTcs JH B Cly4ae OTCYTCTBHA
NEKapCTBEHHOTO  IIpemapara  pelenT  Ha
o6cIty)HBaHUE B CIEAYIOIIUE CPOKH:

yHKT 6 ITpaBui
OTIIyCKa

PENIENT C TIOMETKOH «statim» (HEMeIUIEHHO)
oGcmyXuBaeTcss B TEYCHHE  OJHOTO
pabouero IHA €O OHA OOpalleHus JHIa K
CyOBEKTY PO3HHYHOMN TOPTOBIIH?

myHKT 6 [IpaBui
OTITyCKa

PELIETIT C TIOMETKOM «Citoy (CPOUHO)
06CITyXXMBaeTCs B TEUSHHE JBYX pabounx

myHKT 6 [IpaBui
OTITyCKa
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nHelt co AHs oOpameHus Mna K CyObeKTy
PO3HMYHOMN TOPrOBIH?

pellenT Ha JIEKapCTBEHHBIA  Mpelapar,
BXOMAIIMA B MHMHHMAIbHBIA aACCOPTHUMEHT
lIeKapCTBEHHBIX penaparoB JUTS
MEIHIIMHCKOTO MPUMEHEHHs, He0OX0UMBIX
s okasaHMsA  MEOMIIMHCKOM — MMOMOINH,
oGcnyuBaeTCsl B TEYCHHE IIATH pabodux
nHeit co mHA oOpalieHus JHIa K CyObeKTy
PO3HUYHOMN TOProBIH?

nyHKT 6 [IpaBun
OTITyCKa

12.

O6cITyKUBaeTCs M PELENT Ha JIEKAPCTBEHHbIH
mpenapar, OTIIYCKaeMbI OecIiaTHO HIH CO
CKMIKOM M HE BONIEAMMIA B MHHHMAIbHBIA
aCCOPTHMEHT JICKapCTBEHHBIX MpENapaToB LA
MEIUIMHCKOTO IPUMEHEHHS, HEOOXOMUMBIX
UIs OKa3aHHs MEIUIIMHCKOM IIOMOINH, B
TeuyeHHEe JecaTH paboumx JOHEH co JHA
obpamenus. nuna K CyOBEKTY pO3HHYHOMU
TOProBJIN?

nyHKT 6 [IpaBun
OTITyCKa

13.

OG6CITy)XHBAIOTCA b)) peLenTsl Ha
JIEKapCTBEHHBIE IIPENaparhl, HasHaYacMbIC IO
pelLIeHHI0 BpayeOHOM KOMHCCHH, B TECUYCHUE
IATHAAUATH paGouux JHeH co mHA oOpalneHHs
JANA K CyOBEKTY PO3HHYHOM TOProBiu?

myHKT 6 [IpaBun
OTIyCKa

14.

OTIycKaroTCs JIM JIEKAPCTBEHHBIC IPENaparThl
TIO pelenTaM ¢ HCTEKIIMM CPOKOM JeHCTBHS?

nyHkT 6 IpaBun
OTIyCKa

15.

OcymiecTBiIsieTcss 1M IpPH HMCTEYCHHH CpOKa
JeicTBHS pelienTa B MEPHO HAXOXICHUA €ro
Ha OTCPOYEHHOM OOCTyXHBaHHH OTIYCK
JIEKapCTBEHHOTO IIperapara Mo TaKoMy PEelenTy
(6e3 ero nepeohopmiaeHu)?

nyHKT 6 IIpaBun
OTITyCKa

16.

OTIycKaloTCs JIU JISKAPCTBEHHBIEC IPEeNapaThl B
KOJIMYECTBE, YKA3aHHOM B pelente?

nmyHKT 7 IIpaBui
OTITyCKa; MPHIIOKCHHS
Ne 1 u Ne 2 Tlopsiaka
HazHa4YCHUS U
BBIITYMCHIBAHHS

17.

Otmyckaer u (apmareBTHIECKHH paboOTHUK
IpeeNbHO JOITYCTHMOE HJIH PeKOMEHJ0BAaHHOE
KOJMYECTBO JICKAPCTBEHHOIO Ipemapara Juld
BHIMUCHIBAHMA Ha OIWH  pEHCnT  TpH
NPEIBABICHHN pelenta ¢ IMPeBHINCHAEM
TpeebHO JIOITyCTHMOT'O WIA
PEKOMEHIOBAHHOT'O KOJIHYECTBA
JIEKapCTBEHHOTO IPenapaTa il BBITHCHIBAHAS
Ha OAMH  peuent ¢  IPOCTaBICHHUEM
COOTBETCTBYIONIEH OTMETKH B periente?

myHKT 7 [IpaBun
OTIyCKa
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18. | OcymecTpisercs U OTIYCK JICKapCTBEHHOTO | CTaThs 46 Ne 61-D3;
mpernapara B IEPBHYHOM ¥ BTOPUYHOH | IMYHKT 3 crarbu 27
(nmoTpebuTENHCKOi) yTIaKOBKaX c | Ne 3-03;
MapKHAPOBKOH? nyHkT 8 [IpaBun

OTIIyCKa

19. | Hapymaercs Jm  I€pBHYHAs  YNakKOBKa | IYHKT 8 IIpaBun
JIeKapCTBEHHOTO NpenapaTa MpH €ro OTIYCKe? | OTIyCKa

20. myHKT 9 [IpaBuin
IMpocrapiseTcst 11 [IPH OTIIyCKe OTITyCKa
JIEKapCTBEHHBIX TPENAapaToB Ha peLenTe
OTMETKA 00 OTIYCKE JIEKapCTBEHHOTO
penapaTa ¢ yKa3aHHEM:

TOPrOBOTO HAWMEHOBaHWs, MO3MPOBKH M | MyHKT 9 IIpaBmi

KOJIMYECTBA OTIYINEHHOTO JIEKAPCTBEHHOIO | OTIIyCKa

npemnapara?

bammmiH, BMeHu, oTdecTBa (py Hamuyuun) | nyHKT 9 IlpaBun

MEIHUIMHCKOr0 pabOTHMKa B CHy4asX, | OTIycKa

yKa3aHHBIX B a03alle YeTBEPTOM IIYHKTa 7 U

ab3ame TperbeM myHkTa 10 IIpaBun

oTmycka?

PEKBH3UTOB OKYMEHTa, yAOCTOBEPSIOMEro | MyHKT 9 IIpaBun

JIMIHOCTD HIa, HOJIYYHBIIETrO | OTIIYCKa

llexapCTBEHHBI IpemapaTr, B Ciydae,

ykazannoM B myrnkTe 20 [Ipasun oTmycka?

haMuITHH, UMEHH, 0T4ecTBa (IpH Hamwumm) | myHKT 9 IlpaBun

(hapMaLeBTHIECKOTO paboTHHKa, | OTIYCKA

OTIYCTHBIIETO JIEKAPCTBEHHEIH IIpenapar, 1

€ro MoJIHCH?

naThl OTITyCKa JIEKapCTBEHHOTO npenapata? | myHKT 9 lIpasun
OTIIyCKa

21. | Bosmpamaerca nu peuent ¢ oTMeTkoi mnpu | myHkT 10 IIpaBum
OTIIyCKE JIEKapCTBEHHBIX IIPEMapaToB IO | OTIYyCKa;
penenry, BBIIIMCAHHOMY Ha pPeUCOTYPHOM HpI/IJIO)KeHI/IC Ne 2
6nanke ¢opmer Ne 107-1/y, yTBEpXICHHOH | [Topsinka HasHAUEHHUS U
npukasoM Ne 54H, CpPoK HEHCTBUSA KOTOPOTO | po nuopimapms
COCTaBJIsIET OUH roa?

22. | llepenaercsa 1 ¢apmanesTiyeckuM | myHKT 11 Ipasun
paGOTHHKOM vy, nproOpeTaomeEMy | oTIIycKa

(mosyyaromeMy) JIEKapCTBEHHBIE IPENapaThl
0 pelenTy, BEIIMCAHHOMY Ha PELEnTyPHOM
6nanke  dopmer  Ne  148-1/y-04 (),
YTBEP)KACHHOM IIPUKA30M Ne 541, nmm
dopmer Ne 148-1/y-06 (i), yTBepXACHHOH
npukazoM Ne 54H, 3aMOJHEHHBIH KOPEIIOK
TaKoro perenta?




181

23.

[pocraBnserca b1’ pu OTITYCKE
HapKOTHYECKOIr0 u IICUXOTPOIIHOTO
nekapcTBenHoro npenapara Crucka Il [lepedns
HApKOTHYECKHX )3 IICHXOTPOITHBIX
JNeKapCTBEHHBIX IpEenapaToB Ha penente 06
OTIIyCKe JIEKapCTBEHHOro IIperapara mnevarhb
OpraHM3anii, B KOTOPOH yKa3aHO IIOJHOE
Ha¥MeHOBaHue ([P HAINYAH IevaTH)?

myHKT 12 IIpasun
OTITyCKa

24.

VkaspIBaeTcs JIH Ha pElENTe MK KOpeIKe
pelienTa TOYHOE BpeMs (B 4acaX W MHHYTax)
oTIycKa UMMYHOOHOJIOIHYECKOTO
JIEKapCTBEHHOTO Npenapara?

nyHKT 13 IlpaBun
OTIIyCKa

25.

OTnyckaroTcss N MMMYHOOHOIOTHYECKHE
JEKApCTBEHHBIE IIpemapaThl IIPH  HAIMYUU
CIIeIUATIbHOT0 TePMOKOHTEHHEPa?

nyHkT 13 IlpaBun
OTITyCcKa

26.

OcraloTcsi M XpaHsaTcs JH Yy CcyOBexra
ofpallieHust JIEKapCTBEHHBIX CPEICTB PELETITHI
(¢ otmerkoit «JlekapCTBEHHBIH Ipemapar
OTIIYIIEH») Ha!

nyHkT 14 IIpasun
OTITyCKa

HapKOTHUECKHE u IICUXOTPOIHBIC
nexkapcTBenHple  npemapatel Crmcka I
[Tepeunst HAPKOTHYECKHX M MCHXOTPOMHBIX
JIEKApCTBEHHBIX IIPENapaToB - B TEUCHHUE
MATH JeT?

myHKT 14 ITpaBun
OTITyCKa

[ICUXOTPOITHBIE JICKAPCTBEHHBIE MpenapaTsl
Cmucka III IlepedHs HapKOTHYECKHX H
[ICHXOTPOIIHBIX JIEKapCTBEHHBIX
pENnaparos - B TEUECHHUE MATH JieT?

nyHKT 14 IIpasun
OTIIyCKa

IEKAPCTBEHHBIE IIPENapaThl, OTIYCKACMBIC
OECIIaTHO WM CO CKHIKOH, - B TEUCHHE
Tpex JeT?

nyHKT 14 IIpaBun
OTITyCcKa

KOMOMHHUPOBaHHBIE JIeKapCTBEHHBIE
[penapathbl, COJAEpKallde HAPKOTUYECKHE
CpelcTBa WM IICHXOTPONHBIE BELIECTBa,
BHeceHnsle B Crucku I u III Tlepedns
HApKOTHYECKHX u TICUXOTPOIHBIX
JIeKapCTBEHHBIX IIpenaparos,
M3TOTOBJIEHHBIE B allTEYHOH OpraHM3allu,
- B TeUCHHE TPeX JIeT?

myHKT 14 IIpasun
OTIIyCKa

lTeKapCTBEHHBIE MpenapaThl, obnanaroniue
aHA0OIMYECKOM aKTHBHOCTHIO, - B TEUECHHE
TpeX JIeT?

myHKT 14 IIpasun
OTITyCKa

JleKapCTBEHHBIE IIpEnapaThl, MOIJIekKAaIIne
[IpEeIMETHO-KOJIMIECTBEHHOMY Y4YeTy, - B
TEUCHHE TPEX JIeT?

nyHKT 14 IIpasun
OTITyCKa
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leKapcTBEHHEIE IpENapaTel B IKHIKOH
liekapcTBeHHOH QopMme, cofepikautue bonee
15% STHIOBOrO CIHPTa OT 06beMa TOTOBOH
IIPOJYKIIHH, - B TEUCHHE TPEX MeCSLEB?

nyHKT 14 ITpasmun
OTIIyCKa

HHBIE JIEKapCTBEHHBIE
OTHOCAIIHECS o
AHTHIICHXOTHYECKMM  cpelcTBaM  (KOX
NO5A), amkcuonmtukam (kom NOSB),
CHOTBOPHBIM H CEJaTHBHBIM CPEACTBaM
(xon NOS5C), aHTHACNIPECCAHTaM (xom
NO6A) ¥ He mNOMIEKAIIUEe HPSAMETHO-
KOJTMYECTBEHHOMY YUeTy, - B TEYSHHE TpexX
MeCSILICB?

Ipenaparsl,
ATX K

nyHkT 14 [Tpasun
OTIIyCKa

27. | OTMeuaroTcst M pELENTHl, HE yKa3aHHBIE B | IYHKT 15 [IpaBun
nyaktre 14 IIpapun oTmycka, INTaMIOM | OTHyCKa
«JlexapcTBEHHBIH perrapaT OTIyIIEH»?

28. | Bo3sppamarorcs 1M peLENThl, HE YKa3aHHBIE B | MYHKT 15 Ipasun
nyakre 14 TlpaBun  OTHmycKa, JMIY, | OTHYyCKa
II0JTyUHBIIEMY JIEKApCTBEHHBIN TIpenapaT?

29. |Wmeercs M KypHal, B KOTOpOM
PETHCTPHPYIOTCS. PELENTHl, BBIIHCAHHBIE C | IHYHKT 15

HapymenueM [IpaBuI OTIycKa, ¢ yKa3aHHEM:

[TpaBui oTImycKa

TIPHHATHIX Mep?

BEISBJICHHBIX HapymeHHi B oGopMiIeHHH| MyHKT 15
perienta? [TpaBun oTmycka
haMmTMK, UMEHH, OT4ecTBa (IIPH HAJIW4MH)| IyHKT 15
THa, BRIHCABLIETO PELENT? [TpaBui oTIycKa
. OyHKT 15
HAaMMEHOBAHUA MEUIMHCKON OpraHu3aluu?
[MpaBui oTmycka
IMyHKT 15

ITpaBui oTmycka

Ne 323-@3)

OrpannveHnsi, Halaraembie Ha (papMaNeBTHIECKHX
npogecCHOHAIbLHOM AEATETLHOCTH (CTAThA 74 ®enepajbLHOro 3aKOHA
Ne 323-@3 «O6 ocHOBaxX OXpaHBI 310pOBbs rpaxiaan B Poccuiickol ®enepauun» (Codpanue
3aKoHozaTenbcTBa Poceniickoit ®exepaunn, 2011, Ne 48, cT. 6724; 2017, Ne 31, ct. 4765) (nanee -

paGOTHHKOB NMpH OCYHECTBICHAH HMH
ot 21 HosGps 2011 r.

30.

dapmaneBTHIECKHE PaOOTHHKH U
PYKOBOJIMTENHN aNTeYHBIX OpraHU3alyH:

TOAMYHKTH! 2 B 4
IyHKTa 2 CTaThu 74
Ne 323-@3;

nyHkT 17 [Tpasun
OTITyCKa

IOy 4alOT JIM OT KOMIIAHWH, IPECTABUTENIS
KOMITaHHH O0pas3Ibl IEKapCTBEHHBIX
IIperiapaTos JUisl BpYdeHHA HACENCHUIO?

HOANYHKTHI 2 ¥ 4
IyHKTa 2 CTaThH 74
Ne 323-®3;

nyHkt 17 Ilpasun
OTIIyCKa
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[PEIOCTABIISIOT JIM HACEIICHHIO
HEIOCTOBEPHYIO U (HJIH) HETIONHYIO
MHQOPMAIUIO O HATHINH JIEKApCTBEHHBIX
penaparoB, BKIIOYas JIEKapCTBCHHBIC
Hperaparsi, IMEIOIIMeE OIUHAKOBOS
MEXYHApOIHOE HEATEHTOBAHHOE
HaHMEHOBaHHUE?

HIOAMYHKTHI 2 U 4
yHKTa 2 cTaThu 74
Ne 323-03;

nyHkT 17 Ilpasun
OTIIyCKa

CKpBIBAIOT JT HHPOPMAIIMIO O HATTHYHH
neKapCTBEHHBIX NIPENaparoB, HMEIOUX
GoJiee HU3KYIO IIEHY ?

NOAMYHKTH 2 U 4
IyHKTa 2 cTaTeH 74
Ne 323-@3;

nyHkT 17 IIpasui
OTIIyCKa

Tpeﬁonamm K OTHYCKY HapKOTHYCCKHX H IICHXOTPOIIHBIX JIeKapCTBCHHBIX npenaparos,
JIEKaApCTBEHHDLIX npenapaTtos, 00J1aar0MUX aHa0oMIecKoil AKTHBHOCTBIO,
JeKapCTBCHHBIX NpEnapaTos, NoAJICKAIMHUX ﬂpeIlMeTHO-KOJIPIquTBeHHOMy yuery

HHBIX

31.

OcymecTBIsAeTcs T OTHyCK HapKOTHYCSCKHX H
ICHXOTPONMHBIX JIEKAPCTBEHHBIX IIpenapaToB
(apManeBTHIECKUMHU paboTHUKaMH,
3aHHMAIOMAMH JO/DKHOCTH, BKIIIOYCHHBIC B
TlepeyeHpb JOIDKHOCTEH?

nyskT 19 Ilpasun
OTITyCKa;
ITepeueHpb TOMKHOCTEH

32.

OcymecTBIsI€TCs. JIH OTHYCK JICKApCTBEHHBIX
npenapaToB, 00IafaromMX — aHaboIMIECKOH
AKTHBHOCTBIO, dbapMaeBTHICCKUMHU
pabOTHHKaMH, 3aHHMAIOMMMH  JIOJDKHOCTH,
BKJTFOYEHHBIE B IlepeueHb JJOIDKHOCTEH?

myHKT 19 Ipasui
OTITyCKa;
[TepedeHs NOMKHOCTER

33.

Otmyck JIEKapCTBEHHBIX penapaTos,
MOMIEXKAIMUX  [PEIMETHO-KOIMYCCTBEHHOMY
y4ery, OCYIECTBIAETCS m
¢apManeBTHICCKHMH paboTHHKAMH,
3aHMMAONIMMK  JOJDKHOCTH, BKJIIOUCHHBIC B
IlepeyeHb TOIDKHOCTEH?

myHKT 19 [pasun
OTITyCKa;
TTepeyeHp HOMKHOCTEH

34.

OrnyckaroTcs by’ HapKOTHYECKHE U
ICHXOTPONHBIE JIEKAPCTBEHHBIC —IPENApaThI
Cmucka II Tlepeuns HapKOTHYECKHX M
ICHUXOTPOMHBIX JIEKAPCTBEHHBIX IPENapaToB
pu TpeIbsBICHHN JNOKYMEHTA,
yIOCTOBEPSIOIIETO JIMYHOCTB, vy,
yKa3aHHOMY B DpeElenTe, €ro 3aKOHHOMY
IpEACTABATENIO MM JIHIY, HMCIOIEMY
odopmIIeHHYIO B COOTBETCTBHH c
3aKOHOIATENbCTBOM Poccuiickori Dexepanuu
JOBEPEHHOCTh HAa MpaBO IOJYYCHHS TaKuX
HApKOTHYECKHX u IICHXOTPOITHBIX
JEKapCTBEHHBIX NPenapaToB?

myHkT 20 IIpaBun
OTITYCKa

35.

Be1iaeTcs M TI0CIE OTIyCKa HApKOTHYECKHX H
ICHXOTPOMHBIX JIEKAPCTBEHHBIX IPENapaToB
Croumcka II u III TlepeuHs HapKOTHYCCKHX H
ICHXOTPONHBIX JIEKAPCTBEHHBIX IIPENaparoB
CHTHATYpA C XEJITOH MONIOCOH B BEPXHEH YacTH

myHKT 22 IIpasuin
OTITyCKa
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¥ HaOWCHIO YepHBHIM IpupTOM HA HEH
«Curaarypa», B KOTOPOH YKa3bIBAIOTCS:

HANMEHOBAHME H aJipec MECTOHAXOXAeHHs | myHKt 22 IIpaBun
cyObekTa OOpameHMs — JIEKapCTBEHHBIX | OTIIyCKa
cpencTs?

myHKT 22 IIpasun
HOMep ¥ JIaTa BBIIHCAHHOTO penenta? oTmycKa
baMuMs, WM, OTYECTBO (MPM HAIMYMM) | IYHKT 22 IpaBun
numa, AN KOTOPOro  IPEAHAa3sHAYeH | OTIIycKa
neKkapCTBEHHBIN Mpenapar, €ro Bo3pact?
HOMEP MEIUIIMHCKONH KapThl [allHeHTa, | IyHKT 22 IlpaBun
MOJTy4aromero MEIUIMHCKYIO [OMOINb B | OTITyCKa
aMOyNIaTOPHBIX YCIOBHAX, UL KOTOPOro
IpeIHA3HAYCH JIEKapCTBEHHbIH npenapar?
dbaMuiHs, HMA, OTYECTBO (NPH HAIMYMH) | MYHKT 22 Ilpasun
MEIUIIMHCKOro pabOTHHKA, BBINKCABIIETO | OTIMyCKa
pellent, ero KOHTAKTHBIN TenehoH 100
renedOH MeUIUMHCKOH OpraHu3auiu?

myHKT 22 [Ipasun
CoNepIKaHue peLenTa Ha JATHHCKOM S3BIKE? | ormycka
aMmIHs, BMS, OTYECTBO (IIpH Hanmuuuu) B | myHKT 22 IIpasun
mommuchk QapMaleBTHYeCKOro pabOTHHUKA, | OTIycKa
OTITYCTHBINETO JIEKAPCTBEHHBIH Ipenapar?

myHKT 22 IIpaBun
1aTa OTITyCKa JIEKapCTBEHHOTO Tpenapara? | ormycka

TpeboBanus K OTIYCKY

MEAHIHHCKYIO 1eATEC/IbLHOCTD

JEKApCTBEHHBIX IIpenapaToB Mo TpCﬁOBaHHﬂM-HaKﬂaI{HLIM
METUIMHHCKHNX opraﬂmaunﬁ, HHIHBHIYAJIBHBIX npennpnﬂnmaTeneﬁ, HMEIIIHUX JIMICH3INIO HA

36.

myHKT 26 [IpaBun

ViMeercss MM Ha TpeGOBaHMSX-Hakmamueix Ha | OTHYCKd:

TOJTyUeHHUe JIEKaPCTBEHHBIX NPENapaToB: Tpuoxenne Ne 13
rnassl 111 MaCTpYKIHA
myHKT 26 Ipasun

| rravm? OTITyCKa;

' IMpunoxenne Ne 13
rinassl [II MHCTpYKIIMH
nyHKT 26 IIpasun

KpyTias nevyarb MEIUIMHCKOM | OTIIYCKa;
OpraHu3aiiu? IMpuaoxenue Ne 13

rinaesl [1I MHCTpYKIMH

OOIIIMCh €€ PYKOBOXUTENSA MM €ro
3aMecTHTeN 1o jJe4eOHo0Hi yacTr?

nyHKT 26 IIpasun
OTILYCKa;
[Ipuioxenne Ne 13
rnassl 1[I MHCcTpyKImmu




HOMep HOKyMeHTa?

myHKT 26 [TpaBun
OTITyCKa;
[Mpunoxenne Ne 13
rnassl 111 MaCTpYKIIHA

maTa COCTABJICHUSA IIOKYMCHTa?

myHkT 26 Hpasun
OTITYCKa;
IMpunoxenne Ne 13
rinassl 111 MHCTpYKITHH

TeKapCTBEHHOTO Ipenapara’

myHKT 26 IlpaBui
HAaHMEHOBaHUE OTIIpaBUTENs | OTIYCKa,
TeKapCTBEHHOTO IpenapaTa? [Mpunoxenue Ne 13

rinassl I MHCTpYKIIMH

nyHKT 26 Ilpasun
HauMEHOBaHHE nonmydarens | OTITYCKa;

IMpunoxenue Ne 13
rnass! 111 MHCTpYKIIHHA

HAMMCHOBAHHE JIEKAPCTBEHHOTo mpenapara | MYHKT 26 IIpasmi
Ha JIATHHCKOM s3blke (C  yKasaHHeM | OTIIYCKa;
O3MpOBKH, (GOpMBI  BhIOycKa, BHAa | HIpumoxeHne Ne 13
YTIaKOBKH, ClI0c00a NPAMEHEHHS)? riassl 111 MacTpykuun
nyHKT 26 [pasun
KOJITIECTBO 3aTpeGOBaHHBIX | OTITYCKa,
eKapCTBEHHBIX NPENapaToB? ITpunoxerne Ne 13
rinassl [11 UHCTpyKIHN
nyHKT 26 [IpaBuin
KOJMYECTBO M CTOMMOCTh OTHYIIEHHBIX | OTIYCKa;
TeKapCTBEHHBIX MPEeNnapaToB? [Mpuioxenne Ne 13
rnaBsl 111 UaCTpYKIMH
37. OcymecTBsieTcss MM OTIYCK TO OTAembHBM | TYIKT 27 Ipasun
TpeGoBaHHAM-HAK/IaTHBIM: oTnycKa
HapKOTHYECKUX 7 ncuxoTponHbx | myHKT 27 [Ipasun
nexapcTBerHbIX npenaparos Crucka T u IIT | oTmycka
[TepeuHs HAPKOTHYECKHX M IICHXOTPONHBIX
TeKapCTBEHHBIX IIPENapaToB?
TeKapCTBEHHBIX MPENaparoB, MOJIEXKAIIHX mynxr 27 TIpasin
TIpeIMETHO-KOJIIECTBCHHOMY yIeTy? OTIyCKa
HMHBIX JEKAPCTBEHHBIX IpENaparoB, B TOM mynkr 27 ITpaBai
HCIIe OTIMYCKaeMbIX Ge3 perenta? OTIyCka
38. TIpocTaBsercs 1 Ha TpeGOBAHMM-HAKIAMHON | ITYHKT 29 Ilpasun
OTMETKa O KOJHMYECTBE U CTOMMOCTH | OTIyCKa
OTIYINEHHbIX JIEKAPCTBEHHBIX NpernapaTos?
39. OcymecTBIseTcs ¥ XpaHeHHE TpeOOBaHMH- | MYHKT 30 ITpaBun
HAaKJagHBIX, [0  KOTOPBIM  OTIIYLICHHI | OTITyCKa

JIEeKapCTBEHHBIC IIpEenapaThl:
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TCYCHUC OJJHOI'O roxa?

Ha HapKOoTHYeckMe M  IcHXoTpomHbie | myHKT 30 ITpaBun
nexapcteennble npenaparsl Crucka Il u III | oTmycka
[lepeyns HAPKOTHYECKHMX Y MICUXOTPOIHBIX
TEKapCTBEHHBIX IIPENapaTtoB - B TECYCHHE
TISITH JIET?
Ha JIEKapCTBEHHBIE npenapatsl, | myHKT 30 IIpaBun
1O IJICXKAIIHE IIPpEAMETHO- | OTIIYCKA
KOJMYECTBEHHOMY YUeTy, - B TEUEHHE TPEX
et?

nyHkT 30 [IpaBui
Ha MHBIE JIEKApCTBEHHBIE IIPENapaThl - B

OTIyCKa

40.

Cob6mofaeTcs JIM 3ampeT HAa HapyLICHHES
HepBUYHON yTIaKOBKH JIeKapCTBEHHOTO
npenapara OpH €ro OTIIYCKE MO TpeboBaHHIO-
HakinamHoi (32 HMCKIIOUeHHEeM CyOBbeKTa
PO3HHYHOM TOPrOBIIH, HMEIOLIETO JTHLICH3UIO Ha
¢dapMaleBTHIECKYIO JAEATENBHOCTE C IIPaBOM
H3TOTOBJICHHS JIEKAPCTBEHHBIX NPENapaToB)?

nyHkT 31 IIpasun
OTIyCcKa

4].

Cobmomaerca N 3ampeT Ha  OTIYCK
JEKApCTBEHHBIX INpENapaToB B KOJIHYECTBE,
yKa3aHHOM B peLenTe, B Cilyd4ae, Koraa s
IEKapCTBEHHOrO0  IIperapaTa  yYCTAQHOBJICHBI
TpelebHO JOMYCTUMOE HJIH PEKOMEH/IOBAaHHOE
KONMYECTBO JUIS BBIIUCHIBAaHMA Ha OIUH
penent?

nyHKT 7 IIpaBun
OTIIYCKa; IPUIIOKEHUS
Ne 1 u Ne 2 Tlopsanka
Ha3HAYCHUS H
BBITMCEIBAHHUS

42.

Cobmonaercs JId 3ampeT Ha HapyIIeHHE
BTOpHYHOM  (MOTPeCUTENHLCKOM)  YIIaKOBKH
JEKapCTBEHHOr0  TNpemapara ¥ OTIYCK
JEKapCTBEHHOro Ipenapara B MEPBUYHOH
yIIaKOBKE?

myHKT 8§ [IpaBun
OTIIyCKa

43.

CoGmogaeTcs JM  3anpeT Ha  OTIYCK
HapKOTHYECKUX U IICUXOTPOIHBIX
nexapcTeennbix npernaparoB Crmcka II u IIT
IMepeuns HapKOTHYECKMX H IICHXOTpPOIHBIX
NEKapCTBEHHBIX MpPENapaToB 10 TpeGOBaHUIM-
HaKJIaqHBIM WHAUBUIYAIBHOTO
NpeAnpUHAMATENS, HMEIOIIEr0 JIMICH3NIO Ha
MEHIMHCKYIO ESTEIbHOCTD?

nyHkT 28 Ilpasun
oTImyckKa

(momxnocTh 1 ®PHIO NOKHOCTHOTO JAIA, 3aOIHUBLIETO IIPOBEPOYHBII JIACT, MOMHACE, aTa)

(momxHOCTE H GO HOJDKHOCTHOTO JIAIA KOPHAMYSCKOro JIHIa, IPHCYTCTBOBABIICIO IPH
3QMOJIHEHAH IPOBEPOYHOrO JIMCTA, IIOATHCH, 1aTa)
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Ipunoxenue Ne 21
K nprkasy OenepanbHOH CITyKOBI
110 HaA30pYy B cdepe 3ApaBOOXpaHEHUS]

or O HAE Ne 9538

®opma

ITpoBepo4HBIil JHCT
(cMHCOK KOHTPOJILHBIX BONPOCOB),
ncnoJab3yemblii ®enepanabHoii c1y:x00ii no Hag30py B cepe 3ApaBOOXPAHEHHS
H ee TepPUTOPHAILHBIMH OPraHaMH [PH NPOBeCHHH MJIAHOBLIX NPOBEPOK NPH
ocyuecTBIeHnH (he/lepabHOro rocyIapcTBEHHOro Haa30pa B cdepe oOpauenus
JIEKAPCTBEHHBIX CPEACTB
(oTmyck M peajn3anus JeKapCTBEHHBIX NpenapaToB A/ MEJHIIHHCKOro
NpUMEHEHHs! B alITeYHOM NYHKTE)

(HAMMEHOBAHHE OpTaHa, OCYILECTBILIONIEr0 TUIAHOBYIO POBEPKY)

1. Bun roCyIapCTBEHHOTO KOHTPOJIA (Hag3opa)

2. TlpeaMeT TmIaHOBOH MPOBEPKHM IOPMAMYECKHX JIHUL H HMHIWBUAYAJIBHBIX
[pepUHEMaTeNIel OrpaHHIMBaeTCs 0053aTeIBHBIME TPeOOBAHUSIMH, COOMIONICHHE KOTOPBIX
SBISIETCS Hambojiee 3HAYMMBIM C TOYKH 3PEHUS HENOMYIIEHHS BO3HUKHOBEHHS YIPO3BI
IPHYMHEHNS BPE/a XU3HH, 300POBBIO IPaX/IaH, H3TOKEHHBIMU B HopMe IPOBEPOIHOr0 JIHCTa
(cMcKa KOHTPOJIBHBIX BOIIPOCOB).

3. HanMeHOBaHHE IOPHAWYECKOrO JHIA, (aMHIMA, MM, OTYECTBO (IpH HAIHIHM)
UHIWBHIYaJIbHOTO IpeANpPUHAMATENS:

4. MecTo TpOBEIEHHs IUIAHOBOHM NPOBEPKH C 3AIONHCHHEM MPOBEPOYHOrO JIMCTA:

5. PeKBU3WTHI IIpHKa3a O IPOBEJEHHM ILUIAHOBOW MPOBEPKHU: OT

Ne

6. YueTHIi HOMEp POBEPKH U J1aTa IPUCBOEHIS y4eTHOTO HoMepa poBepku B EnuHOM
peecTpe NPOBEPOK:

7. JIOJKHOCTD, (aMMIIMS ¥ WHALMAIBL TOJDKHOCTHOTO JiMNa (JIHMLY), HPOBOIAIIETO(HX)
ILIAaHOBYIO TIPOBEPKY:

1. ;

2. .

8. TTepedeHnb BOMPOCOB, OTPAXKAIOIIMX CONEPIKAHUE 00s3aTEIbHBIX TpeGOBaHUH, OTBET HA
KOTOpHIE OJHO3HAYHO CBHETENBCTBYET O COOJFOIEHHH MM HECOOMONEH!H IOPHANISCKHM
JIAIIOM, MHIABUAYaTbHBIM IpeNpHHUMATEeM 00:13aTebHBIX TPeGOBaHUH, COCTABIAIOMNX
IpeaMeT IPOBEPKH:




PekBH3UTHI BbiBOa O

HOpPMAaTHBHBIX BBINOJIHECHHH
Ne Bonpocsl, 0Tpaskaoumue coaepkanne NPaBOBLIX AKTOB, ¢ TpeboBanuii
n/n 06s3aTeILHbIX TPeboBaHMI yKa3aHHeM HX

CTPYKTYPHBIX aa HeT
eIHHHI, KOTOPBIMH
YCTAHOBJIEHBI
00n3aTeIbHbIC
TpeboBanus

@enepaibHbIi 3aK0H 0T 12 anpeJist 2010 r. Ne 61-®3 «O06 oOpanieHHH JeKaAPCTBEHHBIX CPEACTB)
(Cobpanne 3aKOHOAATE/ILCTBA Poccuiickoit ®enepamun, 2010, Ne 16, cT. 1815; 2016, Ne 27,
cT. 4283) (manee - 61-®3); DenepaibHbIA 3aKOH OT 8 ssaBaps 1998 r. Ne 3-®@3 «O HapKOTHIECKUX
cpeacTBaxX M NCHXOTPONMHBIX BemIeCTBAX) (CoGpaHue 3aKOHOIATEILCTBA Poccuiickoii
®enepanuu, 1998, Ne 2, cr. 219; 2016, Ne 27, cT. 4238) (aanee - Ne 3-@3); IIpasuna oTmycka
JIeKapCTBEHHBIX  NpPENapaToB /Uil  MEIUIMHCKOro  MPUMEHEHHH, B TOM  YHCIE
MMMyHOOHOJIOTHYECKAX  JIEKAPCTBEHHBIX  MPENapaTos,  ANTEYHRIMH OpraHH3anuAMH,
MHAMBHAYAILHBIMH [PEANPHHAMATEIIMH, HMEOMUMH JHICH3WIO Ha papmaneBTHIECKYIO
eSTEILHOCTh, YTBEpXIeHHbIe NpHKazoM MHHHCTEPCTBAa 3APABOOXPAHEHM Poccmiickoii
®exepanan ot 11 moas 2017 r. Ne 403n (3aperucrpupoBaH MUHHCTEPCTBOM IOCTHIAM
Poccuiickoii ®enepamnu 8 cenrsiops 2017 r., perncrpanmonnbiii Ne 48125) (nanee - IIpaBuia
ormycka); Ilopsaok Ha3HA4eHHs H BLINMCHIBAHMS JIEKAPCTBEHHDLIX npenaparoB, H3JeIHi
MEJHIMHCKOro HA3HAYeHHsl H CHeNHATH3HPOBAHHLIX MPOIYKTOB JeueOHOro NHTAHHS,
yTBepIeHHbIH  NpPHKa3oM MHHHCTEPCTBA 3APAaBOOXDAHCHMH H COIHAJILHOTO Pa3BHTHS
Poccmiickoii ®exepanmn ot 12 despans 2007 r. Ne 110 (3aperucrpupoBan MHUHHCTEPCTBOM
jocrumun  Poccmiickoii ®enepaunn 27 anpenst 2007 r., perucTpaunonnpii Ne 9364) c
H3MeHeHNsMH, BHECEHHLIMH INpHKa3oM MHHHCTEPCTBA 3ApaBOOXPAHEHHS Poccuiickoit
®enepanun ot 26 ¢despans 2013 r. Ne 94n (3aperucTpHpoBaH MHHHCTEPCTBOM IOCTHIHMH
Poccniickoii ®enepamun 25 uions 2013 r., perucrpanuonnsiii Ne 28881) (nanee — Hucrpyxnus);
Ilepevens HAPKOTHYECKAX CPECTB, NCHXOTPOMHLIX BEMECTE M HX NpPeKypPCcopoB, MOMIEKANHX
kouTpomo B Poccmiickoii ®exepanun, yrBepKIennbiii mocraHoBienveM IIpaBuTeabcTBA
Poccniickoit ®exepannn ot 30 mionst 1998 r. Ne 681 (CobGpaHue 3aKOHOATEILCTBA Poccuniickoii
®epnepannu, 1998, Ne 27, cr. 3198; 2017, Ne 33, cT. 5182) (nanee - IlepevyeHh HAPKOTHYECKHX H
[ICHXOTPONHBIX JIEKAPCTBEHHBIX MNpenaparoB); Popmbl 6J1aHKOB PpeleNToB, COAepPKAMHAX
Ha3HAYeHHe HAPKOTHYECKHX CPeICTB HJIH NCHXOTPOMHBIX BEMECTB, NOPAAOK HX H3rOTOBJICHHS,
pacnpeieneHusi, pPerncTpanMM, y4era W XpaHeHHA, a TaKiKe npasuia ogpopmieHHS,
yTBepKAeHHbIe MNpHKazoM MHHHCTEPCTBA  3APaBOOXPAHEHHUIH Poccniickoii ®enepanun
or 1 aBrycra 2012 r. Ne 54n  (3aperucTpupoBaH MunnucrepcrBom toctunun Poccniickoi
®enepanun 15 aBrycra 2012 r., perucTpaumonnbiii Ne 25190) ¢ H3MeHeHHAMH, BHECCHHLIMH
npukazoM MHHACTEPCTBA 3APABOOXPAaHEHHS Poccuiickoii ®exepamun ot 21 anpens 2016 r.
Ne 254n (3aperncTpupoBaH MuHHCTEPCTBOM I0CTHIIMH Poccuiickoii ®enepanun 18 nroas 2016 r.,
perncrpanuoHnblii Ne 42887) (1anee - mpukas No 54); Tlopsinok HasHAYEHHS U BbIINCHIBAHMSI
JIeKAPCTBEHHBLIX MpENapaTros, a Takke (opM peHenTypPHBIX 6JIaHKOB HA JIeKapCTBEHHbIE
npenaparsl, HOPAI0K 0PoOpMIICHAN YKa3aHHBIX 6JIaHKOB, MX YUeTa H XpaHeHHs, yTBePKACHHbIH
npuka3oM MHHHCTEPCTBa 31PaBOOXPaHEHUSN Poccniickoii ®exepamuu ot 20 aexabps 2012 r.
Ne 1175n (3apermcrpupoBaH MuHHCTEPCTBOM HOCTHLHH Poccuiickoii ®Penepaunn 25 moHA
2003 r., perncrpannonHbii Ne 28883) ¢ nsmeneHusiMH, BHECCHHBIMH npukazoM MHHHCTepCTBA
3apaBooxpanenns Poccniickoii ®exepanud oT 21 ampeas 2016 r. Ne 254u (3aperucTpupoBaH
Munncrepersom 1octunun Pocemiickoit @enepanuu 18 mionst 2016 r., perucTpalHOHHBIMH
Ne 42887) (nanee - [lopsinox Ha3HAICHANA U poInuchbiBaHns); Ilepevenn JIEKAPCTBEHHbIX CPEACTB
AIsi  MeIUIMHCKOro TNpHMEHEHHs, MOMIeKAMMNX NPeAMETHO-KOJIMICCTBEHHOMY _ y4eTy,
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yTBepHKIeHHbIH nNpuKazoM MHHHCTEPCTBA 3APABOOXPAHCHUS Poccmiickoii @enepanuu
or 22 anpeas 2014 r. Ne 183 (3aperHcTpHpoBaH MunncTepcTBOoM IocTHuun Poccmiickoi
®enepannu 22 woss 2014 r., perncTpanHOHHBIH Ne 33210) ¢ u3sMeHeHHSIMHM, BHECEHHBIMH
npuka3oM MHHHCTEPCTBA 3APaBOOXPAHEHHAS Poccuiickoii ®enepanmun ot 10 cenTadps 2015 r.
Ne 6341 (3aperucTpupoBaH MHHHCTEPCTBOM IOCTHIMH Poccniickoii ®enepauun 30 ceHTsdps
2015 r., perucTpanuoHHbiii Ne 39063) (nanee - Ilepedenn JeKapcTBEHHBIX cpeacts); Ilopsimox
OTIycKa (H3MYECKHM JHLAM JeKAPCTBEHHBIX NPeNaparos /Ui MEIHIHHCKOTO MpAMEHCHHA,
cofiepKaNInX KpoMe MaJIbIX KOJHYECTB HAPKOTHIECKHX CPEJICTB, ICHXOTPONHEIX BEIMECTB H HX
NpeKypcopoB Apyrue $GapMaKoIoOry4ecKHe aKTHBHbIC BEHICCTBA, YyTBEpKIeHHBI NPHKa30M
MunucTEPCTBA 3IPABOOXPAHEHHS] H COIIMAILHOTO PA3BUTHS Poccniickxoii ®enepanuu ot 17 mas
2012 r. Ne 5621 (3apeructpupoBaH MUHHCTEPCTBOM IOCTHIHH Poccuiickoii ®enepannd 1 HoHsa
2012 r., perucrpaunonsbrii Ne 24438) ¢ n3MeHeHHAMH, BHECEHHBIMH NPHKA30M MunucrepcTBa
3apaBooxpanenns Poccuiickoit ®enepaunu ot 10 centsbps 2015 r. Ne 634n (3aperncTpHpoBaH
MunncrepcrBoM loctuumnn Poceniickoiit ®@enepannn 30 cenTs0psa 2015 r., perHcTpaNMOHHBII
Ne 39063) (nanee — nopsaok); IlepeueHs sKA3HEHHO HEOOXOTUMBIX H Ba)KHEHIIHX JIeKAPCTBEHHbBIX
npenapatos Ha 2016 roj, a Takke mepedeHb JeKAPCTBEHHBIX NPENapaToB JIs MEIUIHHCKOro
HNpUMeHeHHs] ¥ MHHHMAJIbLHBIH aCCOPTHMEHT JIEKAPCTBEHHBIX NPENaparTos, He00X0MMBIX JJIf
oKa3aHHs MEIMIMHCKOH TMOMOIH, yTBepkieHHble pacnopsoxenneM IIpaBuTenncTBa
Poccniickoit ®enepanuu or 26 gexabps 2015 r. Ne 2724-p (CoOpaHue 3aKOHOJATEIBCTBA
Poccuiickoii ®emepanun, 2016, Ne 2, c1. 413) (1a1ee — IlepeueHn JeKapCTBEHHBIX NPENAPATOB,
BXOASIMMX B MHHAMAIbHBIH accoprument); Ilepedenn ao/kHOCTEH dbapManeBTHYECKHAX H
MEIMIMHCKAX pPaGoTHHKOB B OPraHH3aNHMAX, KOTOPBIM MPEXOCTABJIEHO NpPaBo OTHyCcKa
HAPKOTHYECKHX JIEKAPCTBEHHBIX NPENapaToB H NCHXOTPOMHLIX JIEKAPCTBCHHBIX NMpENapaTon
¢H3HYeCKAM JIANAM, yTBEPXKACHHBIH NpuKa3oM MHHHCTEPCTBA 3APABOOXPAHCHA Poccuiickoii
®egepanmu or 7 centsbps 2016 r. Ne 681n (3aperncTpHpoBaH MuHHCTEpPCTBOM IOCTHIMH
Poccniickoii ®enepamun 21 cenrsaéps 2016 r., perucTpanHoHHbIi Ne 43748) (manee — IlepedeHn
AOJIKHOCTEH)

1. OtnyckatoTcs m HapKOTHYECKHE u | mynkr 3 [IpaBui
IICHXOTPOIHEIE JIEKapCTBEHHBIE NpEraparhl 1o | OTIyCcKa
peuenrtam?

2. OTmyckaioTess T~ MMMYHOOHOJIOTHYECKHE | IYHKT 3 [IpaBun
JNieKapcTBEHHBIE MPENaparhl 1o perentam? OTIIyCKa

3. OTtnyckaroTcs M HapKOTHYECKUE u | myskt 4 Ilpasuin

IICHXOTPONHEIE JIEKapCTBEHHBIE IIPENapaTel, | OTIIYCKa,

pHecennple B Cmumcox 11 Tlepeuns | npmmoxenns Ne 1 u 2 k
HApKOTHYECKUX u ICHXOTponHBIX | mpukasy Ne 54u
JIEKapCTBCHHBIX [penaparoB, pH
NPENbsBICHAN DELENTOB, BBHITHCAHHBIX HA
penenTtypHbIX Grankax dopmsr Ne 107/y-HII,
YTBEPXIECHHOM IPHKA30M Ne 54n?

4. OTtmyckatoTes m ICHXOTpoNHEIe | IIyHKT 4 IIpaBui
NeKapCTBEHHblE IIPENAapaTsl, BHECCHHBIE B | OTITYCKa;

Cmucox Il Tlepeuns HapkoTHueckwx H | myHKT 9 Ilopska
TIICHXOTPOIHBIX JIEKAPCTBEHHBIX IIPENaparoB, | HA3HAYCHUS H
IIpH IpEeIbSBICHAN PENENTOB, BEIMCAHHBIX HA | BHITUCHIBAHH
penenTypHbx Gnankax ¢opmer Ne 148-1/y-88,
yTBEPKAEHHOM mpuKasoM Ne 54u?
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OrnyckaroTcss M HAapKOTMYeCKHe U
IICHXOTPOIHBIE JIEKAPCTBEHHBIE Mperaparsl
Coucka II Tlepeuyns HapKOTHYECKHX U
HCHXOTPOIHEIX JIEKApPCTBEHHBIX IPENaparoB B
BHAE TPAHCIEPMAIBHBIX  TEPANEBTHYECKHX
CHCTEM TpH  INPEHBABICHHH  PCUENTOB,
BBITHCAHHBIX HA PEUENITYPHBIX O1aHKax GOpMBI
Ne 148-1/y-88, yTBepXKIOCHHOH MPHKA30M
Ne 5417

nyHkT 4 [Ipasui
OTITYCKa;

nyHKT 9 [lopsaka
Ha3HAYEHUS U
BBIITACHIBAHUS

OTmycKaroTCs JIM JIEKapCTBEHHBIE IIPENapaTsl,
BKITIOUEHHEIE B IIEpEUYEHb JIEKAPCTBEHHBIX
CpPeICTB VIS MEIHMIMHCKOTO IIPUMEHEHHUS,
HOUIeKAKX  IIPEIMETHO-KOTHMIECTBEHHOMY
yu4eTy, NpH  INpPeIbsIBICHHH  PELENTOB,
BBIIIMCAHHBIX HA PENENTYPHEBIX 61aHKaX HOPMBI
Ne 148-1/y-88, yTBepXICHHOH IpPHUKa3OM
Ne 54n?

IYHKT 4 [Ipasun
OTITyCKa;
pasgenst  I; I Il
Ilepeuns

JICKapCTBCHHBIX CPEIACTB

OTnycKaroTes JIM JIEKapCTBEHHEBIC Ipenaparsl,
obnanaromue aHabOMUYECKOH aKTMBHOCTHIO,
TP IPEIbSABICHUN PEIEITOB, BHIMACAHHBIX HA
penentypHsix Guankax gopmsr Ne 148-1/y-88,
yTBep)KAeHHOM mpukazoM Ne 54u?

1. 4 IIpaBui oTmycka,
HOAMYHKT 3 IyHKTa 9
[Topsinka Ha3HAYCHUS U
BEBIITUCBHIBAHHUS

OTnyckaroTes JIM JIEKapCTBEHHEBIE Ipenaparhl,
cojlepKaliie  KpoME€  MajibIX  KOJIMYECTB
HAPKOTHYECKHUX  CPEICTB,  ICHXOTPONHBIX
BEIECTB H WX  MpPEKypcopoB  IpyrHe
dapMakoIOruYecKie aKTHBHEIE BEIIECTBA, TIPH
MpENBIBICHHH PEIENTOB, BBHIIMCAHHBIX Ha
penienTypHbix GnaHkax ¢opmbl Ne 148-1/y-88,
yTBepKAEHHOM nprkazoMm Ne 54u?

nyHKT 4 [IpaBun
OTIIyCKa; IIYHKT 5
TIOpsIIKa

OcymecTBiIseTcs JIM OTIYCK JIEKapCTBEHHBIX
npenaparoB 0e3 peLENTOB B COOTBETCTBUH C
HHCTPYKIHSAMH O  HMX  MEIUIUHCKOMY
IPHUMEHEHHIO?

myHKT 5 IpaBun
OTIyCcKa

10.

OcymmecTBisieTcs JIM OTIYCK JICKApCTBEHHBIX
IpenapaToB B TEYEHHE YKAa3aHHOTO B peLENTe
CpOKa ero JeicTBus?

myHKT 6 [IpaBui
OTIyCKa

11.

[lpunuMaercs 1M B ClIy4ae OTCYTCTBHA
JEKapCTBEHHOr0  IIpemapaTa  pelenT Ha
00CITy)KHBaHHE B CIIEAYIOIINE CPOKH:

myHKT 6 [IpaBui
OTIIyCKa

PELIENT ¢ TIOMETKO# «statim» (HEMEIEHHO)
oGcmyXuBaeTcsT B TEYCHHE  OXHOrO
pabodero AHA co JHA OOpalleHHs JHNA K
CyOBEKTY PO3HHYHOM TOProBIIH?

myHKT 6 IIpaBun
OTIyCKa

PELIENT C IIOMETKO# «citoy (CpovHO)
o6cimyKuBaeTCs B TeYEHHE ABYX paboduux

myHKT 6 [TpaBui

OTIIycKa
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nHeit co mHS o6palieHus I K CyObeKTY
PO3HHYHOM TOProBIH?

pellenT Ha  JIEKapCTBEHHBI  IIpenapar,
BXOASIIMM B MHHHMAIBHBEI aCcCOPTUMEHT
JIeKapCTBEHHBIX penapaToB piRIE:
MEIUIHHCKOTO IIPUMEHEHNs, HEOOXO0MMMBbIX
Ul OKa3zaHMa MEIMIMHCKOW  IIOMOIIH,
0OCITyXHUBaeTCd B TEUCHHE IIATH pabourx
nHedt co mHA oOpalleHus JIHIa K CyOBeKTy
PO3HUYHOM TOProBIIH?

myHKT 6 IIpaBui
OTITyCKa

12.

O6CITy’)KUBAETCS JI PELENT Ha JIEKapCTBEHHbII
mpenapar, OTIIyCKaeMbiif OeCIUIaTHO HJIH CO
CKHAKOM M He BOINENHA B MHUHAMAIbHBIA
ACCOPTHMEHT JIEKapCTBEHHBIX MpenapaToB ALl
MEeIHIAHCKOTO NpPHMEHEHHS, He0OXOAUMBIX
JUI1  OKa3aHHs MEIUIMHCKOHM IIOMOINH, B
TedeHHe Jecartd pabounx [THEd €O JHA
obpameHus JHMna K CyOBEKTy pO3HHYHOH
TOProOBJIH?

nyHKT 6 [IpaBun
OTITyCKa

13.

O6cmyXuBaroTCA it pelenThl Ha
JIEKapCTBEHHBIE IIpETIapaThl, Ha3HaYaeMbIC IO
pelleHHIO BpadeOHOM KOMHCCHH, B TECYCHHE
NATHaANATH pabodynx AHEH co AHA obpaineHus
JTUNA K CyOBEKTY PO3HHYHOM TOProBiau?

myHKT 6 IIpaBun
OTITyCKa

14.

OTIIYCK&I'OTCSI JIH JICKapCTBCHHBIC IIPCIIapaThl
110 perentaM ¢ HCTCKIIMM CpOKOM I.[CﬁCTBI/ISI?

myHKT 6 [IpaBun
OTIIyCKa

15.

OcyecTBiIseTcs JU INPH MCTEICHHH CpOKa
JeHCTBHS pellenTa B IEPHOJ HAXOXACHUS €ro
Ha OTCPOYEHHOM OOCIy)XHBaHMH OTIIYCK
NeKapCTBEHHOrO IpernapaTa 10 TAKOMY PELenTy
(6e3 ero nepeodopMieHHs)?

nyHKT 6 [IpaBun
OTIIyCKa

16.

OTIIYCKaIOTCSI K JIEKapCTBCHHBIE NPCIapaThl B
KOJINYECTBE, YKa3aHHOM B peuenTe?

nyHkT 7 IlpaBun
OTIIyCKa; IPHIIOKCHHS
Ne 1 u Ne 2 Ilopsnka
Ha3HA4YEeHUI H
BBINHACHIBAHHUS

17.

OtmyckaeT v (apManeBTHIECKHH pabOTHHK
TpeeNbHO JOITYCTUMOE HIIH PEKOMEH/IOBAaHHOE
KOJIMYECTBO JICKAPCTBEHHOIO Ipernapara Ui
BBITUCHIBAHHA Ha  OIMH  DEHENT  TpH
NpeIbSIBICHHN pelenTa C IPEBBIICHHEM
TIpeIENIBHO JIOIyCTHMOT'O WA
PEKOMEHIOBAHHOI'O KOJINYECTBa
JIEKapCTBEHHOTO TPEnapaTa sl BEIIVCHIBAHHS
HAa OQWH peuent ¢  MOPOCTaBICHHEM
COOTBETCTBYIOIIEH OTMETKH B penente?

nmyHKT 7 [IpaBun
OTIIyCKa
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18. | OcymecTBiuseTcs JH OTIYCK JICKAPCTBEHHOrO | CTAaThA 46 Ne 61-@3;
mperapata B NEPBHYHOM M BTOPHYHOH | IMYHKT 3 cratbm 27
(moTpeOUTENBCKOM) ymaKoBKax c | Ne 3-03;
MapKUpOBKOH? nyHKT § IIpaBun

OTIyCKa

19. |Hapymraercs 7nm  mepBUYHAs  YIAKOBKa | MyHKT 8 IlpaBun
JIEKapCTBEHHOTO MpenapaTa IpH €ro oTiycke? | OTIyCKa

20. nyHKT 9 [IpaBui
IMpocrapmnseTcs 14 IIPU OTIIYCKE OTITyCKa
JIEKapCTBEHHBIX NIPENapaToB Ha PELenTe
O0TMETKa 00 OTITyCKe JIEKAPCTBEHHOT'0
TIpernapara ¢ yKa3aHHeM:

TOPrOBOro HAUMEHOBAaHWA, MJO3UPOBKH U | IIYHKT 9 IlpaBun

KOJMYECTBAa OTIIYIIEHHOrO JICKApCTBEHHOTO | OTIYCKa

npenapara’?

haMuTHM, MMEHH, OT4eCTBa (IpH Hamuyuu) | MyHKT 9 IlpaBun

Fmennunﬂcxoro paboTHHKa B CIlydYasx, | OTITyCcKa

yKa3aHHBIX B a03ale 4eTBEPTOM IyHKTa 7 U

aG3are TperbeM myHkTa 10 IpaBmi oTnycka?

DEKBH3HMTOB JIOKYMEHTa, yAocToBepsomero | myHKT 9 IIpasun

ITHYHOCTH JMIa, TIOJTyYMBIIEr0 | OTIYCKa

leKapCTBEHHBIM  Ipemapal, B Cilyd4ae,

ykasaHHOM B yHKTe 20 IIpapmn otmycka?

(baMHJTHE, UMEHH, OTYeCTBa (P HAJMYHM) | MYHKT 9 Ilpasun

(hapMarieBTHIECKOr0 paboTHHKa, | OTIYCKa

OTITyCTHBINETO JIEKAPCTBEHHBIH Mpenapat, u

ero moanucu?

naTh! OTIyCKA JIeKapCTBEHHOrO npenapara? | myHKT 9 IIpaBHit
OTITyCKa

21. | Bo3BpamaeTcs Jd pPEUENT ¢ OTMETKOH IIpH | IIYHKT 10 IIpaBun
OTIyCKE JIEKapCTBEHHBIX IPEMaparoB IO | OTIYCKa;
peuenry, BRIIHUCAHHOMY Ha peIIeHTypHOM l'IpI/IJ'IO)I(eHI/Ie Neo 2
6nanke ¢opmer Ne 107-1/y, yTBEpXICHHOH | [Topsnka Ha3HAYEHUS U
npukazoM Ne 54H, cpoK NEHCTBUA KOTOPOTO | prinpcrrpanus
COCTaBJISIET OUH IO ?

22. | llepenaercsa b ¢ dapmanesTuyueckuM | myskT 11 IpaBun
pabOTHHKOM Ty, IpuoOpeTaromeMy | OTIycKa

(monyyaroleMy) JIEKapCTBEHHbIE IpenapaThl
[0 pEIENTY, BHITHCAHHOMY Ha PEHENTYPHOM
Gmanke  Qopmer  Ne  148-1/y-04 (),
YTBEPXKAECHHOH IPHKa30M Ne 54m, mm
dopmer Ne 148-1/y-06 (1), yTBEpXACHHOK
npukazoM Ne 54H, 3aNOHEHHBIA KOPEIIOK
TaKoro penenta?
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23.

[IpoctaBnsercs b1’ Ipu OTITYCKE
HApKOTHYECKOIr0 " MICHXOTPOIIHOTO
nexapcTBennoro npenapara Crucka II [epedrs
HapKOTHYECKHUX U TICXOTPOITHBIX
JIeKapCTBEHHBIX IpEMapaToB Ha peuente o0
OTIIyCKe JIeKapCTBEHHOTO Ipenapara IevaTh
OpraHM3alliy, B KOTOPOH yKa3aHO IIOJHOE
HayMeHOBaHHKE (IPY HAIMYHH IedaTH)?

myHKT 12 IIpasun
OTIIyCKa

24,

Ha penenTe win KOPEIIKe PENENTa yKa3bIBacTCsA
JT¥ TO4HOE BpeMs (B YacaX M MHHYTaX) OTILyCKa
HMMYHOOHOJIOTHYECKOTO JIEKapCTBEHHOTO
npemnapara?

myskT 13 IlpaBun
OTITyCKa

25.

VimMyHOGHONOTHYECKHE JIEKapCTBEHHEIE
mpemnapatsl OTIYCKAIOTCS JIH TpU HaTMIAH
CHEIHATLHOrO TSPMOKOHTEHHEpA?

nyHKT 13 Hpasun
OTITyCKa

26.

OcraloTcs W XpaHsarcs JH y cyOmekra
ofpaleHus JIeKapCTBEHHBIX CPEJICTB PENCHTEI

nyHKT 14 IIpasun
OTITyCKa

(c orMerkodl «JlexapcTBeHHBI Ipenapar

OTIYyLIEH») Ha:

HApKOTUYECKHE u ncuxotponnsie | myHKT 14 ITpasun
nexapcTBenHbie mpemapathl  Cmmcka I | otmycka

[Tepeunsi HApKOTHYECKHX M TICHXOTPOINHBIX
IeKApPCTBEHHBIX IIPENapaToB - B TCUCHHE
msTH jet?

[ICHXOTPOIHBIE JIEKAPCTBEHHBIE MpenapaThl
Crnucka III Tlepeuns HapKOTHYCCKHX H
[ICHXOTPOIHBIX JIEKAPCTBEHHBIX IPENapaToB
- B TCYECHHE IISTH JIET?

nyHKT 14 Ipasun
OTIIyCKa

lIeKapCTBEHHBIE IIPENAPaThl, OTIYCKAacMBbIC
GecIniaTHO MM CO CKUIKOI, - B TEUECHHUE TPEX
net?

myHKT 14 IIpasun
OTITyCKa

KOMOHHHUPOBAHHBIE JIEKapCTBEHHBIE
npemnaparbl, coJepalye HapKOTHYECKUE
cpencTBa MM ITICHXOTPONHBIC BEINECTBa,
sHeceuHple B Cromcku II u 11 Ilepeuns
HAPKOTHYECKUX 5§ IICMXOTPOITHBIX
TeKapCTBEHHBIX PENIApPaTOB, H3TOTOBJICHHBIE
B anTE€YHOM OpraHW3alluy, - B TEUYCHHE TPEX
net?

nyskT 14 Ipasun
OTITyCKa

TeKapcTBEHHBIC TNpenapaTel, obnajgaromue
aHa00NMYeCKOd aKTHBHOCTBIO, - B TEUCHHE
Tpex NeT?

nyHKT 14 IIpaBun
OTITyCKa

JIeKapCTBEHHBIE IPENapaThl, IOJUICKAIHE
[peIMETHO-KOJIMIECTBEHHOMY  Y4€Ty, - B
eueHHe Tpex JIeT?

nyHKT 14 IIpasun
OTITyCKa
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lleKapCTBEHHEIE ~penapaThl B JKHIKOH
lexapcTBeHHOH (opMe, comepxamue Oonee
15% 3THIOBOTO cIUpTa OT 00BEMa IOTOBOH
[IPOJIYKIUH, - B TCUCHHE TPEX MECSUEB?

OTIycKa

HHBIE JIEKapCTBEHHEBIE Ipenaparsl,
OTHOCHIIMECS o ATX K
apTHnCHXOTHYeCKUM cpencTBaM (kog NOSA),
ankcromuTkaM (kox NOSB), CHOTBOpPHBIM H
cemaruBHbM  cpeactBam (ko NOSC),
antunenpeccantaM (kox NO6A) wu  He

MOJICKALITHE HpClIMCTHO-KOJII/I‘-IeCTBeHHOMy

OTITyCKa

nyHKT 14 ITpasun

nyHkt 14 [Ipasun

ydeTy, - B TeYCHHE TPEX MECALCB?

27. | Penents, He ykasanmble B myHkre 14 IIpasun | myHKT 15 [Tpasun
OTHycKa, OTMEYAloTCd  JIi  IOTaMIOM | OTITycKa
«JIeKapCTBEHHBIH IpenapaT OTIYIIECH)?

28. | Penenthl, He ykasaHHble B IyHKTe 14 IIpaBii | IyHKT 15 Ilpasun

OTIyCKa,  BO3BpamlaloTcs  JH  JIHNY,
TIOJTyYHBIIEMY JIEKAPCTBEHHBIN Ipenapar?

OTIIyCKa

29.

Nmeercs m

KypHal, B
PETHCTPHPYIOTCA  PELEITE,

HapymerneM [IpaBui OTITyCKa, ¢ yKa3aHHEM:

KOTOpPOM
BBIITACAHHBIE C

IOyHKT 15
IMpaBun oTmycka

MPUHATBIX MEP?

BLIABJICHHBIX HapylleHHH B OGOPMICHHH | MyHKT 15
perieniTa? [IpaBmi oTmycka
dammmun, uMeHH, oTYecTBa (TIPH HaJW4YuH)| MyHKT 15
MuIa, BBIIMCABIIETO PENENT? [IpaBui oTiycka
. OyHKT 15
HAMMEHOBAHHS MEUIIMHCKON OpraHu3aluu’?
TIpaBun oTmycka
myHKT 15

[TpaBun oTnycka

Orpannyenus, HajaraeMble Ha (apMaleBTHICCKHX paGoTHMKOB NPH OCYIIECTBICHHH HMH
npodeccHoHanbLHON NesATeabHOCTH (cTaThsl 74 DeepaabHOro 3aKoHa OT 21 nosiops 2011 r.
Ne 323-@3 «O6 ocHOBax oxpaHbl 310poBbs rpaxian B Poccuiickolt ®exepanumn» (Cobpanue
3axoHoaTeabcTBa Poccritckoii @enepamun, 2011, Ne 48, cT. 6724; 2017, Ne 31, ct. 4765) (nanee -

Ne 323-®3)

30.

dapmaneBTHUECKHE PAOOTHUKHA U
PYKOBOJMTENH alTEIHBIX OpraHn3aliii:

MOMIYHKTHI 2 4 4
IyHKTa 2 cTaThk 74
Ne 323-03;

nyHKT 17 IpaBun
OTITyCKa

OJIy4YaroT JI OT KOMIIAHHH, TIPE/ICTABHTEIS
KOMITaHHM 00pa3Iibl JIEKapCTBEHHBIX
penaparos Ul BpY4eHHs HaceJICHHIO?

HOJNYHKTHI 2 1 4
HyHKTa 2 cTaThu 74
Ne 323-03;

nyHkT 17 Ipasun
OTIyCKa
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PeIOCTABIIIOT JI¥ HACEICHUIO HOIIYHKTH 2 U 4
HEI0CTOBEPHYIO U (HIIN) HETIONHYIO IYHKTa 2 cTaThH 74
MHGOPMAIHIO O HAJTMYUH JIEKAPCTBEHHBIX Ne 323-®3;
perapaToB, BKIIOYas JIEKapCTBECHHEIE nyskr 17 pabmn

nmperapaTsl, IMCIOINUE OJHHAKOBOC
MEXAYHApOAHOC HETIATCHTOBAHHOC

OTIIyCKa

HaPMEHOBaHHUE?

HOANMYHKTHI 2 U 4
CKPBIBAOT JIM HH(POPMAITHIO O HAJTHYMH IIyHKTa 2 CTaThH 74
lleKapCTBEHHBIX MpenaparoB, HMeroLux Gonee| Ne 323-03;
HH3KYIO HEHY? nyHKT 17 IIpaBun

OTIIyCKa

Tpe6onamm K OTHYCKY HApKOTHYCCKHX M ICHXOTPONHBIX JIEKAPCTBCHHBIX MNpPENaparos,
JEeKaApCTBCHHBIX npenaparos, of1amaomux aHa00IMYIeCKOH AKTHBHOCTBIO, HHBIX
JIEKAPCTBCHHBIX NpPENapaToB, MOJICKAMHX HpPeAMETHO-KOJHYCCTBEHHOMY YICTY

31. OcCyINeCTBIAETCS JIM OTIYCK HapKOTHYECKHX H | myHKT 19 Ipasun
ICUXOTPONHBIX JICKAPCTBEHHBIX IIPENAapaToB | OTIYCKa;
(hapManeBTHYECKHMH paGoTHUKaMH, | [TepeueHb JOKHOCTEH
3aHHMAIOMUMH  JOJDKHOCTH, BKJIIOYEHHBIE B
[lepeyeHb FOKHOCTEN?

32. OcymecTBIA€TCs T OTHYCK JeKapcTBEHHBIX | myHKT 19 IIpaBui
mpemaparoB, O0NafalomMX aHAaGONHYECKOH | oTmycka;
aKTHBHOCTBIO, (l)apMaIIeBTI/IqCCKI/IMI’I HepequB IOJDKHOCTEH
pabOTHHKaM¥, 3aHHMAIONIMMH  JODKHOCTH,
BKJTIOUeHHEIE B [lepeueHb JOIDKHOCTEH?

33. OcyIecTBIAETCS JIM OTIYCK JIEKapCTBEHHBIX | MyHKT 19 ITpaBuin
Mpenaparos, OAJIEXKAMX NpEAMETHO- | OTITyCKa;
KOJIMYCCTBCHHOMY YUE€TY, (l)apMaHeBTI/I‘ICCKI/IMI/I HepequB JOJDKHOCTEH
pabOTHHKAM¥, 3aHMMAIOMKMMH  JIOJDKHOCTH,
BKIOYeHHBIE B [lepedeHb JODKHOCTER?

34. OtmyckatloTcss 1M HapKOTUYECKHE u | myskt 20 ITpaBun
ICHUXOTPOIHEIC JIEKAPCTBEHHBIE IpENaparhl | oTmycKa
Cmucka Il Ilepeunss HapKOTHYECKMX H
IICHXOTPOIHEIX JIEKApCTBEHHBIX IIPENapaToB
pH IpeIbsBICHHA JIOKYMEHTA,
yIOCTOBEPSIOMIETO JUYIHOCTD, nany,
YKa3aHHOMY B pelLenTe, €ro 3aKOHHOMY
IpEJACTABUTENIO MM  JHIY, HMEIOICMY
0hOpMIIEHHYIO B COOTBETCTBUH c
3aKoHOJaTeNbCTBOM Poccuiickort Penepanuu
JIOBEPEHHOCTh Ha IIPaBO MOIYYEHHS TaKUX
HApKOTHIECKHX a TICUXOTPOIHBIX
JIEKapCTBEHHBIX MPETapaToB?

35. BoigaeTcs JIM TTOC/e OTIYCKA HapKOTHUYECKHX M | MyHKT 22 TIpaBun
IICHXOTPOIHBIX JIEKAPCTBEHHBIX IIPEMApaToB | OTITyCKa

Crucka II u III Ilepeuns HapKOTHYECKUX H
IICUXOTPONHEIX JIEKAPCTBEHHBIX IPENapaToB
CHTHATYpAa C JKeJITOH I0JIOCOM B BEPXHEH 4acTH
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M HaIOHCHIO YepHHIM ImpudTOM HA HEH
«CurHarypa», B KOTOpO# yKa3bIBalOTCA:
HAUMCHOBAaHME ¥ afpec MeECTOHaxoxueHms | myHKT 22 IIpaBmun
cyObexta  OOpameHMs  JICKApCTBEHHBIX | OTIIyCKa
cpenctB?

nyHKT 22 [Ipasun
HOMEp M J1aTa BBIIHCAHHOTO penenTa’ oTIycKa

(ammmma, uMs, OT4ecTBO (OpU HAIMYAM) | MYHKT 22 TlpaBun
mura, A4 KOTOpOro  INpeAHasHa4yeH | oTmycka
eKapCTBEHHBIH PEapaT, €ro Bo3pact?

HOMEp MEJUIMHCKON KapThl MAlMeHTa, | IYHKT 22 [Tpasui
MOJIy4aoIero MEIHIMHCKYI0 MOMOIIb B | OTIyCKa
aMOyJaTOpHBIX YCIOBHAX, [UI1 KOTOpPOro
peHa3HAYeH JIEKapCTBEHHBIH npenapar?

damMuTHa, WMs, OTY4EeCTBO (UPH HAIMYHMH) | MYHKT 22 pasun
rMelII/II.II/IHCKOI‘O paboTHHKA, BBIMHCABIIETO | OTITYCKA
penenT, ero KOHTaKTHBIA TenedoH mmbo
Tene)oH MeAUIMHCKON OpraHu3alKu?

myHKT 22 IIpaBun
cofiepKaHue PelelTa Ha IATHHCKOM 13bIKe? | ormycka

damuHs, EMs, OTYecTBO (IIpH Hammuuu) U | MyHKT 22 IIpasun
noAmuch (papMalleBTHIECKOro pabOTHHUKE, | OTIycKa
OTIYCTHBINETO JIEKAPCTBEHHBIH IIpenapat?

nysKT 22 Ilpasun
TaTa OTIIycKa JIEKapCTBEHHOTO IIpenapara? oTIycKa

TpeGoBauusi K OTHYCKY JIEKAPCTBEHHBIX MpenapaTros mo TpeGoBaHMAM-HAKJIAAHBIM
MeIMIAHCKAX OPraHA3ANMi, HHIHBHAYAILHBIX NPeINPUHAMATEICH, HMEIOIIMX JHICHIHIO HA
MEIHIHHCKYIO0 JeSTeJIbHOCTh

36. nyHKT 26 [IpaBun
OTIYCKa;

Hmeercs mu Ha Tpe6OBaHI/I$IX-HaKJIa,I[HBIX Ha

TI0JIyYeHHE JTeKapCTBEHHBIX IIPENapaToB: Tpanoxenne Ne 13
rinassl [11 UHCTpYKIHH

myHKT 26 [IpaBuin
OTITyCKa;
IMpunoxenue Ne 13
riaBsl 111 MHCTpYKITHM

[raMi’?

myHKT 26 [IpaBui
OTITYCKa,;
[Mpunoxenne Ne 13
rnassl 111 UaCTpYyKIMn

KpYTJIas MeYaTh MEAUIHHCKON OpraHu3aun?

myHKT 26 IIpaBun
NONNNCH €€ PYKOBOAWTENIsl HIA  ero | OTIIYCKa,
3aMeCTHTEN 110 JieueOHO# JacTu? IMpmiaoxenue Ne 13

rinaesl 111 MHCTpYKITHI
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HOMeEp TOKyMeHTa?

nyHKT 26 IIpaBun
OTITyCKa;
IMpunoxernue Ne 13
rnaBbl I MHCTpYKIHMHK

1aTa COCTABIICHUA lIOKYMeHTa?

nyHKT 26 IIpaBun
OTIIyCKa;
[Mpunoxenne Ne 13
riassl 111 MECTpYKIIHH

HANMEHOBAHHE OTIPaBUTEIS
TexapCTBEHHOro HMpenapara? '

myHKT 26 ITpaBun
OTILYCKa;
Ipunoxernue Ne 13
rinassl I MHCcTpyKIMH

HauMEHOBaHHE MOJIydaTesisl JEKapCTBEHHOTO
npenaparta?

nyHKT 26 IIpasun
OTILYCKa;
IMpunoxxerue Ne 13
rnassl [1I MaCTpyRKIMM

Ha¥MEHOBAHHE JIEKApCTBEHHOro Mpemnapara
Ha JIaTHHCKOM si3bIke (C  yKasaHHEM
O3MpOBKH,  (OpPMBI  BBIIyCKa,  BHIA
YIIaKOBKH, CII0c00a IPUMEHEHHS)?

myHKT 26 IIpaBun
OTITyCKa;
IMpunoxenwne Ne 13
rnassl I1I MHCTpYKIMH

KOJIMYECTBO 3aTpeOOBaHHBIX JEKAPCTBEHHBIX
npenaparoB?

nyHKT 26 IIpaBun
OTILYCKa;
Ipunoxenue Ne 13
riassl [1I MHCTpYKIIMHA

myHKT 26 [Ipasun
KOJMMYECTBO M CTOMMOCTB OTHYINEHHBIX | OTIYCKa;
TeKapCTBEHHBIX IIPeNnapaToB? IMpunoxernue Ne 13
rnassl 111 MeCTpYXKIINH
37. OcylecTBAseTcss MM OTIycK Mo oTAenbHBM | TYHKT 27 llpasun
Tpe6OBaHMAM-HAKIATHEIM: OTIycKa
HApPKOTHYECKHX %4 ricuxoTponHeX | myHKT 27 IIpaBun
nexapcTBennbIx mpernaparoB Crmcka Il u III | ormycka
[lepeunss HapKOTHYECKUX M ICHXOTPOIHBIX
lexapCTBEHHBIX IpenapaToB?
TeKapCTBEHHBIX MpeNapaToB, TOmIeXamux | 1Y KT 27 Ipasun
IpeIMETHO-KOIMIECTBEHHOMY yI€ETY? OTIycKa
MHBIX JIEKAPCTBEHHBIX Ipemaparos, B Tom | TYHXT 27 Ipasan
qrcIe OTHyCKaeMBIX Oe3 perenra? OTIycka
38. TIpocTaBiseTcs i Ha TpeGoBaHMH-HaKanHo# | mynkr 29 Ilpasun
OTMETKAa O KOJHMYeCTBe M CTOHMMOCTH | OTHYyCKa
OTIYHIEHHbIX JIEKAPCTBCHHBIX penapaTos?
39. OcymecTBISETCS ¥ XpaHEeHHE TpeGOBaHMHA- | MyHKT 30 IIpasun
HAKJIQOHBIX, [0  KOTOPHIM  OTIYINEHHI | OTIyCKa

JIEKapCTBEHHBIE ITpenapaThl:
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nyskt 30 Ipasun
OTITyCKa

Ha  HapKOTMYeCKHEe U  ICHXOTPOIHBIC
nexapcTBeHHBIe IpenapaTsl Crxcka Il u III
[lepeqns HApPKOTHYECKMX H HCHXOTPOIHBIX
NeKapcTBEHHBIX IIPEMAparoB - B TEUCHHC
[SATH JIET?

Ha JeKapCTBEHHBIE IIPENapaTsl, nojyexamue | IyHKT 30 ITpaBun
[pe/IMETHO-KOIMYECTBEHHOMY  y4eTy, - B | OTHyCKa
TeUCHHE TPEX JIeT?

nyskt 30 IIpasun

Ha WHBIE JIEKApCTBEHHBIC Ipemaparsl - B
oTIycKa

TeyeHHe OHOTo roja?

40. CoGmfoxaeTcs JIM 3alpeT Ha HapylleHue | myHKT 31 [TpaBun
[epBHYHON YIIaKOBKH NEKApCTBEHHOTO | OTIIyCKa
Tpenapara TIpA €ro OTIYCKe IO TPeOOBAHHIO-
HakianHOM (33 HCKIIOYeHWeM —CyOBekTa
PO3HHYHOM TOPTOBJIH, MMEIOIIET0 JTMIICH3HIO HA
dapManeBTHIECKYIO ACATEIBHOCTh C IPABOM
H3TOTOBJICHHS JIEKAPCTBEHHBIX IIPenapaToB)?
41. CobmonmaeTcd M  3ampeT Ha  OTMYCK | IYHKT 28 ITpaBu
HApKOTHIECKUX a TICHXOTPOIHBIX | OTIIyCKa
NeKapcTBEHHBIX npenaparoB Crmcka II u III
[lepednss HApKOTHYECKMX H IICHXOTPONHBIX
JIeKapCTBEHHBIX [PENapaToB MO TPeOOBaHMAM-
HaKJIaJ{HBIM HHAUBUAYAJIBHOTO
IpeaNpUHEMATENs, MMCIOINEro JHIEH3HIO Ha
MeIUIHHCKYIO IeSTENHHOCTD?

42. CobmomaeTcd /M 3anpeT Ha HapyIICHHE | HyHKT 8 IIpasun
BTOpHYHOH  (IOTPEOMTENBCKOM)  YNAKOBKHM [ OTIyCKa
JeKapCTBEHHOro  Ipemapara M OTHYCK
JEKapCTBEHHOTO Ipemapara B NepBAYHOA
ymakoBKe?

43. CoGmofaeTcs M 3ampeT Ha  OTIYCK | MYHKT 7 IIpaBun
JIeKapCTBEHHBIX IPENapaToB B KOJHMYECTBE, | OTIYCKA; IPHIOKCHHS
yKa3aHHOM B pellenTe, B ciydae, Korza Wi | Ne 1 u Ne 2 Ilopsmxa
JIEKApCTBEHHOTO  Ipemapara  YCTAHOBJNCHBI | gaspayeHHs U
NpeeNBHO HOITYCTAMOE MM PEKOMEHIIOBAHHO | ppimyycLIBaHHS
KOJIMYECTBO JJId BBIIACHIBAHWA Ha OIUH
penent?

(momxuocts 1 PHO KOMKHOCTHOTO JIHIA, 3aII0IHUBIIETO MPOBEPOYHBIH JIUCT, IOAIHCE, JaTa)

(nomxHOCTh 1 MO OIDKHOCTHOTO JIMIIA FOPHIMISCKOTO JIHIA, IIPHCYTCTBOBABIIETO MPH
3aII0/THEHHH [POBEPOYHOTO JHCTA, TIOIMHACH, 1aTa)




TTpunoxenune Ne 22
K npukasy QenepanbHON CITyXOBI
1o Haj30py B cepe 3ApaBOOXpaHEHUA

OTCQ4/,M4¢ No G4yAY

®opma

IIpoBepouHbIii JHCT

(cnHCOK KOHTPOJBHBIX BOIIPOCOB),
ucnoJb3yemblii ®@eaepaabHoi cayx06oii Mo Haf3opy B cepe 31paBOOXpAHEHU
H ee TePPHTOPHATLHLIMH OPraHAMH NPH MPOBE/IEHHH [JIAHOBBLIX NPOBEPOK NpH
ocyuiecTBJIeHHH (elepajbHOr0 rocyapcTBeHHOTo Haa3opa B cdepe oOpameHus

JIEKAPCTBEHHDBIX CPECTB
(oTHycK B peaH3aNHAs JeKaPCTBEHHBIX NpenapaTos IJISi MEAHIMHCKOr 0
npuMeHeHNsl B aNTeYHOM KHOCKeE)

(HaHMEHOBaHHE OPTaHa, OCYIECTBIAOMEro IUTAHOBYIO IIPOBEPKY)

Bun rocyIapCTBEHHOTO KOHTpOJIA (aan3opa)

2. TlpeaMeT TUIAHOBOM TPOBEPKH IOPHAMHMECKHMX JIHI  H WHIABHIY ATBHBIX
NpeanprHAMaTeNel OrpaHMIMBaeTCs 06s3aTeTbHBIME TPEOOBAHMAMH, COOTIOICHNE KOTOPEIX
qBsieTcs Haubomee 3HAYMMBIM C TOYKH 3DEHHS HENOMYIICHMS BOSHHKHOBCHHA yrpo3sl
NpUYMHEHks BPE/ia XHU3HH, 310POBBIO TPAX/AH, H3JIOKCHHRIMHU B (pOpMe IIPOBEPOIHOTO JIUCTA
(crcka KOHTPOJIBHBIX BOIIPOCOB).

3. HapMeHOBaHWE OPHIMYECKOro IHIa, GamMuiud, WMd, OTIECTBO (IpH  HATUYHH)
HUHIUBH Iy aTbHOTO npeanpuHAMATENA:

4. Mecto MpOBEICHUA IJIAHOBOH NpOBEPKH C 3aMoJJHEHUEM IIPOBECPOYHOTIO JACTA.

5. PexBH3UTH MpUKa3a O IMPOBEACHUN [UIAHOBOM MPOBEPKH: OT

Ne

6. YaeTHbI HOMep NPOBEPKH H JIaTa IPHCBOSHHUS YI€THOIO HOMEpa npoBepku B EnnHOM
peecTpe IIPOBEPOK:

7. JloIDKHOCTB, haMMIHS M MHUIMANBl JOJDKHOCTHOTO nuna (JIHI), TpOBOAAMIEro(UX)
IUIaHOBYIO TIPOBEPKY:

1.

2. :
8. ITepeueHs BOMPOCOB, OTPAKAIONIMX COACPXKAHHE 006s13aTeIbHBIX TpeOOBaHMid, OTBET HA
KOTOpEIE OZHO3HAYHO CBUIETENBCTBYET O COOIONEeHN WK HecOOIOAeHHH I0pUANIECKUM
JIALIOM, MHAMBUAYAIBHEIM IPEeANpHHAMATEIEM 06s13aTeNBHBIX TPeOOBaHHM, COCTABIISIOMMX
npeaMeT MPOBEPKU:
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PexBH3HTHI BeiBoa o
HOPMAaTHBHBIX BBINOJHEHAH
Ne Bonpocsl, 0Tpakalmue coaepkanue NPaBOBLIX AKTOB, C TpeboBanmii
n/n 00s13aTeJIbHLIX TPeGOBaHMIi yKa3aHHEM HX

CTPYKTYPHBIX aa HET
€IHAHI], KOTOPBIMH
yCTAHOBJICHBI
ofn3aTe bHbIE
TpeGoBannsn

®enepaababii 3akoH oT 12 anpeas 2010 r. Ne 61-@3 «O6 o0pameHnn JeKAPCTBEHHBIX CPEACTB»
(Cobpanne 3aKOHOIATEIHCTBA Poccuiickoii ®enepanun, 2010, Ne 16, cr. 1815; 2016, Ne 27,
c1. 4283) (maaee - 61-®3); IpaBuia oTHYCKA JEKAPCTBEHHBIX NPENApaToB I MeIHIHACKOr0
NpHMeHEHHs, B TOM YHC/Ie HMMYHOOHOJIOTHYECKHX JIEKAPCTBEHHbIX npenaparos, aNTe4HbLIMHA
OpraHM3alMsMA, HHIMBHIYAJbHLIMH NPCANPUHHMATENAMH, HMEIOMHMH JIMIEH3HI0 Ha
dapmManeBTHIECKYIO JNEeATEeIHLHOCTD, yTBepIKIEHHbIE NpPHKA30M MuHHCTEpCTBA
sapaBooxpanenus Poccuiickoii ®enepanun oT 11 mrons 2017 r. Ne 4030 (3aperncTpHpoBaH
MunncrepersoM 1ocrumun Poceniickoit ®eaepannu 8 cenrsbps 2017 r., perucTpanMOHHBIIH
Ne 48125) (manee - IlpaBria oTnycka); [lopsinok HasHAMEHHs H BLIHCHIBAHAHA JIeKApCTBEHHBIX
NpenapaTos, H3eNHii MEIHMIMHCKOTO HAZHAYEHHS H CHENHATNIHPOBAHHBIX MpPOIYKTOB
JAe4eGHOr0 TNMTAHMS, YTBEPXKACHHBII npukazoM MHHHCTEpPCTBa 31PaBOOXpaHEeHH:A H
comnajgsHore pasBuTua Poccmiickoit @®egepanun 0T 12 deppaas 2007 r. Ne 110
(3aperucTpupoBaH MHHHCTEPCTBOM IOCTHIMH Poccniickoii ®enepanmu 27 ampeas 2007 r.,
permcrpamuonnpiii Ne 9364) ¢ H3MEHEHHAMH, BHECCHHBLIMH npuxka3oMm MuHHCTEPCTBA
sppasooxpanennsi Poccuiickoii ®exepannu 0T 26 despaas 2013 r. Ne 94u (3aperncTpupoBaH
MunncrepersoM 1octauan Poccnmiickoit ®exepanuu 25 mons 2013 r., perucTpalnHOHHbIH
Ne 28881) (nanee — Mucrpykums); IlepeueHb KHU3HEHHO He0OXOANMBIX M BAKHEAIIHX
JIeKapCTBeHHBIX npenaparos Ha 2016 rox, a Takke nepeveHsb JEKAPCTBEHHBIX [penapaToB s
MeMIMHCKOr0 MpPHMEHeHHs M MHHHMAJBHBIA ACCOPTHMEHT JICKAPCTBEHHBIX NpenapaTos,
HeoGX0AMMBIX Uil OKA3aHHS MeJHUMHCKOH TOMOIH, YTBEPH/IEHHbIC PACIOPHKCHHEM
Hpasurenscrea Poccmiickoii @enepannd 0T 26 npexaéps 2015 r. Ne 2724-p (Cobpanme
3akoHOmaTeabcTBa Poccmiickoit Dexepauns, 2016, Ne 2, cr. 413) (mamee — Ilepeqens
JIeKapCTBEHHBIX NIPENapaToB, BXOASMMX B MHHHMAJbHbIH 2CCOPTHMEHT)

1. OcyImecTBISAETCS JIH OTIIYCK JIEKApCTBEHHBIX | IYHKT 5 ITpaBun
npenaparoB 0Ge3 peIlenToB B COOTBETCTBHH C | OTIYCKA
MHCTPYKIMAMH TI0 HX  MCIUIHHCKOMY

IPUMEHEHHIO?

2. OcyIecTBsETCA M OTIYCK JIEKapCTBEHHOTO | CTAThA 46 Ne 61-D3;
npenapata B IEPBUYHOH H BTOpUUHOH | yHKT 3 cTaTsu 27
(moTpeGuTENLCKOH) yIaKOBKax ¢ | Ne 3-03;
MapKHPOBKOH? myHKT 8 [IpaBun

OTITyCKa
3. Hapymaercs 1m  TepBHYHas  YNAKOBKA | IYHKT 8 IlpaBun

JICKapCTBEHHOT'O npenapara IIpH €ro OTH}’CKC? OTIIyCKa

OrpaHHueHusi, HajaraeMpie Ha (papManeBTHIECKHX paGoTHHKOB NMPH OCYNIECTBJICHHH HMH
npodeccHOHANLHON JeATeILHOCTH (cratbs 74 DegepajibHOro 3aKoHa  OT 21 HouOpa 2011 r.
Ne 323-®3 «O6 ocHoBax OXpaHbl 310pPOBbS rpaikiaH B Poccniickoii ®enepamun» (Cobpanne
3akonoxaTeabcrBa Poccniickoii ®exepanmu, 2011, Ne 48, c1. 6724; 2017, Ne 31, cT. 4765) (masee -
Ne 323-03)
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4. HOANYHKTH 2 1 4

o . MyHKTa 2 CTaThH 74
apMaleBTHYeCKHE PabOTHUKH U No 323-D3;

OBOJIMTENH aIITeYHbIX OPraHU3allnii:
pyKoBoA P a myHKT 17 IpaBmt

OTITyCKa

HOANYHKTHI 2 1 4

4
1OJTy4aroT JIH OT KOMIIaHHUH, HpCI[CTaBI/ITCJISI IIyHKTa 2 cratbH 7

KOMIIAHHMH 00Pa3IIbl JIEKAPCTBEHHBIX Ne 323-03;
TIpenapaToB [l BPYYCHHS HACEIEHUIO? nyHkT 17 Ipasun
OTIycKa
[peXOCTABIIAIOT JIH HACETICHUIO NOAMYHKTHI 2 U 4
HEJOCTOBEPHYIO U (MJIH) HEIOIHYIO HyHKTa 2 cTaTeu 74
MHE(QOPMALIMIO O HAJTHYHH JIEKaPCTBEHHBIX Ne 323-@3;
penapaToB, BKIIOYAs JE€KapCTBEHHbIC nyskt 17 Ipasu
nperaparsl, IMEIOIHE OJHHAKOBOES oTTycKa

rmexcnynapo,uuoe HEIMAaTEHTOBAHHOE
HauMCHOBaHHueE?

HOAMYHKTE 2 ¥ 4

CKPBIBIOT JT HHPOPMAIIUIO O HATHYHH nyHKTa 2 cTaThu 74

TexapCTBEHHBIX IIPENApaToOB, HMEIOIMMX Ne 323-@3;

Golee HU3KYIO IIeHY? nyHkT 17 IIpasui
OTIIyCKa

TpeGoBaHHA K OTHYCKY JEKADCTBEHHLIX IpenapaToB IO Tpe6oBaHUAM-HAKIAIHBIM
MEIMIMHCKEX OpPraHu3anuii, HHIMBALYATLHBIX NPEIIPHHHMATEICH, HMEIOMHUX JHICHINI0 HA
MEIHIHHCKYIO JeSITeIbHOCTD

5. nyHKT 26 IIpaBui
OTITYCKa;
IMpunoxenne Ne 13
rinassl 111 MHCTpYKIHH

Hmeercs nu Ha TpeOOBaHHUAX-HAK/IAJAHBIX Ha
HONy4YeHHe JIEKapPCTBEHHAIX MPEeraparoB:

myHKT 26 [TpaBui
OTIYCKa;
[Tpunoxenne Ne 13
rinassl [11 MHCTpYKITHH

rrami?

nyHKT 26 IIpasun
Kpyrias neJaThb MEUIIMHCKON | OTIYCKa,
OpraHu3aifn? [Mpunoxenne Ne 13
rinaesl [II MHCTpYKIIHH

myHKT 26 [Ipasun
NOANNCh €€ PpYKOBOAMTENA MK €ro ( OTIYCKa;

3aMecTHTENA 110 JiedeGHO# JacTu? IMpunoxenue Ne 13
rnassl [I1 MECTpYKIMH

nyHKT 26 IIpasuin
OTITyCKa;
Tpusnoxernne Ne 13
rnasbl 111 MHCTpYKIIHH

HOMEpA, JaThl COCTABIEHHS JJOKyMeHTa?
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OTIIPABUTEIL JIEKApCTBEHHOI'O npenapaTa‘?

nyHKT 26 ITpasun
OTITYCKa,;
[Tpunoxenue Ne 13
rinasbl 111 MHCTpYKIAN

[OJTy4aTells TEKapCTBEHHOIO npemnapara?

nyskT 26 ITpaBun
OTITyCKa;
[Tpunoxerue Ne 13
rinassl I11 MHCTpYKIHH

leKapCTBEHHBIX [PENIapaToB?

aMMEHOBAHHE JIeKapcTBEHHOro npenapara | MyHKT 26 TIpasin

Ha JIaTHHCKOM s3bike (¢ yKasaHHeM | OTIIyCKa,

nmosmpoBku, GOpMBEI  BBINYCKa, BHUIA [punoxerue Ne 13

yIIaKOBKH, criocoba IpUMEHEHHU)? rinassl 111 MHCTpYKIUA
nyHKT 26 IIpasun

KOJINYECTBO 3aTpe6OBaHHBIX | OTIYCKa;

ITpunoxenne Ne 13
rassl [1I MHCTpYKIHH

KOJMYECTBO M CTOMMOCTh OTIYHIEHHBIX
ieKapCTBEHHBIX MPENapaTos?

nyskT 26 [Tpasun
OTILYCKa;
ITpunoxxenne Ne 13
rnassl 111 MHCTpYKIIHU

OcymiecTBIseTCA JIM XPaHCHHE TpeGOBaHHH-
HAKJIAQOHBIX, MO  KOTOPEIM  OTIYINCHbI
JNleKapCTBEHHbIe NMPENaparhbl, B TSUCHAE OHOTO
roxa?

myskt 30 ITpasun
OTIyCcKa

CobmomaeTcs JH 3anpeT Ha HapyHICHUC
IIepBUYHOM yIaKOBKH JIEKAPCTBEHHOTO
npenapara TIpH €ro OTIYCKe 0 TPeOOBaHMIO-
HaKagHOM (33 HCKIIOYeHHeM CyObekTa
PO3HMYHOM TOPTOBJIH, UMEIOIIEr0 JTMICH3NIO Ha
dapMaleBTHUECKYIO JEATeIPHOCTh C IpPaBoM
H3TOTOBJICHHS JIEKAPCTBEHHbIX IIPENapaToB)?

myHkT 31 IIpaBun
OTIIyCKa

CobmromaeTcs ¥ 3ampeT Ha  OTOYCK
JleKapCTBEHHBIX IPENapaToB MO peLenTam?

nyskr 3 IIpasun
OTITyCKa

CobmomaeTcd 1M 3ampeT Ha HApPYyNICHHC
BTOpUYHON  (OTPEOUTENBCKOH) — YNMAKOBKH
NEKapcTBEHHOro  Ipermapara M OTHYCK
JNIeKapCTBEHHOTO  IIpernapara B NepBUYHON

yIaKkoBKe?

nyHkT 8 IlpaBun
OTIIyCKa

10.

Cob6moaeTcss T 3ampeT Ha  OTHYCK
HapKOTHYECKUX H [ICHXOTPOIHBIX
JNIeKapCTBEHHBIX MpenapaToB CIHcKa IIu I
Ilepednss HapKOTHYECKAX M ICHXOTPOIHBIX
JIeKapCTBEHHBIX IIPEIapaTos 110 TpeOOBaHUAM-
HaKJIaJHbIM MHIUBHIYJIBHOTO

nyHkT 28 [IpaBun
OTIyCKa




203

MpeANpHHAMATENA, HMEIOIEro JTHLEH3HIO Ha
MEIUIUHCKYIO ACATENbHOCTD?

(momxHOCTH B PUO IOIKHOCTHOTO JIMIIA, 3aIIOHABLIETO IPOBEPOYHBIH JIMCT, IOAIKUCE, 1aTa)

(momxuocTs 1 PUO KODKHOCTHOTO JHIA FOPHINYECKOTO JIMIA, IPUCYTCTBOBABLICTO NPH
3aII0JIHEHUH IIPOBEPOYHOTO JIUCTA, OIHUCH, 1aTa)
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[Mpunoxenue Ne 23
K npukasy OenepanbHoit CITyKObI
110 HaJ30py B cepe 31paBOOXpaHCHHS

or 0941 #01Z Ne G438

®opma

IIpoBepo4HBI JIHCT
(CHIMCOK KOHTPOJIbLHBIX BONPOCOB),
ncnoJib3yemblii @enepaabHoii ciyx00ii o Hai30py B cdepe 31paBOOXpaHeHHS
M ee TePPHTOPHAIBLHBIMH OPraHAMM NPH NPOBEJCHAH MIAHOBLIX MPOBEPOK MPH
ocymiecTBJIeHHH (peiepabHOro rocyapcTBeHHOro Ha/i30pa B cepe oOpamieHus
JIEKAPCTBEHHBIX CPEACTB
(oTHyCK M peaju3alHs JIeKaPCTBEHHBIX NPeNapaTos A/ MEAHIHHCKOT0
IpHMeHEeHHs B aNiTeKe NPOM3BOACTBEHHOIH)

(HaMMeHOBaHKE OpPraHa, OCYIIECTBISIOLIETO ITAHOBYIO TPOBEPKY)

1. Bun rOCYyapCTBEHHOT'O KOHTPOJIA (Hamzopa)

2. Ilpenmer TMUIaHOBOX TPOBEPKH IOPHAMYECKMX JIHML M HHIAMBHAyajbHBIX
npenpHHEMATENeH OrPaHNIHBAETCs 0053aTeNbHBIMH TpeGOBaHUAMH, COOMIONEHHE KOTOPBIX
gBIsSeTcs Hapbonee 3HAYMMBIM C TOYKH 3PSHUS HENONMYINEHUS BO3HHUKHOBCHHSA YIPO3BI
IPUYMHEHHS BPe/a XH3HH, 3[0POBBIO IPAK/IaH, H3JI0XKCHHBIMH B ¢dopme TPOBEPOYHOrO JIHCTA
(CIIICKa KOHTPOJIBHEIX BOIPOCOB).

3. HauMeHOBaHHE IOPHIMIECKOTO JMIE, (amuims, HMsA, OTYECTBO (mph HAJTHIMY)
WHIMBHIyaJIEHOTO peIIpUHAMATENS:

4. MecTo mpOBEIEHHUs IUIAHOBOM NPOBEPKH C 3allONHEHMEM IIPOBEPOTHOrO JHCTA.

5. PeKBH3UTH MPUKa3a O MPOBEJECHUH ILIAHOBOH IPOBEPKH: OT

Ne

6. V4eTHBIH HOMep MPOBEPKH U IaTa IPUCBOSHHS YUETHOTO HOMEPa IIPOBEPKH B EnuaoM
peecTpe MPOBEPOK:

7. JOIDKHOCTh, GaMIINsS U HHHULHANB! JODKHOCTHOrO JiMla (ytu), mpoBoAsIIEro(ux)
IUIaHOBYIO TIPOBEPKY:

1. ;

2. :
8. ITepeueHs BOIPOCOB, OTPAKAIOLINX COACPKAHHE 00s3aTeNIbHBIX TpeOOBaHUMH, OTBET HA
KOTOpbIE OJTHO3HAYHO CBUIETENBCTBYET O COOMIONECHUH MIH HEeCOOIIOJEHHH IOPHIANYECKAM
JIMIOM, WHIABHAYATGHEIM MPEANPHHAMATENIEM 00A3aTEIbHBIX TpeGoBaHMi, COCTABIAIOIMX
IpeaMeT IIPOBEPKU:
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PeKkBH3HTHI BriBoa o
HOPMATHBHBIX BBHINOJIHECHHH
Ne Bonpocsl, 0TPaXalomine coaepxanne NpaBoOBBIX AKTOB, C TpeGoBaHmii
n/n o6s3aTeILABIX TPeOoBaHMH yKa3aHHeM HX

CTPYKTYPHBIX xa HEeT
eIHHHI, KOTOPBIMH
YCTAHOBJIEHBI
oGs3aTe/ibHbIC
TpeGoBaHu

MeepaibHBI 3aKOH OT 12 anpesist 2010 r. Ne 61-®3 «O6 o6pameHny JIeKAPCTBEHHBIX CPEACTBE)
(Cobpanne 3aKOHOAATEILCTBA Poceniickoii ®enepanun, 2010, Ne 16, cr. 1815; 2016, Ne 27,
ct. 4283) (nanee - 61-@3); MenepaibHBIii 3aK0H OT 8 IHBapA 1998 r. Ne 3-@3 «O HAPKOTHYIECKHX
cpeicTBaX H NCHXOTPOMHBIX BeEmECTBAX) (Cobpanne 3aKOHOZATEILCTBA Poccumiickoit
®epepannn, 1998, Ne 2, cr. 219; 2016, Ne 27, ct. 4238) (nanee - Ne 3-®3); IlpaBnia OTHYCKA
JIEKAPCTBEHHLIX  NpenapaToB A MEIUIMHCKOro npuMeHeHHs, B TOM  vHCIe
MMMYHOOHOJIOTMYECKAX  JIEKAPCTBEHHBIX  MpENapaTos, anTeYHbIMM  OPraHH3aIlUSIMH,
AHIBBHAYAJLHBIMH NPEINPUHAMATESIMH, HMEIOMUMH JHNEH3NI0 HA (apManeBTHYECKYIO
AeATEIbLHOCT, YTBepiKIeHHbIe NPHKA30M MuHHCTEPCTBA  3PABOOXPAHEHMS Poccuiickoii
®epepanuu ot 11 mioas 2017 r. Ne 403u (3aperucTpupoBaH MHHHCTEPCTBOM HOCTHIUH
Poccuiickoiit ®enepannu 8 centsops 2017 r., perncrpanuonnbiii Ne 48125) (nanee - IlpaBmia
ormycka); Ilopsaox HasHAYeHHs W BBHINHCHIBAHUA JleKapCTBEHHBIX NpeNaparoB, H3Aeaui
MeIHIMHCKOro HA3HAYeHHs H CHENHATH3HPOBAHHBIX MPOXYKTOB Je4eGHOro MHTAHHS,
yTBepKIeHHbIH  npukasoM MuHHCTepCTBA 3JpaBOOXpPaHEHHs] M COIHAJILHOrO Pa3BHTHI
Poccniickoii ®exepanuu or 12 despans 2007 r. Ne 110 (3aperncTpupoBan MHHHCTEPCTBOM
foctumun  Poccmiickoii ®@eaepanum 27 anpeis 2007 r., permCTPAlHOHHBIH Ne 9364) ¢
M3MEHEHHSIMH, BHECEHHBIMH NpHKa3oM MUHHCTEPCTBA 3/(PABOOXPAHEHHI Poccmiickoii
®enepanun ot 26 despans 2013 r. Ne 94u (3apermcrpupoBan MAHHCTEPCTBOM IOCTHIHNM
Poccniickoii ®egepanun 25 uions 2013 r., perncTpanHoHHbIA Ne 28881) (nanee — MHCcTpyKIM);
TIlepeueHs HAPKOTHYECKHX CPEACTB, ICHXOTPONHEIX BEMECTB H HX MPEKYPCcOpPOB, MOMJICKAMMX
konrpomo B Pocchiickoit ®enepaund, yTBep:KIACHHBI TOCTAHOB/JICHHEM IIpaBHTEJLCTBA
Poccniickoii ®egepannu ot 30 mions 1998 r. Ne 681 (CoGpaHue 3aKOHOJATEILCTBA Poccuiickoit
®enepanun, 1998, Ne 27, cT. 3198; 2017, Ne 33, cT. 5182) (najiee - IlepeueHb HAPKOTHYECKUX H
NCHXOTPOMHBIX JIEKAPCTBCHHBIX npenaparoB); Popmbl 0JaHKOB PeLENTOB, coaepxKamux
Ha3HAYEeHHe HAPKOTHIECKHX CPeICTB HJIH NCHXOTPOMHLIX BEIIECTS, NOPAIOK WX H3rOTOBJICHHS,
pacmpefejieHHsl, PErHCTPallHH, y4eTa W XpaHeHui, a TaKke npaBwia odgopmicHHs,
yTBep/KIeHHbIe NpHKa3oM MHHHCTEPCTBA 3apaBooxpanenns Poccuiickoii ®enepanun 0T
1 aBrycra2012r. Ne 54n (3aperucTpupoBaH MunncrepersoM rocTuuun Poceniickoi depepanun
15 aBrycra 2012 r., perncTpanHoHHbIH Ne 25190) ¢ H3MEHEHHSIMH, BHECCHHBLIMH NMPHKAIOM
MHuHHCTEPCTBA 31PAaBOOXPAHEHHA Poccniickoii ®enepanun ot 21 ampeas 2016 . Ne 254n
(3apermcTpupoBan  MHHHCTEPCTBOM HOCTHIHH Poccniickoii ®exepannu 18 mions 2016 r.,
perucTpanuoHnbiii Ne 42887) (manee - mpuka3s Ne 54); Ilopsjiok HasHA"eHHs H BLINHCHIBAHUSA
JeKapCTBEHHbIX MpENapaTos, a TaKke dopM penentypHbIX 6JaHKOB Ha JIEKapCTBEHHLIC
npenaparsl, HOPAA0K oopMIeHHS YKa3AHHBIX 6JIaHKOB, MX Y4eTa H XpaHeHHS, yTBepKACHHBII
npuxa3oM MHHHCTEPCTBA 3APaBOOXPAHCHHS Poccniickoii @enepamuu ot 20 xexabps 2012 r.
Ne 1175u (3aperucrpHpoBaH MHHHCTEPCTBOM IOCTHIIHH Poccuiickoii ®enepanuu 25 HIOHA
2003 r., perucrpanuonusiii Ne 28883) ¢ nsmMeHeHHAMH, BHECEHHHIMH NpuKa3oM MuHHCTEpCTBA
3apaBooxpanenns Poccuiickof ®enepamun ot 21 anpens 2016 r. Ne 254n (3aperucTpupoBaH
MunsncTepcrBoM tocTunnn Poccuiickoit ®epepanun 18 mions 2016 r., perucTpanaoHHbIH
Ne 42887) (nanee - Ilopsagox Ha3HAYEHUA H pomucbiBanns); [lepedeHnb JeKapCTBEHHBIX CPEACTE
sl MeIWIMHCKOr0 NpHMEHEeHHsi, TOMICKAIMNX npeJMeTHO-KOJIMYeCTBeHHOMY  y4eTy,
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YTBEp:KAeHHBIH mnpuxasoM MunncreperBa 3apaBooxpanennsi  Poccmiickoii  ®exepanum
or 22 ampeas 2014 r. Ne 183n (3aperucrpmpoBan MmunucrepcTBoM loctHnuu Poccmiickoi
Qenepauun 22 moas 2014 r., perncrpanuonnbsiit Ne 33210) ¢ u3MeHEHMAMH, BHECEHHBIMH
npukasom MuHucTepceTBa 3apaBooxpaHenns Poccuiickoit ®@enepanun ot 10 cenrsops 2015 r.
Ne 6341 (3aperncTpupoBaH MunucrepcrBom 1ocrunuu Poccmiickoii @egepaunn 30 ceHTadps
2015 r., perncrpanuonnsiii Ne 39063) (nanee - Ilepeuens JexapcTBeHHbIX cpeact); [Hopsimoxk
0TNYCKa (PM3MIECKHM JIMIAM JIeKAPCTBEHHBIX NMpPeNnapaToB MJIsi MEIHIMHCKOr0 NpPHMEHEHHs],
COepPXKAIMHUX KPoMe MAJIBIX KOIHYeCTB HAPKOTHYECKHX CPEACTB, ICHXOTPONHBIX BEIIeCTB H HX
NPpeKypcopoB Apyrue ¢papMako/JorH4ecKue aKTHBHbIC BeImeCTBA, YTBEPKIAEHHBI NPHKa30M
MunucTepcTBa 3ApaBooXpaHeHHs H COLHAJIBHOTO pa3BuTus Poccuiickoit ®eaepamun ot 17 mas
2012 r. Ne 5621 (3aperncrpupoBan MunanctepcTBoM ocTuinn Poccniickoii ®enepannn 1 nionn
2012 r., perucTpaunonHblii Ne 24438) ¢ n3MeHeHNSIMH, BHECeHHBIMH NPHKa3oM MuUHHCTEPCTBA
sapasooxpanenns Poccuiickoii ®enepaunn ot 10 cenTabps 2015 r. Ne 6341 (3aperncTprupoBan
Munucrepcrsom rocrunun Poceniickoii @exepanun 30 centsbps 2015 r., perucTpauHoHHbIH
Ne 39063) (nasee — nopsaok); IlepeveHnb )xHM3HEHHO HEOOX0TUMBIX H Ba)KHEHIIAX JIEKAPCTBEHHBIX
npenapatos Ha 2016 roa, a Takke HepedeHb JEKAPCTBEHHBIX NPENAPATOB IJISl MEIHIHHCKOIr0
NpHMEHENHs H MUHHMAJILHBIA ACCOPTHMEHT JIEKADPCTBEHHBIX MPENAPATOB, HEOOXOAUMBIX /ISt
OKA3aHHA MEAMIMHCKOH TIOMOINH, YTBep:KAeHHble pacnopsskenneM IIpaBuTeNbLCTBa
Poccuiickoi ®enepanun or 26 gexabps 2015 r. Ne 2724-p (CoGpanme 3aKOHOJATENLCTBA
Poccuiickoii ®eaepanun, 2016, Ne 2, ct. 413) (zasee — IlepeueHpb JeKapCTBEHHBIX MPENAapaToB,
BXOAAIMMX B MMHHMAJILHBIH accoptument); Ilepedens nosmxHocTeil dapManeBTHIECKHX H
MEIMIHHCKHX Ppa00THHKOB B OpPraHH3alHsX, KOTOPbIM IIPeIOCTABJIEHO NPAaBO OTIYCKA
HAPKOTHYECKHX JIEKAPCTBEHHBIX NMPENapaToB H NCHXOTPOIHLIX JIeKaPCTBEHHBIX NpenapaToB
(busnIecknM JIMNaM, yTBepKIeHHbIH NpHKa3oM MuHHCTepCTBA 31paBooxpaHenun Poccuitckoi
®enepanun or 7 cenTadpa 2016 r. Ne 681H (3apermcrpupoBaH MHHHCTEPCTBOM IOCTHIMH
Poccniickoii ®enepanun 21 centadps 2016 r., peructpannonusiii Ne 43748) (manee — IlepedeHs
AOJKHOCTEH)

1. Otnyckarotes I HapKOTHYECKUE ¥ | oyskT 3 IlpaBun
IICHXOTPOITHEIE JIEKAPCTBEHHBIE IpenapaTsl Mo | OTIycKa
peuentam?

2. Otmyckatotcs 7 uMMyHoOHostormueckue | myHKT 3 ITpasun
JIEKapCTBEHHBIE ITpenapaThl o penenrtam? OTIIyCKa

3. OtmyckatoTes b1 HapKOTHYECKHE u | myHKT 4 IIpaBun

IICHXOTPOIIHBIE JIEKAPCTBEHHBIE IpENaparhl, | OTIYCKa;
BHeceHHBle B Cmucoxk II  Ilepeuns | mpunosxkenus Ne 1 u 2 x
HapKOTHYECKHUX " NICUXOTPOIHBIX | mpuka3y Ne 541

JIEKapCTBCHHBIX Mpenaparos, opH
IpeAbSBICHUH pELENTOB, BBHINUCAHHBIX Ha
peuentypHeix Gnankax ¢opmer Ne 107/y-HII,
yTBEpXKICHHOH IIpUKA30M Ne 54u?

4. OTtnyckaroTes M NCUXOTponHsbIe | MyHKT 4 IIpaBun
JEKapCTBEHHBIE IIpenaparsl, BHECCHHbIE B | OTIYCKa;

Cmucox III Ilepeuns Hapkorudeckux u | myHkt 9 Iopsaka
IICUXOTPOMHBIX JICKAPCTBEHHBIX IpeNapaToB, | HA3HAYCHUS U
IPU NPEABIBICHAN PELENTOB, BHIMCAHHEIX HA | BBITHCHIBAHUS
peuentypHbix 6iankax ¢opmbl Ne 148-1/y-88,
yTBEpXKACHHOH npukazoM Ne 54H?
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OtnyckaroTcs b1 HApKOTHYECKHE "
IICHXOTPOINHBEIE ~ JIEKapCTBEHHBIE IIperapaTsl
Crucka II Tlepeuns HapKOTHYECKHX H
TIICHXOTPOIHBIX JICKAPCTBEHHBIX NPEMNapaToB B
BUAE TPaHCHEPMAIbHBIX  TEPaNeBTHYCCKHUX
CHCTEM IpH  IPEIBABICHHH  PCLEINTOB,
BBITHCAHHBIX HA PELENTYPHBIX GaHKax GopMBI
No 148-1/y-88, yTBepKIEHHOH MPHKA3OM
Ne 5417

nyHKT 4 [IpaBun
OTIIYCKa;

nyukT 9 [lopsaaka
Ha3HAYCHUA U
BBIMTACHIBAHHUS

OTmycKaloTcs /I JIEKapCTBEHHBIE IPETIapaTl,
BKJIIOYEHHBIE B TEpedeHb JIEKApCTBEHHBIX
CpeiCTB IS MEAMIIMHCKOTO —IIPMMEHCHNS,
HO[UISKAMUX  HPEIMETHO-KOIMYCCTBEHHOMY
ygeTy, TpH  TpPEILSBICHHH  PCLENTOB,
BHINHCAHHBIX HA PEENTYPHBIX O1aHKaX (OPMEL
Ne 148-1/y-88, yTBepxkaeHHOM mpukasoM Ne
54n?

MYHKT 4
OTITyCKa;
pasmensr  I; I III
[lepeuns

JIEKapCTBEHHBIX CPEACTB

[TpaBun

OTHyCKArOTCs JIM JIGKAPCTBEHHBIC NPENapaTel,
obnamaromue aHaO0oIM4ecKodl aKTHBHOCTBIO,
IIpH OPEXbABICHUN PELENTOB, BHITHCAHHBIX Ha
penenTypHbIx Giankax dopmsl Ne 148-1/y-88,
yTBEepKIEHHOM MpuKa3oM Ne 54u7?

11. 4 [TpaBuit OTIIYCKa,
NOIYHKT 3 ITyHKTa 9
IMopsiaxa Ha3HAYCHUS 1
BBINMTUACHIBAHUS

OTHycKaloTCs I JIEKapCTBEHHBIC NPETapaTsl,
cojepXalnpe KpoM€  MajblX  KOIH4YECTB
HApKOTHYECKHX  CPEJICTB,  IICHXOTPOIHBIX
BEIIECTB H  HMX  TPEKypcopoB  JpYyTrHe
(apMakoiorHyecKue aKTHBHbIC BEIECTBA, IIPH
IpeNbSBICHAY PELEITOB, BBIMMCAHHBIX Ha
penenTtypHbIX GiaHKax (popmsr Ne 148-1/y-88,
yTBepxaeHHOM npukasom Ne 54H7?

nysKT 4 [IpaBun
OTIIyCKa; YHKT 5
opsiika

OcymecTBIAeTCs JH OTIYCK JIEKapCTBEHHBIX
mpenaparoB 0e3 pELENTOB B COOTBETCTBHM C
MHCTPYKIMSMM [0  MX  MEJHIMHCKOMY
[IPAMCHEHHIO?

nyHKT 5 IIpaBun
OTIycKa

10.

OcymecTBIAeTcs M OTIYCK JEKAapCTBEHHBIX
IIpenapaToB B TeUCHHE YKa3aHHOTO B PELENTe
CpoKa ero JelcTBHsI?

myHKT 6 IlpaBun
OTITyCKa

11.

B cioydae OTCYICTBHS  JICKapCTBEHHOTO
mperapaTa [PHHUMAETCS JH peNeNnT Ha
06CITy)XUBaHHE B CIIEAYIOLIAE CPOKH:

nyHKT 6 [IpaBun
OTITyCKa

penenT ¢ IOMeTKOH «statim» (HeMeIUICHHO)
obcyxuBaeTcs B TEYCHHE  OJHOTO
paGodero [HS CO JHs OOpallcHHA JMl@ K
CyOBEKTY PO3HIUHOMN TOProBIH?

nyskT 6 IIpaBun
OTIIyCKa

PETIENT ¢ IOMETKOH «Citoy (cpouHO)
06CITyXKUBaETCs B TEUEHHE JIBYX PabodmX

nyHKT 6 I1paBun
OTITyCcKa
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el co MHSA oOpareHus Mna K CyObeKTy
PO3HAYHON TOProBIH?

pellenT Ha  JIGKApCTBEHHBI  Npemapar,
BXOASNMH B MHHHMAJIbHBIH aCCOPTHMEHT
lleKapCTBEHHBIX MpenaparoB JUIst
Jmennuuﬂcxoro IpUMEHCHHAS, HEOOXOAUMBIX
jUis okazaHMs MEINIMHCKOM  ITOMOIIM,
oGCIyXKuBaeTCsl B TEYCHHE MNATH PabodHX
nHeit co JHS obpalleHus JHIA K CYyOBEKTY
O3HMYHOM TOProBIx?

myHKT 6 IIpaBun
OTIIyCKa

12.

OGcTyKHBaeTCs U PElenT Ha JIeKapCTBEHHBIN
Tpenapar, OTIYCKAaeMbld O€CIUIaTHO HIIH CO
CKHIKOM M HE BOIIEAHIA B MHHAMAIbHBIA
ACCOPTHMEHT JICKapCTBEHHBIX IPENapaToB JULA
MEIWIMHCKOTO TPHMEHEHHS, HEOOXOIUMBIX
U1 OKa3aHWsd MEJUIMHCKOHM IIOMOINH, B
TeueHHEe JecATH paboumx JHEH Cco JHA
obpamenus nuna K CyOBEKTy DO3HHYHOM
TOProBin?

myHKT 6 IlpaBun
OTIIyCcKa

13.

OGCyXHUBaIOTCH b7 penenTsl Ha
JIeKapCTBEHHbIC IpENapaTsl, Ha3Ha4aeMBIC MO
pelleHU0 BpadeOHOH KOMHCCHH, B TEUCHHE
IATHAANATH paboumx AHel co AHA obpaineHus
Juna K CyOBeKTY PO3HHUHOH TOProBju?

nyHKT 6 [IpaBun
OTITyCKa

14.

OTIyCKArOTCs JIM JIeKapCTBEHHBIE Ipenaparhl
IO pENleNTaM ¢ MCTEKIIMM CPOKOM JeHCTBHS?

nyHKT 6 IIpaBun
OTIyCKa

15.

OcCymiecTBIs€TCS JIM TIPH HMCTEUCHHH CPOKa
IeUCTBUS pelenTa B IEpHOJ HAXOXICHHS €ro
Ha OTCPOYEHHOM OOCIyXHBaHHH OTIYCK
JIEKApCTBEHHOTO IIPETapaTa 1o TAKOMY PELENTY
(6e3 ero mepeothopmieHus)?

nyHKT 6 IlpaBun
OTITyCKa

16.

OTITyCKAIOTCS JIH JI€KapCTBEHHBIC NIPENApaThl B
KOJIMYECTBE, YKA3aHHOM B periente?

nyHKT 7 [IpaBuin

OTITyCKa; IIPHII0KEHHS
Ne 1 u Ne 2 Tlopsinka

Ha3HAUYCHUA H
BBITHUCHIBAHHUSA

17.

OrmyckaeT i (apManeBTHUIeCKui pabOTHHK
NpenebHO HOIYCTHMOE Ml PEKOMEHIOBAHHOE
KOJIMYECTBO JIEKAPCTBEHHOTO Ipemapara it
BBIMHCHIBAHMA HAa  OAWH  pEIenT  IIpH
IpeNbsABICHAM pElenTa ¢ IPEBHIICHHEM
IpeaebHO JIOITyCTUMOTO 170074
PEKOMEH/IOBAHHOT'O KOJINYEeCTBA
JNIEKapCTBEHHOrO IIperapaTa Ml BBIITHCHIBAHUS
Ha OJUMH peuent ¢ IPOCTaBICHHEM
COOTBETCTBYIOIIEH OTMETKH B peLente?

nyHkT 7 IIpaBun
OTIyCKa
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18. | OcymectBnsercss mM OTMYCK JIEKAPCTBEHHOTO | CTATBA 46 Ne 61-D3;
mpenapaTa B NEPBHYHOM W BTOPHYHOM | IYHKT 3 crarpu 27
(moTpeOUTENHCKOH) ynaKoBKax c | Ne 3-03;
MapKHPOBKOH? nyHkT 8 [IpaBun

oTITycKa

19. | Hapymaercs M  MepBUYHas  yHmaKoBKa | MyHKT 8 [IpaBun
JIeKapCTBEHHOTO TIperapara PU €ro OTIyCKe? | OTIycKa

20. nyHKT 9 IIpaBun
ITpocTaBnseTcs JIM IPH OTILyCKE OTITyCKa
JIEKAPCTBEHHBIX NIPENaparoB Ha PeIenTe
OTMETKa 00 OTIIyCKE JIEKapCTBEHHOTO
mpernapara ¢ yKa3aHueM:

TOproBoro HAWMEHOBAHMs, MHOSHPOBKM H | MYHKT 9 IIpaBui

KOJMYECTBAa OTIYIIEHHOTO JICKAPCTBEHHOTO | OTIYCKa

mpenapara?

(pamunmm, MMeHH, OTYeCTBA (IPH HAIMYHMH) | IYHKT 9 Ilpasun

MemuumHCKOrO paboTHMKa B CIydasdX, | OTIyCKa

yKa3aHHBIX B af3ane 4eTBepTOM MYHKTa 7 U

a63ane TpeTheM myHkTa 10 ITpaBun ormycka?

DEKBH3HTOB JOKYMEHTa, yJAocToBepstomero | myHKT 9 IIpaBui

ITMYHOCTD Jvna, HOJTYYHBIIIETO | OTIYCKa

JIeKapCTBEHHBI  Npernapar, B ciydae,

yka3aHHOM B myHKTe 20 IIpaBmi oTrycka?

damunun, umenn, otdectsa (mpH Hamuumm) | nyHKT 9 Ilpasun

(hapManeBTHYECKOTO paboTHHKa, | OTHYCKA

OTIIYCTHBILETO JIEKAPCTBEHHBIA Npenapar, U

€ro MOIIHACH?

aTHI OTITyCKA JIeKapcTBeHHOro mpenapara? | myHKT 9 Ilpasun
OTITyCKa

21. | Bosspamaercs mu pement ¢ otMerkoi mnpw | myHkT 10 Ilpasui
OTHyCKE JIEKapCTBEHHBIX IIpemapatoB IO | OTHYCKa;
PEOCITY, BBINIUCAHHOMY Ha pCIICHTypHOM l'[pI/IJIO)KCHI’IC Ne 2
6nanke QopMer Ne 107-1/y, yTBEpMIEHHOH | [Jopsika HasHAYEHHS U
npukazoM Ne 54H, Cpok AeHCTBHS KOTOPOTO | prrnycripanus
COCTABJISET OJIHH roj?

22. | Ilepenmaercs m dapmanesTndyeckuM | myHKT 11 IIpaBun
pabOTHHKOM auny, nproOpeETAroIEMY | OTITyCKa

(TonydaromeMy) J€KapCTBEHHbIE IIpernaparhl
0 pelenTy, BHIIHCAHHOMY Ha pELEeNnTYpHOM
Gnanke  Qopmer  Ne  148-1/y-04 (1),
YTBEPXKICHHOM IPHKa30M Ne 54n, nm
dopmer Ne 148-1/y-06 (i), yTBEpXKACHHOH
npukazoM Ne 54H, 3aIOJHEHHBIH KOPEINOK
TaKoro peuenta?
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23.

[MpocrasiseTcs b1 pu OTITYCKE
HApKOTUIECKOTO U TICHXOTPOITHOTO
JlekapcTBeHHOTrO Npenapara Cnucka 11 Ilepeuns
HAPKOTHYIECKUX %4 [ICUXOTPOMHBIX
JIEKApPCTBEHHBIX MPENapaToB Ha pelenTe 06
OTIyCKe JIEKapCTBEHHOro Npenapara INedarh
OpraHu3aly¥y, B KOTOPOH YKa3aHO TNOJIHOC
HaEMeHoBaHue (TIpY HAIMIHH NeYaTh)?

nyHkT 12 TIpaBun
OTITyCKa

24.

Ha penente WiH KOPELIKe PEIENTa yKa3bIBaCTCS
JIH TOYHOE BpeMs (B 4acax M MHHYTax) OTIyCKa
AMMYHOOHOJIOTUYECKOTO JIEKAPCTBEHHOTO
npemnapara?

nyskt 13 IIpasun
OTITyCKa

25.

OtrmyckaloTca  JId HAMMYHOOHOIOTUIECKHE
NeKapcTBeHHbIe Tpenaparbl [pd  HaTHIdHd
CIeLMATBHOTO TepMOKOHTeHHEpa?

nyskt 13 [IpasBui
OTITyCKa

26.

OcraloTcsi ¥ XpaHaTes JH Yy CyObekrTa
obparneHns JTeKapCTBEHHBIX CPEICTB PEICHTEI
(¢ ormerkoil «JleKapCTBEHHBIH IMpemapar
OTIYILEH») Ha:

nyHkT 14 [IpaBun
OTIIyCKa

HApKOTHYECKHE U IICUXOTPOITHEIC
lleKapCTBEHHBIE  IIpEnaparsl Croucka I
[lepeurss HAPKOTHYECKHX M IMCHXOTPOIHBIX
eKapCTBEHHBIX IIperiapaToB - B TCUCHHE
AT JIET?

nyHkT 14 ITpaBun
OTITyCKa

[ICHXOTPOIHBIC JIEKAPCTBEHHBIE MpenapaThl
Crucka III Tlepeuns HapKOTHYECKHX H
[ICHXOTpPOIHBIX JIEKAPCTBEHHBIX IIperapaTon
- B TEUEHHE TIATH JIET?

myHKT 14 [IpaBun
OTITyCKa

leKkapcTBEHHbIE IIpEnapaThl, OTIYCKacMBIC
GecIIaTHO MITH CO CKHIKOM, - B TEUCHHE TPEX
et?

nyskt 14 ITpasun
OTILyCKa

KOMOMHHPOBAHHBIC NIeKapCTBEHHBIC
Ipemnaparhl, CONEpXKall{e HAPKOTHUCCKHC
CpecTBa WIM TICHXOTPONHBIE BCHIECTBA,
srecennsie B Cnmeku I w III Ilepeuns
HAPKOTHYECKUX U IICUXOTPOIHBIX
neKkapcTBEHHbIX IIPETapaToB, H3TOTOBICHHBIC
B aITeYHOI OpraHu3allpH, - B TCYCHHE TPEX
et?

nyHkT 14 TIpasun
OTIIyCKa

eKkapCTBEHHBIE IIperapaThl, OfIajaromye
aHaGoJIHYeCKOl AKTUBHOCTBHIO, - B TCYCHHE
Tpex JieT?

myHKT 14 TIpaBun
OTITyCKa

eKkapcTBEHHbIE Ipernaparhbl, MOANCKAIHe
[IpeIMETHO-KOIMYECTBEHHOMY ~ YUeTy, - B
eueHHe TPEX JIeT?

nydkT 14 [TpaBun

OTITyCKa
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tekapcTBEHHBIE —pemapaTsl B WHUIKOH
nexapcTBeHHON QopMe, CoAepKAIIAe Oonee

nyukT 14 TIpasnn
OTITycKa

15% 5THIOBOTO CIMPTA OT 06BEMa TOTOBOH
POYKIHH, - B TCHECHAE TPEX MecsueB?

nyskT 14 ITpaBun
OTITyCKa

HHBIC JIEKapCTBEHHBIC mpernapaThl,
OTHOCALIUECS o ATX K
AHTHIICHXOTHIECKUM CpeIcTBaM (KOX NO5A),
ankcuonuTrkaM (xox NO5SB), CHOTBOPHBIM H
cenaTMBHBIM  cpelcTBaM  (KOZ N05C),
aHTHAenpeccaHTaM (KO NO6A) u He
HoUIeKAIIME TIPEAMETHO-KOIUIECTBEHHOMY
Y4ETY, - B TEYEHHE TPEX MECSLEB?

nyskT 15 IpaBun
OTITyCKa

27. | OrMeuaroTcd nu peLienThl, HE YKa3aHHBIC B
nyskre 14 IlpaBun oTImycKa, IITAMIOM
«JlexapCTBEHHBIA MpenapaT OTIYIICH »?

28. | BospamaroTcs 1M PELENTH, He YKa3aHHBIC B | TYHKT 15 I1paBun

nyakre 14 Tlpasun  OTHyCKa, JIHIY, | OTHYyCKa
IOTyYHBIIEMY JIEKAPCTBEHHBIA Ipemnapar?

29. | Umeerca 1m  XypHai, B  KOTOpOM
PETHCTPHPYIOTCS  PElENThl, BBIIMCAHHEIE C ImyHKT 15

HapymenueM [IpaBiiI OTIIYCKa, € yKasaHHeM: IIpaBui OTIIyCKa

BBIIBJICHHBIX HApylleHH# B  O(GOpMICHHH| IyHKT 15
perenta?’ I[TpaBuin oTIycka

amunue, UMEHH, OTYECTBA (mpu HAAYHEM)| TYHKT 15
Iy1a, BRITHCABIIETO PELENT? IMpaBuna OTHyCKa

IyHKT 15

HAMMEHOBAHMS MEMIIMHCKON OpraHu3aliu?
[Tpasui oTIycKa

IOyHKT 15
[MpaBui ormycka

Orpanndenusi, Hajaraemble Ha ¢apmaneBTHUECKHX PabOTHAKOB NPH OCYIIeCTBJICHHH HMH
npodecCHOHANLHON eATEILHOCTH (craTbs 74 @enepanbHOro 3aKOHA OT 21 Hosnbps 2011 r.
Ne 323-®3 «O6 ocHOBaX OXpaHbI 310POBbH IPak/aH B Poccuiickoii ®enepanum» (Cobpanne
zaKoHoaaTeabcTBa Poccniickoii @enepanuy, 2011, Ne 48, cT. 6724; 2017, Ne 31, c1. 4765) (nanee -

IPUHSTHIX Mep?

Ne 323-03)
30. HOJNYHKTEI 2 U 4
ITyHKTa 2 CTaThu 74
dapManeBTAIECKHE paCOTHHKA X 5 Ne 323-03;
PYKOBOIHTEIH aNlTEYHBIX OpraHA3alliy: yscr 17 Tpasur
OTITyCKa

HOJTYHKTH 2 U 4
yHKTa 2 CTaThH 74
Ne 323-03,;

nyukt 17 [IpaBui

[TOJTY9alOT JIM OT KOMIaHUH, NPEJICTaBATEII
KOMITaHHM 00pa3Isl IEKApCTBEHHBIX
npenapaTos [ist BpyICHHUS HACEJICHUIO?

OTIIyCKa
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MPEAOCTABISIOT JIM HACEIICHHIO
JHC}.‘[OCTOBepHYIO 1 (MJIH) HETIOJHYIO
MH(POPMAIIHIO O HATHIUH JIEKAPCTBEHHBIX
MpenaparoB, BKIIOYAs IEKAPCTBEHHBIC
npenaparsl, IMEIOMHUE OMHAKOBOE
IMEXIyHApPOJHOE HENIATEHTOBAHHOE
HaHMEHOBaHHUE?

HOAIYHKTH 2 ¥ 4
NYHKTa 2 CTaTbu 74
No 323-D3;

nyHKT 17 [IpaBuin
OTITyCKa

CKPEIBAIOT /T HH(POPMAIHIO O HATHINH
lleKapcTBEHHBIX MPeNapaToB, HMEIOMKX Goiee
HU3KYIO IEeHy?

HOAMYHKTHI 2 U 4
IyHKTa 2 cTaThH 74
Ne 323-03;

nyskT 17 IlpaBun
oTIycKa

Tpeﬁonamm K OTHYCKY HAapKOTHYECKHX H NCHXOTPOITHBIX JIeKaApCTBCHHBIX npenaparos,
JICKAPCTBEHHBIX MPpENaparos, 00Jaga10MHUX aHa00IMuecKOH aAKTHBHOCTLHIO,
JIEKAPCTBEHHBIX MpenapaTos, noajexamuax Hpe}:lMeTHO-KOJIH‘leCTBeHHOMy yuery

HHBIX

31.

OCyIIECTBIAETCS JIH OTIYCK HAPKOTHIECKHX H
TIICHXOTPOIHBIX JIEKAPCTBEHHBIX IPETNapaToB
(bapManeBTHYECKUMH pabOTHHUKaMH,
3aHUMAIOIUMH JOJDKHOCTH, BKJIIOYCHHBIE B
[TepeyeHpb JOIDKHOCTEMH?

myHkT 19 IIpasun
OTIIyCKa;
IMepeyeHD JOKHOCTEH

32.

OcymecTBisieTcss U OTIYCK JIeKapCTBEHHBIX
npenapaToB, 00JajaloMuX —aHAGOMMYEeCKOH
aKTHBHOCTBIO, ¢apMareBTHIECKHMU
paGOTHHKAMH, 3aHMMAIOIIUMH  JIOJDKHOCTH,
BKJTIOUeHHEIE B [lepeueHb JODKHOCTEH?

nyskT 19 Ilpasun
OTITYCKa;
IMepedeHb JOMKHOCTEH

33.

OcyluecTBIsAETCS 1M OTIMYCK JIEKapCTBEHHBIX
[Ipenaparos, 1100318 (P EV11170.4 MPEeAMETHO-
KOJIMYECTBEHHOMY YUeTy, papMalleBTHIECKUMH
pabOTHHKaMH{, 3aHHMAIONMMH  JIOJDKHOCTH,
BKJTIOUEHHBIE B [lepedeHb JODKHOCTEN?

oyHkT 19 Ipasun
OTIIyCKa;
INepeveHb JOIDKHOCTEH

34.

OtmyckaroTes b1 HapKOTUYECKHE u
IICHXOTPOIHBIE  JIEKAPCTBEHHBIC  IPETIapaThl
Cmucka II Tlepeuns HapKOTHYECKHX H
ICUXOTPONHBIX JIEKAPCTBEHHBIX IIPENapaToB
npu IpeIbIBICHUN JIOKYMEHTA,
YJIOCTOBEPSIONIETO JINYHOCTD, JuLy,
yKa3aHHOMY B DpellEnTe, €ro 3aKOHHOMY
NPEACTABUTENIO HIM  JIHUy, HMEIOIEMY
oopMIICHHYIO B COOTBETCTBHH c
3aKoHOZaTenbcTBOM Poccuiickoit Peneparu
JIOBEPEHHOCTh HAa IMIpaBO IONYHYCHHS TaKuX
HApKOTHYECKHX )74 MICHXOTPOIHBIX
JNIEKapCTBEHHBIX NIPENapaToB?

nyHkT 20 [Tpasun
OTIIyCKa

35.

Brlgaercs jid I0CJIE OTITYCKa HAPKOTHYECKUX U
ICHXOTPONHBIX JIEKAPCTBEHHBIX IPENapaToB
Cmucka II u III IlepedHs HapKOTHUYECKHX H
ICHXOTPONHBIX JIEKapCTBEHHBIX MPENAapaToB
CHTHATYpa C KeJITON HOJI0COH B BepXHel YacTH

myHKT 22 [Ipasun
OTITyCKa
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¥ HaAOHCBI0 UYepHHIM IpHpTOM Ha HeH
«Cursarypay, B KOTOPO# YKa3bIBAIOTCS:

Ha¥MEHOBaHME H aJpeC MECTOHAXOXICHHS
cyObekTa  oOpalleHuss — JIEKapCTBCHHBIX
CpexcTB?

myHKT 22 [Tpasun
OTITyCKa

HOMED U HaTa BBIITHCAHHOTO peuenra‘?

myHKT 22 IIpaBun
OTIIyCKa

ammnnsa, HWMs, OT4eCTBO (IpH HATHYINN)
nmuna, IS KOTOpOro  IpeHasHauCH
leKapCTBEHHEIN IpelapaT, €ro Bo3pact?

nyHkT 22 [IpaBun
OTITyCKa

HOMEpP MEIULMHCKONH KapThl MAlueHTa,
OMYYalONIero MEJUIMHCKYI0 IIOMOINB B
aMOyIaTOPHBIX YCIOBHAX, 7 KOTOpOTO
npeaHA3HAYEH JIeKapCTBEHHEIN npenapar?

nyHkT 22 [Ipasun
OTITyCKa

damMuIas, WMs, OTYeCTBO (IIpH HATHYHH)
rmezmunncxoro paboTHHKa, BBIIUCABIIETO
PELENT, €ro KOHTAaKTHBIH TenedoH 6o
reste(hOH METMIMHCKON OpraHu3aiyy’?

nyHkT 22 [Tpasun
OTIIyCKa

coAepKaHue penenTa Ha JIATUHCKOM S3BIKE?

nyHKT 22 [Tpasun
OTIIyCKa

damunus, ¥MA, OTIECTBO (IIPH HAJIM4YHAU) U
mommuch  (hapMalleBTHYECKOro paGoTHHKA,
OTITYCTHBIIETO JIEKApPCTBEHHBIH Ipenapar?

myHKT 22 [Ipasun
OTIIyCKa

nata oTIycKa JeKapcTBEHHOTO Ipenapara?

nyHkT 22 [Ipasun
OTIycKa

Tpe6oBanus K OTIYCKY JIeKapCTBEHHBIX IpeNnapaTos
MeIHIMHCKHX OpraHM3anui, HHIUBHIY AJILHBIX npeanpUHAMAaTe e, HMEIOIMHAX JHIEH3NI0 HA

MEQHUIHHCKYIO0 J1eATEeJIbHOCTD

36.

Umeercss 1 Ha TpC60BaHH$I)(-HaKJIaI[HBD( Ha
MOJIy4Y€HHE JICKapCTBECHHBIX IIpenaparos.

myHKT 26 ITpaBui
OTIYCKa,
ITpunoxenue Ne 13
riassl 111 UHCTpYKIIHA

IITaMII?

nyHKT 26 IIpasun
OTITyCKa,;
[Tpunoxenne Ne 13
rnassl 11 MHCTpYXKUIMHK

KpyIiasi TIe4aTh MEAUIMHCKOH OpraHA3alun?

myHKT 26 [TpaBun
OTILYCKa;
TTpunoxenne Ne 13
riassl 111 MHCTpYKIHH

MOAMHUCHL €€  PYKOBOOUTEIA HIH €ro
3aMECTHTCIL 1O neuebHoM yacTu?

nyHKT 26 IIpaBun
OTITyCKa,
IMpunoxenne Ne 13
rnassl [1I MHCTpYKIIHK

o TpCﬁOBaHl/lﬂM-HaKﬂa}IHblM
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nyskT 26 [TpaBun
0 OTITyCKa;

HOMEDP KOKYMEHTA!

P IOXyM Ipunoxenne Ne 13
rnassi I MHCTpYKIHMH
myHkT 26 [Ipasun

ara COCTaBJIEHHS JOKyMeHTa? oTIyCKa,

8 ™ ) [punoxenne Ne 13
rinassl 111 HCTpYKIIH
nyHKT 26 [IpaBun

HANMEHOBaHME oTIpaBuTelg | OTIIYCKa,

llexapcTBEHHOTO Ipemnapara? [Mpunoxenue Ne 13
rnassl 111 MaCTpYKINA
myHKT 26 [IpaBun

HAaHMEHOBAHHE TONydaTeis JIeKapCTBEHHOro | OTIYCKa,

npemnapara? ITpunoxenue Ne 13
rnaBsl I MHCTpYKIIMK

L aEMCHOBAHHE JNEKAPCTBEHHOTO mpemapata | MYHKT 26 Ilpasiit

Ha  JJATUHCKOM  S3BIKE (c ykazaHueM OTILYyCKa,

O3MpoBKH,  (QopMBI  BBINYCKa,  BHIA Ipwioxenue Ne 13

yIIaKOBKH, cIIoco6a HpUMEHEHH)? rinaesl 111 MHCTpYKIHH
myHKT 26 IIpaBun

KOJMYECTBO 3aTPeOOBAHHBIX JEKAPCTBEHHBIX | OTIIyCKa,

pernaparoB? TIpuoxenue Ne 13
rnassl [T MHCTpYKIIAH
nyHKT 26 IIpaBun

KOJHYECTBO W CTOMMOCTh OTIIYINIEHHBIX | OTIIYCKa,

leKapCTBEHHBIX IPENapaToB? [Tpunoxerue Ne 13
rnassl 111 MeCTpYKIHIH

37. OcylmecTBisieTcs JU OTMYCK MO OTACIBHBIM mynkr 27 IIpaBut
TpeGOBaHHMsAM-HaAKIATHbIM: OTITyCKa

HApKOTHYECKUX 7§ ICHXOTPONHBIX | myHKT 27 IIpaBun

exapcTBeHHBIX npenapaToB CrHcKa Il u I | ormycxa

[lepeunsi HapKOTHYECKUX M TNCHXOTPOMHBIX

leKapCTBEHHBIX PENapaToB?

lleKapCTBEHHBIX IPENApaToB, MOIEKAIITHX mynkr 27 pasui

[pe/IMETHO-KOMMYECTBEHHOMY Y4eTy? oTmycka

HBIX JIEKAapCTBEHHBIX IIPENapaToB, B TOM mynkr 27 I1paBun

uyicite OTIyCKaeMBIX Oe3 penenTa? OoTIycKa

38. IMpocTaBseTcs JId HA TpeGOBaHUH-HAKIIA[HON | MYHKT 29 Ilpasun
OTMETKa O KOJMYecTBE H  CTOMMOCTH | OTIyCKa
OTHYIIEHHBIX JIEKAPCTBEHHBIX npenaparos?

39. OcCyIeCTBISIETC T XPaHCHUC tpeGoBanuii- | myHkT 30 IIpaBui
HaKJgagHblX, 1O  KOTOPHIM  OTIYLICHEI | OTIIyCKa

JICKapCTBEHHBIC nmpenapatbl.
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TeyeHue OHOro roaa?

nyskT 30 IIpasun
OTIyCKa
Ha  HApPKOTHYeCKHEe M  IICHXOTPOINHBIC
nexapcTeennble npenapaTshl Crmcka 11 u 11
[MepeyHs HAPKOTHYECKMX M TNCHXOTPOIHBIX
TeKapCTBEHHBIX IPENapaToB - B TEYCHHE
ST JIET?
Ha eKapcTBEHHBIE PENapaTel, noiexaiue | MyHKT 30 [Ipasun
NpeIMETHO-KOUYECTBEHHOMY  y4eTy, - B | OTIYyCKa
TeueHHe Tpex JeT?
nyHkT 30 IIpaBui
Ha MHBIE JIeKapCTBEHHBIC IpemapaThl - B
OTITyCKa

40.

Cobmomaercs JH 3alpeT Ha HapyLICHHE
epBHYHON YITaKOBKH JIEKapCTBEHHOTO
IpenapaTa pu €ro OTIYCKE MO TpeGOoBaHMIO-
HaKIagHOH (33 HCKIoYeHWeM  CyOBheKTa
PO3HHYHOM TOPrOBIIH, UMEIOILETO JIMIECH3HIO Ha
dapMaleBTHYECKYIO JEATENHHOCTh C IPaBOM
H3TOTOBJICHHS JIEKAPCTBEHHBIX IIPENaparos)?

nyHkT 31 Ipasun
OTIyCKa

41.

Co6moaeTca JIM  3ampeT Ha  OTHYCK
NEKapCTBEHHBIX IPENapaToB B KOJMYECTBE,
yKa3aHHOM B peLienTe, B Ciiydae, Korma Uil
NEKapCTBEHHOr0  IIpemapaTa  yCTaHOBJICHBI
HpeeNBHO JOMYCTIMOE HIIM PEKOMEHIOBAHHOE
KOJIMYECTBO JUIS BBHIIUCHIBAHHA Ha OJUH
penent?

nyHkT 7 IIpaBun
OTIYCKa; IPHUIIOKCHHS
Ne 1 u Ne 2 ITopsanka
Ha3HA4YCHUA U
BBINTHACHIBAHHS

42.

CobmomaeTcs JIH 3alpeT Ha HapylieHHE
BTOpHYHOM  (TOTPEOUTENBCKOM) — yMaKOBKH
NEKapCTBEHHOTO  Ipemapara M OTIYCK
JNEKapCTBEHHOro0 Ipemapara B NEPBHYHOM
yIaKOBKe?

nyHKT 8 [IpaBui
OTITyCcKa

43.

Cob6momaercs M 3ampeT Ha  OTIYCK
HApKOTUYECKHX u TICHXOTPOIHBIX
nexapcTBeHHbIX mpenaparos Crmcka II u III
IlepeyHsi HApKOTHYECKMX M ICHXOTPONHBIX
JNIEKapPCTBEHHBIX IIPEMapaToB 110 TpeOOBaHUSM-
HaKJIaJHbIM HHIABHIYAJIBHOTO
IpeAnpUHEMATEIs, MMEIOIIEro JHICH3NIO Ha
MEIULHHCKYIO IeATeTbHOCTD?

nyHKT 28 IIpasun
OTILycKa

(nomxuocts 1 @O N0DKHOCTHOTO JIHIA, 3aI0HABILIETO TIPOBEPOYHbIH JHUCT, HOJMKCH, 1aTa)

(nomxHOCTE B ®MO HOIKHOCTHOTO JIMLA OPAIMYECKOTO JTMla, IPHCYTCTBOBABINETO HIPH
3aMoJTHEHHH IPOBEPOYHOrO JINCTA, MOMIIIHCH, 1aTa)
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I[Tpunoxenue Ne 24
K rpuKasy DeepanbHON CIryXO5I
TI0 Hafi30py B cdepe 31paBoOXpaHeHHS

or09 AT Ne G435

®opma

IIpoBepoYHBIi JHCT
(cnHCOK KOHTPOJbHBIX BOIIPOCOB),
ucnosb3yemblii @exepaabHOil cay:xK00i Mo HaA30pYy B cdepe 31paBOOXpAHEHHA
1 ee TePPHTOPHAILHLIMH OPraHaMH IIPH NPOBEACHAH MIAHOBBIX POBEpPOK NpH
ocymecTBIeHHH (he/iepajbHOro rocy1apcTBeHHOro Haa30pa B cepe obpaleHHst
JIEKAPCTBEHHDBIX CPeACTB
(oTHycK H peajiu3aNus JeKapCTBEHHbIX NPENapaToB A MeAHLIMHCKOro
npUMeHEHHs B anTeKe NpOM3BOACTBEHHOI C IPAaBOM H3TOTOBJICHHS
aceNTHYECKHX JIEKAPCTBEHHBIX NPenapaTos)

(HaﬂMeHOBaHHe opraxa, OCYIIECTBJIAIOIETO IUIAHOBYHO l'lpOBepKy)

1. Bun roCyJapCTBEHHOTO KOHTpPOJIA (Hamzopa)

2. Tlpeamer IUIAaHOBOH IPOBEPKM FOPUAMYECKHMX JIHMIL H HHIVUBUAY TBHEIX
npeAnpUHAMAaTe/el OrpaHIIMBaAETCS 06s3aTebHBIMI TPEGOBAHUIMH, COOIIOACHHE KOTOPBIX
qBIISeTcs HanGolee 3HAYMMBIM C TOYKA 3PEHHsS HEJONYIICHHS BOSHUKHOBCHHMS YTPO3bI
TIPAYHHEHNS BPea XU3HH, 3[0POBBIO TPAX/aH, U3TTOKEHHBIMU B ¢bopme MPOBEPOYHOT'O JIUCTA
(CIIHCKA KOHTPOJIBHEIX BOTIPOCOB).

3. HawuMmeHOBaHHe HOPUAUYECKOro IJIHLA, damuvs, UMs, OTYECTBO (mpH HAQJTHYHHN)
MHIHBHATYaJIEHOTO IpeIpHHAMATENA:

4. MecTo mpoBeJeHHs IUIAHOBOM TPOBEPKH C 3alOJHEHHEM MPOBEPOHHOTO nucTa:

5. PeKkBU3HTHI NpHKa3a O IPOBEICHUH TUIAHOBOM TPOBEPKH: OT
Ne

6. YdeTHbI# HOMep [IPOBEPKH 1 JaTa IPHCBOCHNAs Y4E€THOTO HOMEpa MIPOBEPKH B EnunoM
peecTpe POBEPOK:

7. JlomKHOCTh, GaMIIus ¥ HHHUIHANBl JOJDKHOCTHOrO JIMa (yum), mpoBoAsmIero(ux)
IUIAHOBYIO IIPOBEPKY:

1. ;

2. .
8. ITepedeHs BONPOCOB, OTPAXKAIOMIMX CONCPHKAHHE 06s3aTeNbHEIX TpeOOBaHMH, OTBET Ha
KOTOpbI€ OJHO3HAYHO CBHUACTEIBCTBYET O COOIIONEHNH WM HeCOOMIOAECHHH IOPHINIECKIM
JIUIIOM, MHAVBHAYATGHBIM IIPEANPAHAMATEIEM 06s13aTeNbHBIX TPeOOBaHHi, COCTABIIAIOIIMX
npeaMeT MPOBEPKH:
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PexkBH3HTHI Boisoa 0
HOPMATHBHBIX BbINOJTHEHHH
Ne Bonpochl, 0Tpaxaiomue coaepxanne NpaBOBBIX AKTOB, C TpeGoBanui
n/n o6s3aTebABIX TpeGoBaRMi yKka3aHHEM HX

CTPYKTYPHBIX aa HeT
eIHHHI, KOTOPbIMH
YCTaHOBJIEHbI
o6sa3aTeabHbIC
TpeGoBaHuA

®egepaibHblii 32K0H 0T 12 anpens 2010 r. Ne 61-®3 «O6 06pameHHH JeKapCTBEHHbIX CPEACTB)
(Cobpanne 3aKOHONATEILCTBA Poccuiickoii ®enepaunn, 2010, Ne 16, cr. 1815; 2016, Ne 27,
ct. 4283) (nanee - 61-®3); ®enepabHbIIi 3aK0H OT 8 IHBApS 1998 r. Ne 3-®3 «O HApKOTHIECKHX
CpPeACTBAX M MNCHXOTPONHBIX BEMECTBAX) (CoGpanne 3aKOHOAATEJbLCTBA Poccuiickoit
denepanun, 1998, Ne 2, cr. 219; 2016, Ne 27, ct. 4238) (nauee - Ne 3-@3); IlpaBuiia OTIYCKa
JIeKAPCTBEHHBIX ~ MpENapaToB il MEIHIMHCKOTO npuMeHeHHs, B TOM  4HCIe
MMMYHOGHOJIOTHYECKHX  JIEKAPCTBEHHBIX  MPENApaTos, anTeYHbIMH  OpraHH3alHAMM,
MHAMBHAYAILHBIME NpeINPHHAMATENAMH, HMEIOMUMH JHIeH3HI0 HAa (apManeBTHIECKYIO
NAeATEeIbHOCTh, YTBEP/KICHHbIC NPHKA30M MuHHnCcTEpCTBa 3paBOOXpaHEHM Poccuiickoit
®depepanuu oT 11 mHioas 2017 r. Ne 403n (3aperucrpupoBaH MHHHCTEPCTBOM HCTHUMH
Poccniickoii ®egepanun 8 cenrsops 2017 r., perucTpanuoHHbi Ne 48125) (nanee - IpaBnia
orTmycka); IlopAnok HasHA“eHHS M BLINACHIBAHHUA JeKAPCTBEHHbIX NPeNnapaTos, 3 gennii
MEIMIMHCKOTO HA3HAYEHHS H CHENHAIH3APOBAHHLIX TPOAYKTOB JieaeOHOro MHTAHNA,
yTBEP)KACHHBIH  MPHKA30M MuHMCTEpPCTBA 3PABOOXPAHEHHs H COIHAILHOrO pa3BUTHA
Poccniickoii ®enepauun ot 12 deBpans 2007 r. Ne 110 (3aperncTpHpoBaH MHHHCTEPCTBOM
rocrumun  Poccmiickoii ®enpepaunu 27 anpes 2007 r., permcrpanHoHHbIH Ne 9364) ¢
H3MEHEHHSIMH, BHECCHHbIMH npHKasoM MunucTepcTBa sapaBooxpanenns Poccuiickoli
denepanun oT 26 deBpans 2013 r. Ne 94u (3apermcrpupoBaH MUHHCTEPCTBOM IOCTHIMH
Poccniickoii ®egepanun 25 mions 2013 r., perucTpaoHHbIA N 28881) (manee — AHCTpYKIMS);
TlepedeHb HAPKOTHYECKUX CPE/ICTB, IICHXOTPOMHbIX BElEeCTB H HX NMPEKyPCopoB, MoMJIeKaMuUX
kourpomo B Poccmiickoii @enepauud, yTBepKAEHHBIH MOCTAHOBJIEHHEM ITpaBHTEILCTBA
Poccriickoit ®exepanun ot 30 mions 1998 r. Ne 681 (Cobpanmne 3aK0HOAATEILCTBA Poccuiickoit
®denepanun, 1998, Ne 27, cT. 3198; 2017, Ne 33, cT. 5182) (nanee - IlepedeHb HAPKOTHIECKUX
H TCHXOTPOMHBLIX JIEKAPCTBEHHBIX npenapatos); ®opmbl 0JaHKOB penenTos, coiepKaImux
Ha3HAYeHHe HAPKOTHIECKHX CPEACTB HIIH NCHXOTPOMHBIX BEMECT, NopsS0K HX H3rOTOBJICHHS,
pacnpeneieHusl, PErHCTpaluu, y9eTa W XpaHEeHHi, a Takke NpaBmiIa ogopmiacHHUs,
yTBepKIeHHbIe INPHKA30M MuHucTepcTBa  3APABOOXPAHCHHA Poccuiickoii Denepanuu
or 1 aBrycra 2012 r. Ne 54 (3aperncTpHpoBaH MHHHACTEPCTBOM IOCTHIHH Poccuiickoit
®enepanun 15 asrycra 2012 ., perucTpanuoHHbIA Ne 25190) ¢ m3MeHeHNAMH, BHECCHHBIMH
npuka3zoM MHHHCTEPCTBA 3APaBOOXPAHEHN Poccniickoit ®enepaunu ot 21 ampens 2016 r.
Ne 254 (3aperncTpHpoBas MHHHCTEPCTBOM IOCTHIIHH Poccniickoii ®enepanun 18 mions 2016 r.,
perucTpanuoHHbIi Ne 42887) (manee - mpuka3s Ne 54); ITopsxok Ha3HAYEHHS W BHIMMCHIBAHUS
JeKapCTBEHHbIX MPenaparoB, a TaKike dopmM penenTypHBIX 0JaHKOB Ha JeKapcTBEeHHbIE
npenaparbl, NopsaaoK ohopMIeHHs YKA3AHHBIX 6JIAHKOB, MX y1eTa H XpaHCHH, yTBEpKICHHBIH
npnkazoM MHHHCTEPCTBA 31PaBOOXPAHCHU Poccuiickoii @enepamun ot 20 aexadps 2012 r.
Ne 1175 (3apermcTpupoBan MHHHCTEPCTBOM IOCTHIAM Poccmiickoii ®exepanun 25 HIOHHA
2003 r., peracTpanHOHHbIH Ne 28883) ¢ M3MEHEHHIMH, BHECEHHLIMH NPHKA30OM MuuancTepceTsa
3ApaBOOXpAHEHHS Poccuiickoit ®enepauun ot 21 anpeJs 2016 r. Ne 254n (3aperncTpHpoBaH
MHUHHCTEPCTBOM IOCTHIHH Poccniickoii Penepanun 18 mions 2016 r., perucTpaNHOHHBIH
Ne 42887) (nanee - Iopsiok Ha3HAYCHU H poimachbiBanns); Ilepedenn JeKapCTBEHHDIX CPEICTB
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IJasi  MeJUIHHCKOro TNpHMEHeHHs, NOMJIeXalMHuX IpeIMeTHO-KOJHYeCTBEHHOMY YYeTy,
yTBepKIeHHBbIH mnpukazom MuHncTepcTBa 3aApaBooxpaneHus Poccmiickoii @emepauum ot
22 ampeas 2014 r. Ne 183n (3apernctpupoBan MmunncrepcrBom 1octanmu Poccniickoit
®Denepanun 22 mronsa 2014 r., perucrpanuonnsiii Ne 33210) ¢ n3MeHeHHIMH, BHeCeHHBIMH
npuka3oM MunncrepcrBa 3apaBooxpanenus Poccuiickoii ®eaepanuu ot 10 cenTsiopsa 2015 r.
Ne 634H (3aperucTpupoBan MununcrepcTBoMm wcrnnuu Poccniickoit @enepanun 30 cenTsOps
2015 r., perucrpanuonHbiii Ne 39063) (xaee - Ilepeuensn JexapcTBeHHbIX cpeacT); Ilopsaok
oTmycka (U3NYECKHM JIMIAM JIeKapPCTBEHHBIX NpenapaToB Ajif MeJHUHHCKOr0 NMpHMeHeHHs,
co/IepKamHUX KPoMe MAJIbIX KOJIMYeCTB HAPKOTHYECKHX CPEJCTB, ICHXOTPOMHBIX BEMECTB H MX
NpeKypcopoB Apyrue papMakosornveckHe aKTHBHBbIC BelIeCTBAa, YTBEPKACHHBbIH NpHKa3oM
MunncTepcTBa 3paBooXpaHeHHs H COIHAILHOr0 pa3BuTus Poccuiickoit @egepanun ot 17 mast
2012 r. Ne 5621 (3aperncTpupoBan MuHucrepcTBoM roctunun Poccniickoit @exepanun 1 nions
2012 r., perucrpanuonnabiii Ne 24438) ¢ m3MeHeHHAMH, BHECEHHBIMH NPHKa3oM MuHHCTepCTBA
3apaBooxpaHenus Poccniickoii @enepanuu ot 10 cenrabpsa 2015 r. Ne 6341 (3aperncTprpoBaH
Munncrepcrsom 1octunnu Poccuiickoii ®eaepanum 30 centsadps 2015 r., perncrpanuoHHbII
Ne 39063) (nanee — nopsaok); [lepeuens sku3HeHHO HEOOXOAHMBIX H BaXKHEHIINX JIEKAPCTBEHHBIX
npenapatoB Ha 2016 roa, a Takike NepeveHb JEKAPCTBEHHBIX NPENapaToB 1ji MeIHIMHCKOI0
NpUMeHEHHA H MAHUMAJIbHBIH ACCOPTHMEHT JIEKAPCTBEeHHbIX NMPENapaToB, HeOOXOAUMBIX ISl
OKa3aHMi MEJHIHMHCKOH 1NOMOIIH, YTBepxkIeHHble pacnopsbkeHHeM IIpaBurennscTBa
Poccuiickoii @epepamuu ot 26 nexadbpst 2015 r. Ne 2724-p (CoOpanme 3aKoHOZATEIbLCTBA
Poccniickoii ®eaepanun, 2016, Ne 2, c1. 413) (nanee — IlepeveHn JJekapcTBEHHBIX NPENapaToB,
BXOAAIMHX B MHHHMAJBLHbIH accopTument); Ilepedenn no/ukHOCTel ¢apManeBTHYECKHX H
MEAHIMHCKAX Ppa0OTHHMKOB B OpPraHH3anMfAX, KOTOpPbIM NPEAOCTABJIEHO IPAaBO OTIYCKA
HAPKOTHYECKHX JIeKAPCTBEHHBIX NMPENapaToB H MCHXOTPONHBIX JIEKAPCTBEHHBIX NMpeNnapaToB
(pu3HIecKHM JINIAM, YTBep:KAeHHbI NpuKkazoM MunncTepcTBa 31paBooxpanenus Poccniickoit
®enepauun ot 7 cenrsdps 2016 r. Ne 681H (3apermcrpupoBan MHHHCTePCTBOM IOCTHIIMH
Poccuiickoii ®enepanun 21 cenrsdops 2016 r., peracrpaunonsbiii Ne 43748) (nanee — Ilepevenn
AOJKHOCTEH)

1. OTtnyckaroTcs m HapKOTHYECKHE U | mynkrt 3 IlpaBun
NICUXOTPOIHBIE JIEKAPCTBEHHBIE IPENaparsl Mo | OTIyCKa
peuenrtam?

2. Ornyckarotres 1 uMMyHoOHosornyeckue | myHKT 3 IlpaBun
JIEKapCTBEHHBIE IIpenapaThl o penentam? OTIIyCKa

3. OtmyckatoTes HApKOTHYECKHE U | myHKT 4 IIpaBun

NICUXOTPOIHBIE JIEKAPCTBEHHBIE IIPEMapaTthl, | OTIYCKa,;
BHeceHHble B Cmmcok  II  Tlepeuns | npumoxkenus Ne 1 u 2 x
HapKOTHYECKUX )3 IICUXOTPONHBIX | mpuKka3y Ne 54u
JIEKapCTBEHHBIX IIpernapaTos, pH
NPEABSABICHUH PEIENTOB, BHIIMCAHHBIX Ha
peuentypseix Omankax ¢opmber Ne 107/y-HII,
YTBEPXKICHHOI ITPUKa30oM Ne 54n?

4. myHKT 4 IpaBun
IlcuxoTpomHBle JIEKApCTBEHHBIE IIpemaparsl, | OTITyCKa;
BHeceHHle B Cmmcox I  Ilepeuns | myskt 9 Ilopsiaka
HapKOTHYECKHUX u TICUXOTPOIHBIX | HA3HAYCHUS H
JICKApCTBEHHBIX NPENaparoB, OTIYCKAIOTCS JIM | BHINACHIBAHUA
IpH NPEXBABICHNH PEHENTOB, BEINHCAHHBIX Ha
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peenTypHLX Gnankax dopmbr Ne 148-1/y-88,
YTBEpKAECHHO# mpuKa3oM Ne 54n?

Hapxoruueckue U IICHXOTPOITHBIE
nexapcreennsle npernaparsl Crmcka 11 [lepewns
HApKOTUYECKUX u IICHXOTPOIHBIX
JEKapCTBEHHBIX ~ MNpenaparoB B BHIC
TpaHCAEPMAIBHBIX TEPANEBTUYECKHX CHCTEM
OTIYCKAIOTCSL JIH TIPH HNPEIbABICHAN PEIEIITOB,
BBIMMCAHHBIX HA PELENTYPHBIX GIanKax GOpMbI
No 148-1/y-88, yTBEpXKIEHHOH IPHUKA3OM
Ne 54u?

nyHKT 4 IIpaBuin
OTIIYCKa;

nyskT 9 Ilopsaaxa
Ha3HAYCHHUS U
BBITTACHIBAHUS

JlekapcTBeHHBIE TpENaparhl, BKIIOYCHHBIC B
IepeveHb  JIEKAPCTBEHHBIX ~ CPEACTB IS
MEIUIAHCKOrO IPHMEHEHMs, IOJICXKAIHX
IpEIMETHO-KOIHIECTBEHHOMY ydery,
OTIYCKAIOTCSL JTU TP NPEIbABICHAH PEICIITOB,
BHIIIHCAHHBIX HAa PENENTYPHBIX Gl1aHKaX GOpMBI
No 148-1/y-88, yTBEpXKICHHOH IPHKA30M
Ne 54u?

IIyHKT 4 [TpaBun
OTITyCKa;
pasIeisl
[lepeuns

JIEKapCTBCHHEIX CPEICTB

I I III

JlekapcTBeHHBIE  IIpemapaTel, —OOIajaiomue
aHab0IMYeCKON aKTUBHOCTBIO, OTILyCKAIOTCS JIX
TIpH [IPEXBABICHAN PEIENTOB, BEITHCAHHBIX HA
pertenTypHbix Grankax dopmer Ne 148-1/y-88,
YTBEPXKIECHHO MpHKa3oM Ne 54u?

1. 4 [IpaBuit oTIycKa,
HOIYHKT 3 MyHKTa 9
[Topsinka Ha3HAYCHHS H
BBIITACHIBAHHUS

JlekapcTBeHHBIE — TIpeNapaThl, —COACpIKAIIME
KpOME MAaIBIX KOJHYECTB HAPKOTHYECKHX
CpEACTB, ICHXOTPONHBIX BEMECTB H  HX
NpEeKypcopoB  ApYrHe  (papMaKoIOruyecKHe
aKTHBHBIC BEINECTBA, OTIYCKAIOTCA JIM IIPH
IIpEIbABICHAA PEILENTOB, BHIHUCAHHBIX HA
perenTypHEIX Gnankax dopmbl Ne 148-1/y-88,
YTBEpXKACHHOM MprKa3oM Ne 54u7?

nyHKT 4 IlpaBun
OTITyCKa; MyHKT 3
nmopsiaxa

OTIycK JIeKAapCTBEHHBIX IpemaparoB 0e3
PELENTOB OCYIIECTBIAETCS JIK B COOTBETCTBHH C
HHCTPYKUHSMH 10  HX  MEAHIHMHCKOMY
NPAMEHEHHUIO?

nyHkT 5 IIpaBun
OTIIyCKa

10.

Otmyck JIEKapCTBEHHBIX penapaToB
OCYIIECTBIISIETCS. JIA B TEYCHHE YKa3aHHOTO B
pelienTe CpoKa ero ACHCTBUA?

nyHKT 6 IIpaBun
OTIIyCKa

11.

B ciygae OTCYTCTBHA  JIEKapCTBEHHOIO
mpenapara pelenT [NpPHHAMAaeTcs JH Ha
0GCITy)KMBaHKE B CIIELYIOLIHE CPOKH:

nyHKT 6 IIpaBun
OTITyCKa

penent c IIOMETKOM «statim»
(HeMeIeHHO) 0OCIyKUBaeTCs B TCUCHHE
omHOrO pabouero aHA co HA oOpamieHu
uIa K CyOBEKTY PO3HIYHOM TOPrOBIH?

mnyskt 6 [IpaBun
OTIIyCKa




PENIEIIT ¢ IIOMETKO#H «citoy (CPOYHO)
06CITy)KMBAETCS B TEUCHHUE IBYX pabodnX
nueit co mHsA oOpameHus uma K CyOheKTy
PO3HUYHOM TOProBIH?

myHKT 6 IIpaBun
OTITyCcKa

pellenT Ha JIEKApPCTBEHHBIM IIpemnapar,
BXOAAIMHA B MHUHHAMAJIBHBIH aCCOPTUMEHT
lIeKapCTBEHHBIX IpenapaToB 1S
Me TAIIHHCKOTO IIPUMECHEHHS,
HeOOXOMUMBIX JUIS OKa3aHUSA METHIIMHCKOM
OMOIIH, OOCTY)KHBAETCH B TECUYCHHC IATH
pabounx aHeidl co mHA oOpalleHus JIMIa K
CyOBEKTY PO3HHYHON TOProBIH?

myHKT 6 IIpaBui
OTITyCKa

12.

OGCITyXMBa€ETCS JIH PELEHT HA JIEKapCTBEHHBIH
npenapar, OTIyCKaeMbld OeCIuiaTHO MM CO
CKMAKOH M HE BOIIEAINAHA B MMHHMMAJIbHBIA
ACCOPTHMEHT JIEKapCTBEHHBIX MPEHapaToB A
MEIHIMHCKOTO NpPMMEHEHHs, HeoOXOMUMBIX
Ui OKa3aHWsd MEJUIMHCKOH moMolm, B
TedeHHe Jecartd paboumx JHEH co JHA
obpamenus JHMna K CyOBEKTYy PO3HHYHOM
TOProBJIH?

myHKT 6 IIpaBun
OTITyCKa

13.

O06cmyxuBarOTCA T peLenTsl Ha
NEKApCTBEHHBIC IIpENapaThl, Ha3HayaeMble II0
pELICHHI0 BpayeOHOH KOMHUCCHM, B TECUCHHE
IATHAAIATA pabounx IHeH co JHA oOpalieHHs
JTHHA K CyOBEKTY PO3HUYHOM TOProBIn?

nyHKT 6 [IpaBun
OTIIyCcKa

14.

OTIycKaroTCst JI JIEKapCTBEHHBIE MpEIapaTsl
TI0 PEIENTAaM ¢ HCTEKIIHM CPOKOM AeHcTBHSA?

nyHKT 6 [IpaBuin
OTITyCcKa

15.

OcymecTBAeTcs M IPH HCTEUYCHHH CPOKa
JeHCTBUA pellenTa B IEPHOJ HAXOXKICHUS €ro
Ha OTCPOYEHHOM OOCITyXHBAaHHH OTIYCK
JIEKapCTBEHHOTO IIperapara o TaKoMy PelenTy
(6e3 ero nepeodopmicHus)?

nyHKT 6 IIpaBun
OTITyCKa

16.

.HeKapCTBCHHBIC npenaparbl OTIIYCKaIOTCA JIM B
KOJIMICCTBE, YKasaHHOM B peuenTe?

myHKT 7 IIpaBri
OTITyCKa; TPHIIOKCHUA
Ne 1 u Ne 2 ITopsanxa
Ha3HAYCHUA U
BBIMTACHIBAHHUS

17.

dapmaneBTuieckuii pabOTHHK OTIYCKAeT JH
TIpeAENIBHO JOMYCTHMOE HIIH PEKOMEHIOBAHHOE
KOJIMYECTBO JIEKAPCTBEHHOI'O Mpemapara Ll
BLIHCHLIBAHUA HAa OOWMH  penent IIpH
NpeqbABICHAN pelenta C TPeBBINCHHCM
IpenenbHO JIOIYCTHMOTI'O WM
PEKOMEHIOBAHHOTO KOJINYECTBA
JNIEKapCTBEHHOTO Ipenapara JUlsi BHITHCHIBAHHS
Ha OAMH  pelent ¢  IIPOCTaBJICHUEM
COOTBETCTBYIOINEH OTMETKH B penente?

myHKT 7 IIpaBui
OTIIycKa
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18. | Otnyck JIEKapCTBEHHOT O npenapara | ctatbs 46 Ne 61-D3;
OCYIIECTBJISIETCS JIM B [IEPBUIHOM M BTOPHYHOH | MyHKT 3 cTaTbyt 27
(TOTpeOHUTENBCKOM) yIaKoBKax c | Ne 3-@3;
MapKHUpPOBKOH? myHkT 8 [IpaBun

OTIIyCKa

19. | Hapymaercs 1u  mnepBayHas  ymakoBka | myHKT 8 IlpaBun
JIEKAPCTBEHHOTO TIpeTapara IpH ero oTmycke? | OTIycka

20. nyHkT 9 [IpaBun
I1pu oTIycKe JieKapCTBEHHBIX IIPEMAparoB HA | oTIycka
pelenTe MpOCTaBIsAeTCs I OTMETKA 00
OTITyCKe JIEKapCTBEHHOTO Iperapara ¢
yKa3aHHEM:

TOPrOBOr0 HAMMEHOBaHHs, JOSUPOBKH M | IMyHKT 9 IIpaBmi

KOJIMYECTBA OTIYIIEHHOTO JIEKApCTBEHHOIO | OTIYCKa

mpenapara?

amunK, HMeHH, oTYecTBa (MU Hanuuuy) | myHKT 9 [Ipasun

MEIUIMHCKOTO pabOTHHKAa B Cly4asdx, | OTIyCKa

yKa3aHHBIX B ab3alie 4eTBEPTOM IMyHKTa 7

ab3ane TperbeM myHKTa 10 IlpaBun

oTIycka?

PEKBU3HTOB JIOKYMEHTa, YOCTOBEPSIOIETO | MyHKT 9 IIpasui

TIYHOCTH Mna, MOJYYMBIIETO | OTIIyCKa

IeKapCTBEHHBI IpenapaTr, B  Cllydae,

ykasauHoM B mynkte 20 [TpaBun ormycka?

damuMu, IMEHH, OTYeCTBa (IIpY HaIM4KK) | yHKT 9 IlpaBun

(hapMaIeBTHYECCKOrO paboTHHKa, | OTITyCKa

OTITyCTHBLIETO JIEKApCTBEHHBIH IIpenapar, 1

ero MOIIHCH?

T OTHYyCKA JleKapcTBeHHoro npenapara? | myHKT 9 IIpaBun
OTIIycKa

21. | Peument ¢ orMeTkoif Bo3Bpamaercs Ju npH | myHKT 10 IIpaBun
OTIyCKEe JIEKapCTBEHHBIX MpENaparoB IO | OTHYyCKa;
peuenry, BBIMHCAHHOMY Ha PCUCITYPHOM | mpuinoXeHHe Ne 2
6manke ¢opmel Ne 107-1/y, yTBepICHHOH | [Topska HA3HAYEHHS U
npukazoM Ne 54H, CPoK HEHCTBUS KOTOPOTO | poir i manvg
COCTaBJISIET OUH rox?

22. | Ilepenaercsa bt ¢bapmaneBTryeckuM | myHKT 11 Ipasun
paboTHHKOM vy, nprobpeTaroIeMy | oTmycka

(momy4aromeMy) JIEKapCTBEHHBIE IIpEnapaThl
[0 pEIENTy, BHIIMCAHHOMY Ha pElenTypPHOM
Gmanke  ¢opmer  Ne  148-1/y-04 (i),
YTBEPXKIACHHON IPUKa30M Ne 54mH,
iy dopmbr No 148-1/y-06 (i1), yTBEpKIACHHOM
npukazoM Ne 54H, 3aImOJHEHHBIA KOPEIIOK
TaKoro penenra’?
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23. | IIpocraBngercs m pH otnycke | myHkT 12 [paBun
HApKOTHYIECKOTO u IICHXOTPOITHOTO | OTIIyCKa
nexapcTerHoro npenapara Crucka II Tlepedns
HapKOTHIECKHX 31 IICUXOTPOIHBIX
JIEKapCTBEHHBIX TPEMNapaToB Ha PELCHTe 06
OTIyCKE JIEKapCTBEHHOTO Iperapara Medarh
OpraHm3allid, B KOTOpOH yKa3aHO IOJHOS
HauMEHOBaHHeE (TIPH HAJIMYHH TICUaTH)?

24, | Hapenernre HiId KOpEIIKe PEIENTa yKa3bIBACTCA | IIYHKT 13 IIpasun
JT¥ TOYHOE BpeMs (B 4acax M MHHYTaX) OTIOYCKa | OTIycKa
AMMYHOOHOJIOTHYECKOTO JIEKapCTBEHHOTO
rpemnapara?

25. myHkT 13 ITpasun
VIMMyHOOHOOTHYECKHUE JIEKapCTBEHHBIC | oTmrycka
Ipenaparsl OTIYCKAIOTCA JH IpH HAIMIHH
CcleNManbHOT0 TEPMOKOHTeHHEpA?

26. OcratoTcss W XpaHsaTcss Ju y CyOBeKra | MyHKT 14 IlpaBun

o6palleHus JIEKapCTBEHHBIX CPENCTB PCLCTITHI
(c ormetkoit «JlexapcTBeHHBIH Mpenapar
OTIIyIIEH ») Ha:

OTITyCKa

HapKOTHYECKHE u MICHXOTPOIIHEIE
liexapcTBeHHble mpenaparhl  Crmcka II
[lepeuns HapKOTHYECKHX M NCHXOTPOTHBIX
TeKapCTBEHHBIX IIPENaparoB - B TEUCHHE
[ITH J1ET?

nyHkT 14 ITpasun
OTIyCKa

[ICHXOTPOIHBIC JIEKAPCTBEHHBIE NPENapaThl
Crmucka III TlepeuHs HapKOTHYCCKMX H
[ICHXOTPOIHBIX JIeKapCTBEHHBIX
[IpenapaToB - B TCUSHHE TIATH JET?

nyHKT 14 [Tpasun
OTITyCKa

TeKapCTBEHHbIE IPEMApaTsl, OTIHYCKACMBIC
GecIUIaTHO WM CO CKHJIKOH, - B TEUCHHUE
Tpex JeT?

myHKT 14 IIpasun
OTIIyCKa

KOMOHHHPOBAHHBIE JIEKApCTBEHHBIE
Mpenaparbl, COIEpKallie HAPKOTHIECKHE
cpencTBa MM ICHXOTPOIHBIC BEWIECTBA,
saecennsle B Crcku 11 u I Ilepeuns
HApKOTHYIECKHX U TICHXOTPOIHBIX
IeKapCTBEHHBIX [IpenapaTos,
M3COTOBJICHHEIE B anTedHOM OpraHU3alNH,
- B TEUECHME TpeX JeT?

nyHkT 14 Ilpasun
OTITyCKa

leKkapCTBEHHBIE IIpenaparsl, obnafaromue
aHA6OIMIECKOM aKTHBHOCTBIO, - B TCUCHHE
Tpex ner?

nyHKT 14 Ipasuin
OTITyCKa

JTeKapCTBEHHBIE IIpeMnaparsl, MOANEKAINS
MpeIMETHO-KOJIMYECTBEHHOMY YH4€TY, - B
cyeHue Tpex JeT?

nyskT 14 Hpasuin
OTIIyCKa
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leKapCTBEHHBIE IpeNapaThl B JKUAKOH | IYHKT 14 [IpaBun
nexapcTeHHOM QopMe, coepxaiye 6onee | oTmycka

15% 3THIIOBOTO CHMpTa OT 06beMa roToBOH
[IPOIYKIIHH, - B TEICHHE TPEX MECSLEB?

WHBIC JIeKapCTBEHHBIE npemnapatsl, | myHKT 14 IIpaBun
OTHOCSIIHECS 1o ATX K | ormycka
AHTUIICHXOTHYECKAM  CpeICTBaM  (KOX
NO5SA), amkcmonutikaM (kon NOSB),
CHOTBODHEIM H CEJaTHBHBIM CPEACTBAM
(kom NOS5C), auruzenpeccantaM (KoK
NO6A) u He NOAIEKaIINe [PEeAMETHO-
KOJIMYECTBEHHOMY YUETY, - B TEYCHHE TPEX
[Mecsmen?

27. | Pementst, He ykasaHusle B myHkte 14 TIpasun | myHkr 15 ITpaBun
OTIyCKa, OTMEYaloTcd  Jid  INTaMIOM | OTIycKa
«JIexapcTBEHHBIH IpemnapaT OTIYIIEeH»?

28. | Peuentsl, He yKa3zauusle B myHkTe 14 Ipasun | mynxr 15 Ilpasun
OTIyCKa, BO3BpAAOTCA ~ JIM  JIKLY, | OTIYCKa
TIOJTyYHBIIEMY JIEKAPCTBEHHBIH penapat?

29. | Umeercs M KypHan, B KOTOpOM
PETHCTPHPYIOTCS. PELENTHl, BBIIHCAHHBIC C | HYHKT 15
HapyurenreM [IpaBui oTIycKa, C ykasaHHEM: ITpaBumn oTmycka

BHISBICHHBIX HapylleHuii B OGOPMIEHHH| MYHKT 15

penenta? [IpaBun oTmycka

(amMuvy, IMEHH, OTICCTBA IyHKT 15

(TIpH HAMYMHK) JIMIA, BRIACaBIero perent?| 1IpaBun oTnycka
myHKT 15

HAUMEHOBAHMSA MEIUIMHCKON Opranu3aium?
A P att ITpaBui oTmycka

IYHKT 15

[IPUHSATHIX Mep?
p p IIpaBun oTmycka

OrpanuveHnsi, HajJaraemMble Ha (apMaleBTHIECKAX paboTHHKOB NPH OCYIIECTBJICHHH HMH
npodeccHOHANLHOM JeATENLHOCTH (CTAThA 74 Mepepanbnoro 3akona or 21 moaGps 2011 r.
Ne 323-®@3 «O6 ocHOBaxX OXpaHBI 310POBbs rpakian B Poccuiickoii Penepaunny» (CobGpanue
3akoHoaaTeabcTBa Poccniickoii ®enepammuu, 2011, Ne 48, cT. 6724; 2017, Ne 31, ct. 4765) (nanee -
Ne 323-03)

30. MOANYHKTHI 2 1 4

o 6 IIyHKTa 2 CTaTbH 74
apMalleBTHYECKHE PaOOTHUKH H Ne 323-@3;

KOBOZIHUTEIHM alTeYHBIX OpTraHM3allHi:
24 P nyukt 17 Ipasun

OTIIyCKa

HOAMYHKTH 2 1 4

Th
HONYYaroT JTH OT KOMIIaHUH, IPEACTaBUTELA nym;raé;m n74
KOMIIaHHH 00pa3ilbl JEKAPCTBCHHBIX Ne 323-@3;

[[peNapaToB JUTs BPYIEHUS HACEICHHIO? mynkrt 17 [IpaBai
OTIycKa




[PENOCTABIIIOT JIM HACENICHHIO
HEJZOCTOBEPHYIO ¥ (MITH) HETIOJHYIO
HHE(OPMALMIO O HAJTUYHH JIEKaPCTBEHHBIX
npenapaToB, BKIIOYasl JIEKapCTBEHHbBIE
npenaparhl, IMEIONIUE OJIMHAKOBOE
ﬂmemyﬁaponﬁoe HENaTeHTOBaHHOE
HauMeHOBaHHE?

HOANYHKTH 2 1 4
IIyHKTa 2 CTaTh 74
Ne 323-@3;

nyskT 17 IlpaBun
OTIIyCKa

CKPBIBAIOT JTH HH(GOPMALHIO O HAJTHYHH
TeKapCTBEHHBIX NIPENapaToB, MMCIOMAX
Gosee HA3KYIO LIEHY?

HOMIYHKTH 2 1 4
IyHKTa 2 CTaThu 74
Ne 323-03,;

nyskt 17 Ipasun
OTITyCKa

TpeGoBanus K OTHYCKY HAPKOTHYECKHX H MCHXOTPOMHBIX JieKapcTBe

JIEKAPCTBEHHBLIX  Npenaparos, 00janamux anaGoandeckoil aKTHBHOCTHIO,
JIeKAPCTBEHHBIX IPENAPATOB, HOLIEKANHX NPEIMETHO-KOTHICCTEEHHOMY ydery

HHBIX IIpenapaTos,

HHbBIX

31.

OTnycKk HapKOTHYECKMX H IICHXOTPONHBIX
JIEKApCTBEHHBIX IIPENapaToB OCYINECTBILIETCS
b1’ (apManeBTHYeCKHMH  PabOTHHKaMH,
3aHAMAIOMEME  JOJDKHOCTH, BKIIIOUCHHBIC B
IlepeyeHb TODKHOCTEH?

nyskt 19 [Ipasun
OTILyCKa;
[lepeyeHs TOIDKHOCTEH

32.

Otmyck JIEKapCTBEHHBIX [penaparos,
o6nafaromux aHaboNMH4ecKoHd aKTUBHOCTBIO,
ocymecTasercs JHM  ($apMaleBTHIECKUMH
pabOTHUKAaMY, 3aHMMAIOIMMH  JIOJDKHOCTH,
BKJTIOYEHHBIE B IlepedeHb JODKHOCTER?

myHkT 19 [Ipasun
OTIIyCKa,;
IMepedeHs AOIMKHOCTEH

33.

Ormyck JIeKapCTBEHHBIX IpenapaTos,
MOAJIEKAMUX  MPEIMETHO-KOJMHYCCTBEHHOMY
ydery, OCYLIECTBIAETCS n
¢dapManeBTHIECKHMHU paGoTHHKAMH,
3aHUMAIOIIUMH JOJDKHOCTH, BKIIIOYCHHBIC B
ITepeyeHpb TOIDKHOCTEH?

myHKT 19 IpaBun
OTITYCKa,
ITepeyeHs TOIDKHOCTEH

34.

Hapkotuueckue u IICHXOTPOIIHEIE
nekapcTBeHHbIe npenapaThl Criveka 11 [lepeuns
HApKOTUYECKUX u MICUXOTPOIHBIX
JIEKapCTBEHHBIX IPENaparoB OTITYCKAOTCS JIH
pu [IpeABABICHUH JOOKYMEHTAa,
yIIOCTOBEPSIOIIETO JIMYHOCTD, vy,
YKa3aHHOMY B pELeNTe, €ro 3akOHHOMY
NPEACTAaBUTENIO WM JIHIY, HMEOmeMy
oopMIEHHYIO B COOTBETCTBUH c
3aKOHOJATeNbCTBOM Poccuiickoit denepanuu
JIOBEPEHHOCTh HAa IIPaBO MOIYYECHHS TaKUX
HApKOTHYECKHX H IICHXOTPOITHBIX
JNeKapCTBEHHBIX [IPenapaToB?

nyHakt 20 [pasun
OTITyCKa

35.

BermaeTcs M 1MOCie OTIYyCKa HAPKOTHYCCKHX U
ICHXOTPOINHBIX JIEKAPCTBEHHBIX IPEMapaToB
Cmucka II u III Ilepeuns HApKOTHYECCKHMX H
IICHXOTPOIHBIX JIEKApPCTBCHHBIX IIPEIapaToB
CHTHATYPA C JKEJITOH HONOCOH B BEPXHEH JacTH

nyHkT 22 IlpaBun
OTITyCKa
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W HAANHCHIO YepHBIM IpHGTOM Ha HeH
«Curaarypay, B KOTOpOH YKa3bIBAIOTCS:

HaUMEHOBaHHE H a[pec MECTOHAXOXJICHHs | MyHKT 22 [IpaBun
cyOpekTa  OOpallieHMsi  JIEKapCTBEHHBIX | OTITyCKa
cpencts?

myHKT 22 [IpaBun
HOMED M JIaTa BBIHCaHHOTO perenta? oTIycKa
damunus, ams, oTdecTBO (Mpu Hamwamu) | mynkr 22 ITpasmr
mina, IS KOTOpPOro — NpeTHa3sHa4eH | oTiycka
TeKapCTBEHHBIH Ipenapar, ero Bo3pact?
HOMEpP MEJMIMHCKON KapThl INalMeHTa, | myHKT 22 [IpaBui
OMyYaromero MEZULIHHCKYIO IIOMOINb B | OTITyCKa
aMOYJIAaTOPHBIX YCIOBHSAX, JUIL KOTOPOTO
peHA3HAYEH JIEKAPCTBEHHBIH Npenapar?
pamuTHs, ¥Ms, OTY4ecTBO (IpH Hajnumduu) | myHKT 22 ITpaBin
MEIUIHHCKOrO pabOTHHKA, BBINKCABIIETO | OTIIyCKa
PELIENT, €ro KOHTAaKTHhIH TeneoH JHO0
Tene)OH MEAULMHCKOM OpraHu3aiuu?

myHkT 22 [IpaBun
ComepKaHue perenTa Ha IATHHCKOM A3bIKe? | ormycka
damMuTIs, HMs, OTYECTBO (IIPH HATMYMM) U | MyHKT 22 IIpaBu
noqnuch (hapManeBTHUeCKOro paboTHMKA, | oTiycka
OTITYCTHBIIETO JIEKApCTBEHHBIH Ipenapat?

nyHKT 22 [Ipasun
laTa OTIyCKa JIEKAPCTBEHHOTO Npenapara? | ormycka

TpeGoBaHHsi K OTHYCKY JIeKAPCTBEHHBIX MpENapaToB 10 TPeGOBAHMAM-HAKJIAXHLIM
MeJANMHCKHX OPTaHH3alHdi, HHIMBHAYAJILHLIX NpeINpHHMMATeIell, HMEeIOIHX JHIEH3HI0 HA

MEQHIHHCKYIO NeATC/IbHOCTD

36.

myHKT 26 [IpaBun
ViMeeTcs M Ha TpeGOBaHMAX-HAKTAmHBX Ha | OTIYCKA
TIOJTyYEeHHE JICKAPCTBEHHBIX MIPENapaToB: Ipunoxenue Ne 13
rnasbl [II MHCTpyKIIHHM
myHKT 26 IIpaBun
 ranm? OTITyCKa;

) IMpmnoxenne Ne 13
rnaBsl 11 MaCTpYKINH
myHKT 26 [IpaBui

Kpyrias mevarb METUIIMHCKON | OTITyCKa;
OopraHu3anuu? IMpunoxerne Ne 13

rnasbl I MHCTpYKIIHHK

NOJIMCh €€ PYKOBOAUTENA MIH €ro
3aMeCTUTENA IO JiedeOHOoM YacTH?

nyHKT 26 [IpaBun
OTITyCKa,;
IMpunoxernue Ne 13
rnaskl 111 MHCTpYKIMH
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HOMEp JOKyMeHTa?

nyHKT 26 [Ipasun
OTITYCKa;
ITpunoxenne Ne 13
rnassl [II MHCTpYKIIMM

maTta COCTaBJICHUA Z[OKYMCHTa?

nyHKT 26 [IpaBun
OTITyCKa,
[Mpunoxenne Ne 13
rinassl 111 MHCTpYKIMH

HAMMEHOBaHHE
exapcTBEHHOro mpemnapara?

OTIIPABUTEILS

nyHKT 26 IIpasun
OTILyCKa;
ITpunoxenne Ne 13
rinassl 111 MHCTpYKIIHA

HAMMCHOBAHHE
TexapcTBEHHOTO Tpenapara?

[OJTyJaTens

myHKT 26 IIpasmn
OTITyCKa;
ITpunoxerue Ne 13
rnassl 111 MHCTpYKITHHA

HAMMEHOBAHHE JIEKAPCTBEHHOro Ipemnapata | MYHKT 26 ITpasui
Ha JIaTHHCKOM s3bike (¢ yKasaHueM | OTIIYCKa,
no3upoBkH, (GOPMBEI  BBIIyCKa,  BHIA [Mpunoxenue Ne 13
yIIAKOBKH, criocofa HpUMEHEHHs)? rnassl [II UHCTpYKIIH
myHKT 26 ITpaBun
KOJITIECTBO 3aTpeGOBaHHBIX | OTIYCKa,
eXapCTBEHHBIX PENapaTos? TTpunoxenue Ne 13
rassl 111 MaCTpYRKIIMH
oyHKT 26 IIpasun
KOIWYECTBO U CTOMMOCTh OTHYINCHHBIX | OTITYCKa,
leKapCTBEHHbIX MPenapaToB? [Mpunoxerne Ne 13
rnassl I1I MaCcTpyKIun
37. OcymecTBIseTcs U OTIYCK TO OTAEIBHBIM nyRKr 27 Ipasut
TpeGoBaHUAM-HAKIIATHBIM: OTITyCKa
HapKOTHYECKHX ) ncHXOTponHeX | myHKT 27 Ipasun
nexapcTeennnix npenaparos Crmcka [T u 11T | otmycka
[lepeuns HAPKOTHYECKAX M NCHXOTPOIHBIX
leKapCTBEHHbIX IPENapaToB?
leKapCTBEHHBIX NMPEMapaToB, MOUIEKAIIHX nynkr 27 [pasut
[IpeIMETHO-KOJIMIECTBEHHOMY y4eTy? OTITyCKa
HBIX [I€KAPCTBEHHBIX Mperapatos, B Tom | TYHXT 27 Tpasun
quciie OTIycKaeMbIx 6e3 penenta? oTmycka
38. IpocraBnsgercs Ha TpeboBaHUK-HAKIAMHOK | MyHKT 29 lIpaBun
OTMETKa O KOJMYeCTBE M CTOMMOCTH | OTIIyCKa
OTIYIICHHBIX JIEKAPCTBEHHBIX TIPENapaToB?
39. OCYILIECTBIIAETCS ~ XPaHEHWE  TPeOOBaHMMH- | MyHKT 30 [Tpasna
HAKIAOHBIX, 1O  KOTOPBIM  OTIIYLICHBI | OTIYCKa

JIeKapCTBEHHBIE NPETIapaThl:




Ha HApKOTHYECKHE M  IICHXOTPOIHBIC
nexapcTennbie mpenapatel Crmcka 11 1 11
[MepeuHss HAPKOTHYECKUX H MCHXOTPOIHBIX
NeKapCTBEHHBIX INPENApaToB - B TCUCHHUC
[ISITH JIET?

myHKT 30 IIpaBun
OTITyCKa

TedyeHHE OJTHOTO roaa?

Ha JIEKapCTBEHHEIE npenapatsl, | myBKT 30 [Ipasun
10 JJICKAIIUAC IpeIMETHO- | OTIIYCKA
KOJIMYECTBEHHOMY Y4ETY, - B TCUCHHE TpeX
eT?

myHKT 30 IIpaBun
Ha HWHBIC JICKAPCTBEHHBIE Ipernaparhl - B

OTIIyCKa

40.

Cob6moaeTca  3ampeT  Ha  HapylIeHHE
TIEpPBUYHON YTIAKOBKH JIEKApCTBEHHOTO
npenapara MpH ero OTIycke mo TpeGoBaHHIO-
HaktagHOH (38 HCKIIOYeHWeM CyOBeKTa
PO3HMYHOIM TOPTOBIIH, HMEIOIIEr0 JIMIIEH3HIO Ha
dbapManeBTHYECKYIO JEATENHHOCTE € IIPaBOM
M3rOTOBJICHHAA JEKapCTBEHHBIX IIpenapaTos)?

myHKT 31 [IpaBun
OTIIyCcKa

41.

Co6momaercs J  3ampeT Ha  OTHYCK
JIEKapCTBEHHBIX IPENAapaToB B KOJIUYECTBE,
yKa3aHHOM B pelenTe, B Ciydae, Korma il
JIEKApCTBEHHOTO  IIpenapara  yCTaHOBJICHBI
TIpeIeNIbHO JOMYCTHMOE MIIH PEKOMEH/IOBAHHOE
KOJMYECTBO JUIA BBINNCHIBAHUA Ha OJHH
penent?

myHKT 7 [IpaBun
OTITyCKa; IIPHIIOKEHHS
Ne 1 1 Ne 2 Tlopsimka
Ha3HAYCHUS H
BBIITHCBIBAHUS

42.

CobmojaeTcd JM 3al0peT Ha HapylIeHHe
BTOpHYHOM  (HOTPEOHTENECKOM) — yIaKOBKH
JEKApCTBEHHOTO  IIpemapata M OTIYCK
NIEKapCTBEHHOrO Ipemapara B EPBHYHOH
ymakoBke?

myHKT 8 IIpaBun
OTITyCKa

43,

CoGmomaeTcs /1M 3ampeT Ha  OTIYCK
HApKOTHYECKHX u MICUXOTPOIHBIX
nexapcTBeHHbIX TperaparoB Crmucka I u III
Ilepeunss HapKOTHYECKMX H ICHXOTPONHBIX
JNIEKApPCTBEHHBIX MPENapaToB N0 TpeOOBaHUIM-
HaKJIaJHBIM HHIUBUAYAJIEHOTO
TpeANpHHUMATENS, HMEIOIIEro JHLICH3HI0 Ha
MEIUIUHCKYIO IeSTeNbHOCTh?

nyHkT 28 IIpasun
OTIIycKa

(nomxHOCTs 1 OUO [0IDKHOCTHOTO JIMIIA, 3aII0JIHUBIIETO IIPOBEPOYHBIH JUCT, TIOIHCE, /1aTa)

(IIOJ'I)KHOCTI) 1 YO 10IKHOCTHOTO JIUIA IOPHANYCCKOro JIHIa, NPHCYTCTBOBABIIICTO IIPH
3aI0JIHEHUH NIPOBEPOIHOIO JIHUCTA, IIOAIHCH, /:[aTa)
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ITpunoxerne Ne 25
K npukasy ®enepanbHol CyKObI
110 Ha30py B cdepe 3MpaBOOXpPaHEHHS

orCJ 1120/ Ne 438

®opma

IIpoBepo4HELIil JIHCT
(cIMCOK KOHTPOJBHBIX BOINIPOCOB),
ncnoab3yembrii ®enepaabHoOH ciryk60ii mo Haa3opy B cdepe 3ApaBOOXPaAHEHH
U ee TEPPUTOPHAILHBIMH OPraHaMH NPH NPOBeJeHHH MIAHOBBIX NpoBepOK NpH
ocyniecTBJ/IeHHH (pelepaIbHOr0 rocy1apcTBeHHOro Haa30pa B cdepe oOpamenus
JIEKAPCTBEHHbIX CPECTB
(oTHyCK M peasin3alus JeKapCTBEHHbIX NPenapaTos 1is MeIHIHHCKOTO
npuMeHeHHs] B MEAHIHHCKHX OPraHU3aluax H HX 0060c00JIeHHBIX
nojapasaejeHnsix (UeHTPbI (oTaenenus) obmeii BpayedHOMH (cemeiinoii)
NpaKTHKH, aMOyJ1aTOpPHH, deJbAmepCcKne H ¢enbamepcKo-aKymepeKue
NyHKTBI), PACHO0JIOXKEHHbIe B CEJILCKAX HaCEICHHbIX NYHKTAaX)

(HaMMEHOBAHKE OPraHa, OCYIIECTBIAIONMIEro IIaHOBYIO POBEPKY)

1. Bun rocyJIapCTBEHHOT'O KOHTPOJIS (Hamzopa)

2. TIlpenmer IUIAHOBOH TPOBEPKH IOPMAMYECKHX JHMI M HMHIMBUTY ATIBHBIX
TNpeANpUHAMATENEeH OrpaHUYHBACTCA 06513aTeIbHBIMY TPeOGOBaHUIMHE, COONIOEHIE KOTOPBIX
gBISieTCS HauboNmee 3HAYMMBIM C TOYKM 3PEHHS HENOMYIICHHs BOSHUKHOBCHUA yIPO3BI
IIPAYHHEHNS Bpe/a XH3HH, 3[0POBBIO IP2XK/IAH, U3IOXKEHHBIMU B dopMe IPOBEPOIHOTO JICTA
(CTIHCKa KOHTDPOJIBHEIX BOIIPOCOB).

3. HauMeHOBaHWE OPHAMYECKOTO JMia, (aMuius, HMdA, OTIECTBO (mph HATMYAK)
MHUBHY ATEHOTO TpeaIpUHUMATENIS

4. Mecto MMpoBEACHUA IIJIAHOBOM IpOBEPKHU C 3alOJIHEHUEM IIPOBCPOUHOTO JJUCTA.

5. PexkBU3WTHI IPHKa3a O NPOBEJCHUH IUIAHOBOH IPOBEPKH: OT

Ne

6. YdeTHbIH HOMep IPOBEPKH U JaTa IPHCBOSHUS YIETHOTO HOMEpa IIPOBEPKU B EnnnoM

peecTpe IPOBEPOK:
7. JIoIKHOCTh, GaMIIus ¥ UHUIHANBI JOJDKHOCTHOrO Jinla (yu11), TPOBOAAMIEro(HUX)

TUTAaHOBYIO IIPOBEPKY:

1. ;

2.
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8. ITepeueHs BONPOCOB, OTPKAIOIINX COACPKAHNE 006s3aTeIbHBIX TpeOOBaHHi, OTBET HA
KOTOpBIE OJHO3HAYHO CBHIETENBCTBYCT O COBIIIOMEHNH WIH HeCOOMIONEHHH IOPUIHIeCKIM
JIALIOM, MHIMBHIYAIbHBIM NPEeIIPHHMATENICM 0063aTebHBIX TPeOOBaHHHM, COCTaBIAIOIINX
npeaMeT MPOBEPKH:

PexBH3ATHI BeiBoA 0
HOPMATHBHBIX BHINOJTHECHHH
Ne Bomnpocsl, 0Tpaxkaiomue cojiepxanne NpaBOBBIX AKTOB, € TpeboBaHmi
n/n o6s3aTeNLHBIX TPeOOBaAHMH yKa3aHHEM HX

CTPYKTYPHBIX aa HET
e MHHIl, KOTOPBLIMH
YCTAHOBJIEHBI
o0n3aTe bHbIE
TpeGoBaHUsA

@enepaibHbiil 3aK0H 0T 12 anpess 2010 r. Ne 61-®3 «O6 06pameHnH JEKAPCTBEHHIX CPEACTB»
(Cobpanne 3aKOHOAATEIbLCTBA Poccniickoii ®enepanun, 2010, Ne 16, cr. 1815; 2016, Ne 27,
cT. 4283) (nanee - 61-03); MenepajibHbIi 32K0H OT 8 saBaps 1998 r. Ne 3-®3 «O HapKOTHIECKHX
cpeAcTBaX M MCHXOTPONMHBLIX BEMECTBAX) (Cobpanue 3aKOHOAATEILCTBA Poccuiickoit
®epepannu, 1998, Ne 2, cr. 219; 2016, Ne 27, ct. 4238) (aanee - Ne 3-@3); IIpaBHja OTHYCKa
JeKAPCTBEHHbIX  NpenapaToB  AJd  MEIHIUHCKOro npuMeHeHHs, B TOM  vHciae
HMMMYHOGHOJIOrMYECKHX  JIEKAPCTBEHHBIX  NpENaparos, anTeyHbIMH  OPraHM3alUsMH,
MAIMBALYATHBIMA NPeANPHHEMATEISAMH, HMEIOMHUMH JIHICHIHIO Ha (apManeBTHYECKYIO
eATENLHOCTh, YTBEPXKIEHHbIE NpHKa3oM MHHHCTEPCTBA sapaBooxpaHenusi Poccumiickoi
®egepannu or 11 moas 2017 r. Ne 403n (3apermcrpupoBan MmuHHCTEPCTBOM OCTHIUH
Poccuiickoit ®enepanun 8 centsépsa 2017 r., perncTpanuonnbiii Ne 48125) (manee - IlpaBnia
otnycka); Ilopsox Ha3HAYeHHS H BLIMHCHIBAHHASA JIeKAPCTBEHHBLIX NpeNnapaTos, M3JeIAi
MeIMIMHCKOr0 HA3HAYeHHs H CHENHAIH3HPOBAHHBIX IPOXYKTOB Jeye0HOro NHTAHHUS,
yTBep/KIeHHbIl  npukazoM MuHHCTEPCTBA 31paBOOXpAHEHHS] H CONHAJILHOIO PasBHTHIH
Poccmiickoii ®exepannu ot 12 despana 2007 r. Ne 110 (3aperncTpupoBan MHHHCTEPCTBOM
foctunun  Poccuiickoii ®enepamuu 27 anpes 2007 r., permcTpaunHoHHBIH Ne 9364) ¢
H3MEHEHHAMH, BHECEHHbIMH NpHKazoM MuUHHCTePCTBA  3APABOOXPAHCHUM Poccuiickoi
®enepamun ot 26 ¢espans 2013 r. Ne 941 (zapermcTpupoBaH MHHHCTEPCTBOM OCTHIIM
Poccuiickoit ®enepanun 25 uions 2013 r., perncrpanuonnbiii Ne 28881) (nanee — MHCTpYKINS);
TlepedeHs HAPKOTHYECKHX CPEACTB, MCHXOTPOMHLIX BEMECTE H HX OPEKypcopoB, MOLIeKAMHUX
konTpomo B Poccuiickoit ®enepaumun, yTBEPKACHHBIH I0CTAHOBJICHUEM IlpaBATENLCTBA
Poccniickoii ®exepanun ot 30 nions 1998 r. Ne 681 (ColGpaHHe 3aKOHOJATEILCTBA Poccuiickoit
®epepannn, 1998, Ne 27, ct. 3198; 2017, Ne 33, cT. 5182) (nanee - IlepetdeHr HAPKOTHIECKUX
¥ NCHXOTPOMHBIX JEKAPCTBEHHBIX npenaparos); PopMbl GIAHKOB PELENTOB, COACPHKAMMUX
Ha3HAueHHe HAPKOTHYECKUX CPEICTB MM NCHXOTPONHBIX BEIIECTB, MOPALOK HX H3TOTOBJICHHSA,
pacnpeiesieHusi, PerncTpalMH, y4era H XpaHeHus, a Takoke mpaBmiaa odopmiieHHd,
yTBep:KIeHHbIE MPHKA30M MHHHCTEPCTBA  31PAaBOOXPAHEHHS Poccniickoit  @enepanun
or 1 aBrycra 2012 r. Ne 54u  (3aperncTpupoBaH MunucrepcrBoM locTHnnH Poccufickoit
®enepanuu 15 aprycra 2012 r., perucTpanuoHnbiii Ne 25190) ¢ H3MeHEHHAMM, BHECEHHBIMH
npuxazoM MHHHCTEPCTBA 31PaBOOXpaHeHHSN Poccniickoii ®enepanun ot 21 anpeas 2016 r.
Ne 254n (3aperncTpapoBaH MUHHCTEPCTBOM IOCTHINHHA Poccniickoii ®enepanuu 18 uions 2016 .,
perucrpaunoHHbii Ne 42887) (nanee - mpuka3 Ne 54); Iopsiox HasHAYCHAH H BBINHCHLIBAHHUS
JeKAPCTBEHHBIX NpENaparos, a TaKke ¢opM penenTypHBIX 0JAHKOB HA JIEKAPCTBEHHBIC
Npenaparsl, HOPAI0K odopMiIeHHs YKa3aHHBIX 6.1aHKOB, MX y4eTa H XpaHeHHs, yTBePK{eHHbIH
npuka3oM MHHHCTEPCTBA 3APABOOXPAHCHHUS Poccniickoii ®eaepanun ot 20 xexabps 2012 r.
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Ne 11751 (3aperucrpupoBaH MHHHCTEPCTBOM IOCTHLHH Poccuiickoii ®egepanuu 25 HIOHS
2003 r., perncrpaunoHnbiii Ne 28883) ¢ H3MeHEHHAMH, BHECEHHEIMH MPUKA30M MuHHCTEPCTBA
sgpaBooxpaHenus Poccuiickoii ®eaepanuu oT 21 anpeas 2016 r. Ne 254n (3aperucTpupoBaH
Munucrepersom focrunun Poccniickoii ®enepanuu 18 wmions 2016 r., perncCTpanHOHHbIMH
Ne 42887) (nanee - Ilopagox Ha3HAYCHHSA H ppinuchiBanun); [lepedeHDb J1eKAPCTBEHHBIX CPEACTB
IS MEIHIMHCKOT0 TpHMEHEHHs, TNOMIEKAMMX MPEAMETHO-KOIHIECTBCHHOMY  yHeTy,
yTBepKIeHHbI mnpukasoM MuaHHCTepCTBA  3APaBOOXPAHEHMUS Poccmiickoii @Penepauuu
or 22 anpens 2014 r. No 183n (3aperucTpupoBan MUHHCTEPCTBOM IOCTHIHH Poccuiickoit
®enepanun 22 wmons 2014 r., perncTpanHoHHBIH Ne 33210) ¢ m3MeHEHHSIMH, BHECEHHBIMH
npuKka3oM MHHHCTEPCTBA 31paBOOXPAHECHHUA Poccuiicxoii ®enepanun ot 10 cenradbps 2015 r.
Ne 634n (3apermcTpupoBaH MHHHCTEPCTBOM HOCTHIHH Poccuiickoit ®enepanmuu 30 cenTsOps
2015 r., peracrpanuonnsiii Ne 39063) (nanee - Ilepedens jieKapCTBEHHbIX cpeacrts); Ilopaaok
oTIycKa (GH3MYECKHM JIMIAM JIEKAPCTBEHHDbIX MPENapaTos NI MEIHIHMHCKOTO MPAMEHCHMU,
Co/lepKAMEX KPOMe MAIbIX KOJHIECTB HAPKOTHYECKHX CPEICTB, NCHXOTPOMHLIX BEMECTB M HX
NpeKypcopoB Apyrue (GpapMaxKoJOTHIeCKHe aKTHBHbLIE BEHICCTBA, YTBepXKACHHBI NpPUKa3oM
MuHHCTEPCTBA 3APABOOXPAHECHHS M COITHAILHOI0 Pa3sBHTHS Poccuiickoit ®eaepannu ot 17 Mas
2012 r. Ne 5621 (3aperncrpupoBaH MHUHHCTEPCTBOM I0CTHIHHA Poccniickoit @egepanun 1 HioHH
2012 r., perucrpanuoHHbIii Ne 24438) ¢ H3MEHCHAAMM, BHECEHHBIMH MPHKA3OM MunncrepcTBa
3npaBooxpanenus Poccmiickoit ®@enepanun ot 10 cenTabpa 2015 r. Ne 634n (3aperacTpupoBaH
MunncrepcrsoM 1octunmau Poceniickoii ®enepannu 30 cenTabps 2015 r., perHCTPANMOHHBIMH
Ne 39063) (na1ee — nopsiaok); IlepeueHn xA3HEHHO HEOOXOXAHMBIX H Ba’KHEHIHNX JTeKapCTBEHHbBIX
npenaparoB Ha 2016 roi, a TaKKke nepeveHb JIEKAPCTBEHHBLIX MPENapaToB I MeIHIAHCKOT0
NpMMeHEeHHsi H MHHHAMAJILHBIN ACCOPTHMEHT JIEKAPCTBEHHBIX NPENapaTos, HEe00XOAUMBIX ISt
OKA3aHHSl MEIMIMHCKOH NOMOIIM, YTBepKIeHHbe pacrnopsukenueM IIpaBuTesnbCTBa
Poccmiickoii ®eaepamun ot 26 mexaGps 2015 r. Ne 2724-p (CoOpanne 3aKOHOIATETLCTBA
Poccniickoii ®enepanun, 2016, Ne 2, ct. 413) (nanee — [lepedens JiekapCTBEHHBIX NpeNapaTos,
BXOASIIHX B MHHHMAJIbLHBIA accopTument); Ilepedens qo/mkHOCTeH (papManeBTHIECKHX H
MEJIMIMHCKAX PaGOTHHKOB B OPraHM3amAsX, KOTOPBIM NPEIOCTABJICHO NpaBo OTIyCKa
HAPKOTHYECKHX JIeKAPCTBEHHBIX NMPENAapaToB H NCHXOTPOMHBLIX JIEKAPCTBEHHRIX MpENapaTon
¢uzHYecKM JHIAM, YTBEPXKICHHbIH NPHKa3oM MmuHHCcTEpCTBa 3ApaBooxpaHenus Poceuiickoi
®enepanun oT 7 centadps 2016 r. Ne 681n (3aperucTpHpoBaH MuHHCTEPCTBOM HOCTHIHH
Poccniickoii ®enepanun 21 cenraéps 2016 r., perncTpannoHHbIH Ne 43748) (nanee — Ilepeuenn
JOJKHOCTEH)

1. HapkoTtuyeckue u rcuxoTponHsie | myHKT 3 IIpaBun
JNEKapCTBEHHBIE IPENapaThl OTIIYCKAIOTCS JI IO | OTIYCKa
peuenrtam?

2. WMMyHOGHOTOTHYECKHE nexapcrennble | myHKT 3 [IpaBun
TpenapaThl OTIIYCKAIOTCS JIK 10 PELenTaM? OTITyCKa

3. Hapxotuueckue U HcuxoTponHsie | MyHKT 4 IIpaBu

JNIEKApCTBEHHBIE MPENapaThl, BHECEHHBIC B | OTIYCKa,

Crmucox 11 Tlepeuns HApKOTHYECKHX H | TIpAJIOXKeHHs No lu2k
ICHXOTPOIHBIX JICKAPCTBEHHBIX IPENapaToB, | IPHKasy Ne 54n
OTIIYCKAIOTCS JIM TIPH IPEeXbABICHHN PELENTOB,
BBIIHCAHHBIX HA PENENTYPHBIX OaHKax GOPMBI
Ne 107/y-HII, yTBepXACHHOH IIPHUKA30M
No 54mn?
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ITcuxoTpomHBIe JIeKapCTBEHHBIE IIPENIaparsl,
BHecennsle B Cmmcox Il Ilepeuns
HApKOTHYECKHX u TICHXOTPOIHBIX
JIEKapCTBECHHBIX IPENapaToB, OTIYCKAIOTCA JIH
IIPH NPEIBSBICHHN PEIENTOB, BHITHCAHHEIX Ha
penentypusix 6maHkax ¢opmsl Ne 148-1/y-88,
yTBepKIEeHHOM npukazoM Ne 5417

nyHKT 4 [IpaBun
OTIIyCKa;

nyHKT 9 [lopsaxa
Ha3sHa4eHUS U
BBINUCHIBaHHS

HapkoTtuueckue U IICUXOTPOITHBIE
nexapcTBeHHble npenapatsl Crucka Il Iepeuns
HapKOTHYECKHX " IICUXOTPOITHBIX
JIEKapCTBEHHBIX  [pemaparoB B BHIE
TpaHCOEPMAJbHBIX TEPaleBTHYECKHX CHCTEM
OTITYCKAIOTCS JIM IIPU NMPEABSIBICHHH PELEIITOB,
BBINMHCAHHBIX Ha pelleNTyPHBIX O1aHKax GOopMBI
Ne 148-1/y-88, yrBepxIeHHOH IpHKa3OM
Ne 54u7?

myHKT 4 [TpaBmi
OTIIyCKa;

nyHKT 9 [Topsanka
Ha3HA4YEHUS U
BBINTHACHIBAHHUS

JlekapcTBEHHBIE TIpENapaThl, BKIIOYCHHBIC B
IepeueHb  JIEKAPCTBEHHBIX  CPEACTB  JUIA
MEIUIMHCKOTO IMPHMEHEHUs, IOMJIeXKaluX
IIPeAMETHO-KOJIMYECTBEHHOMY y4ery,
OTIYCKAIOTCS JIA IIPH NPEIbSBICHUAHN PELENTOB,
BBINMCAHHBIX Ha PEIENTYPHBIX 6i1aHkax GopMEI
Ne 148-1/y-88, yTBepxIOeHHOH IPHKa3OM
Ne 54u7?

IYHKT 4 IIpaBun
OTITyCKa;
pasgensr  I; II; III
Ilepeuns
JIEKapCTBEHHBIX CPEACTB

JlexapcTBeHHBIE Ipenapartbl, oOiajaromue
aHabO0JIH1eCKOi aKTHBHOCTBIO, OTIYCKAIOTCS JIH
TNPH IPEIBIBICHUH PELIENTOB, BBIIMCAHHBIX Ha
petenTypHex O6nmankax ¢opmer Ne 148-1/y-88,
yTBEpXKIeHHOM npuka3zoM Ne 54n?

1. 4 IIpaBui oTmycka;
HONITYHKT 3 ITyHKTa 9
[Nopsinxa Ha3HAYCHHUA H
BBITUCHIBAHHS

JlekapcTBEHHBIE  Ipemaparbl, COACpXKAIHE
KpOME€ MajbIX KOJHMYECTB HApKOTHYECKHX
CPeACTB, IICHUXOTPONHBIX BEIECTB M HX
IIPEKypCOpoB  Apyrue  ¢apMaKoIOTHUECKHe
aKTHBHBIE BEINECTBA, OTIYCKAIOTCA JH IIpH
IpeABABICHAH pEENTOB, BBIIMCAaHHBIX Ha
peuenTypHbx GinaHkax ¢opmsl Ne 148-1/y-88,
yTBepKAeHHOH npuka3zoM Ne 54H?

nyHKT 4 IIpaBun
OTIIYCKa; IYHKT 5
nopsaxa

OTmyck  JIeKapCTBEHHBIX —IIpemapaToB  Oe3
PELENTOB OCYINECTBIAETCS JIA B COOTBETCTBHH C
HHCTPYKIIMSMH 10 HX  MEOHIMHCKOMY
IIPUMEHEHHIO?

nyHKT 5 [IpaBun
OTHYyCKa

10.

Otmyck JIEKapCTBEHHBIX Ipenaparos
OCYIIECTBIIAETCS JIA B TE€UYCHHME YKA3aHHOIO B
perenTe Cpoka ero geicTeus?

myHKT 6 [IpaBui
OTIycKa

11.

B ciydae OTCYTCTBHS  JIEKApPCTBEHHOIO
npenapara pelenT HpHHAMAaeTcs JIM Ha
o06cITy)XHABaHNE B CIEIYIOLMIHE CPOKH:

nyHKT 6 [IpaBuin
OTIIyCKa
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peLent c IIOMETKOM «statim»
(HeMeIIeHHO) OOCIIy)KHBACTCA B TEUCHHEC
onHoro pabouero mHA CO MHs OOpalIeHHS
Itna K CyOBEKTY PO3HUYHOH TOPrOBIH?

nyskt 6 ITpaBun
OTIIyCKa

perienT ¢ IOMETKOH «Cito» (cpouHO)
0GCITy)KUBAETCS B TCUEHHE IBYX PaboTnX
el co Hs 06paIIeHns THIA K CyOBEKTY
[PO3HMYHOM TOProBiu?

nyHkT 6 [TpaBusn
OTITyCKa

pelenT Ha JeKapCTBEHHBIA Ipenapar,
BXONAIMIMI B MUHVMAIBHBIH aCCOPTHMCHT
€KapCTBEHHBIX IIpenapaToB s
€IULHHCKOr0 MPUMEHECHHA,
HEeOOGXOUMBIX IS OKa3aHWs MEIMIIHHCKOH
[TOMOIIHM, 0OCTYKUBACTCA B TCUCHHE ILATH
abounx mHel co mHA oOpalleHHd JHNa K
cyOBEKTY PO3HUYHON TOProBIH?

nyHkT 6 IIpaBui
OTIIyCKa

12.

O6cmyXuBaeTCd JIM PEenT Ha JIeKapCTBECHHBIA
Ipenapat, OTIIycKaeMbI OecryaTHO HIH CO
CKHIKOH ¥ He BOIIEJUIMA B MHHMMAIBHBIA
ACCOPTHMEHT JICKAPCTBEHHBIX MPeNapaToB UL
MEMIAHCKOTO ITIPUMEHEHHs, HEOOXOMUMBIX
I OKa3aHus MEJWIMHCKOM IOMOINH, B
TeueHuwe JecaTH paboumx JHeH co JAHA
obpamenus yMna K CyOBEKTY PO3HUYHOH
TOPTOBIH?

nyHkT 6 IlpaBun
OTIIyCKa

13.

OG6CITyXHBAXOTCSH b))’ pelenThl Ha
JleKapCTBEHHbIE Npenaparhbl, Ha3sHAYaeMble IO
pelnenuio BpadeOHOH KOMHCCHH, B TCHCHHC
nsTHAAATH paboumx [Hel co AHs oOpamleHus
JIALA K CYOBEKTY POSHHYHOM TOProBim?

nyHkT 6 [IpaBun
OTITyCKa

14.

OTHYCKaIOTCﬂ ¥ JIEKapCTBCHHBIC penaparsl
no penenTaM ¢ HCTEKIINM CpOKOM IICfICTBI’ISI?

nyHkT 6 IlpaBun
OTITyCKa

15.

OcymiecTBiseTCss M NpPH HCTEYCHHH CPOKa
IeHCTBHs peLenTa B IEPUOJ HAXOXKIACHUSA €ro
Ha OTCPOYEHHOM OOCIyXHBAaHHHM  OTIYCK
JNIEKapCTBEHHOTO Npenapara 1o TakoMy peueHTy
(6e3 ero nepeopopmueHus)?

nyHkT 6 IIpaBun
OTIIyCKa

16.

HCKapCTBeHHBIC npenapatbl OTIIYCKaroTCA JIH B
KOJIMYECTBC, YKa3aHHOM B peueHTe?

nyHKT 7 IIpaBun
OTITyCKa; PUJIOKEHUS
Ne 1 u Ne 2 Tlopsinka
Ha3Ha4YCHHS H
BBITACHIBAHHSA

17.

dapmareBTHIeCKiil paGOTHHK OTIYCKAeT JH
TpeeNbHO JOMYCTHMOE HIIH PEKOMEHIOBAHHOE
KOJIMYECTBO JIEKAPCTBEHHOr'O IIpenapara s
BLIIMCHIBAHAA HA  OIWH  peUent  IpH
IpeqbABIEHHM peHenTa C IPEBBIICHACM
IpeacabHO JIOIyCTHMOTO WIH
PEKOMEH/IOBAHHOTO KOJIMYIECTBA

nyskt 7 Ilpasun
OTITyCKa
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JIEKapCTBEHHOT'O Ipenapara JUld BBITHCHIBAHHUS
Ha OOMH peent ¢  TPOCTaBJICHHEM
COOTBETCTBYIOIIIEH OTMETKH B penente?

18. | Ormyck JIEKapCTBEHHOI'O npemnaparta | cratbsa 46 Ne 61-03;
OCYIIIECTBIAETCA JTM B [IEPBAYHOM M BTOPHYHOM | MyHKT 3 cTarsu 27
(moTpeOUTENBCKOIH) yIaKoBKax c | Ne 3-93;
MapKHpPOBKOH? myHKT 8 [TpaBun

OTIIyCKa

19. |Hapymaercs 1m  mnepBHYHas  ymakoBka | MyHKT 8 IIpaBmi
JIEKapCTBEHHOTO IIpernapara IIpY ero OTHycKe? | OTIycKa

20. myHKT 9 [IpaBun
IIpu oTImycKe eKapCTBEHHBIX [IPENApaToB HA | OTIYCKa
pellenTe IPOCTaBIAETCS JIM OTMETKA 00
OTITYCKE JIEKapCTBEHHOT'O Nperapara ¢
yKa3zaHHEM:

TOProBOr0 HAMMEHOBaHWs, JO3HPOBKM M | MyHKT 9 IlpaBmn

KOJIMYECTBA OTIIYIIEHHOTO JIEKApCTBEHHOrO | OTIIYCKa

npemnapara?

aMuIIEK, IMEHH, OTYeCTBa (TIPH HAIHYHHK) | MyHKT 9 IIpasun

MEIUIMHCKOTO pa0OTHHKAa B Cly4asx, | OTIOyCKa

yKa3aHHBIX B ab3alie YeTBEPTOM ITyHKTa 7 U

abzane TperbeM myHkTa 10 IlpaBmn

oTImycKa?

PEKBH3MTOB JIOKYMEHTa, YIOCTOBepsIomIero | myHkT 9 Ilpasun

ITHYHOCTD vua, IOJIYYHBILETO | OTITYCKa

leKapCTBEHHBI TpemapaT, B  Clydae,

ykasanHoM B myHkTe 20 ITpaBun oTirycka?

damuiny, aMeHn, oTyecTBa (IpH Hanuumy) | myHkT 9 [IpaBun

(hapMaLeBTUIECKOTO paGoTHHKa, | OTIIyCKa

OTIIYCTHBIIETO JIEKAPCTBEHHBIH Ipemnapar, i

€ro IomucH?

NaTHI OTITYCKA JIEKApCTBEHHOrO NpenapaTa? | myHKT 9 IlpaBun
OTIIyCKa

21. | Pement c oTMmeTko# Bo3Bpamaercs Ju 1npH | myHxt 10 IIpaBun
OTIIyCKE JIEKapCTBEHHBIX MpPENaparoB IO | OTHYyCKa;
peuenry, BBIIIUCAHHOMY Ha PEUCITYPHOM TIPIJIOXKEHHE Ne 2
Gmanke ¢opmer Ne 107-1/y, yTBEpXICHHOH | [Topsyxa Ha3HAYEHHS U
mpuka3zoM Ne 54H, CPOK HEHCTBUA KOTOPOTO | proror manug
COCTABJISET OJIMH Ioa?

22. | Ilepenaercsa m dapmaneptudeckuM | myHKT 11 [TpaBmi
pabOTHHKOM sy, npHoOpeTAIOIIEMY | OTIIyCKA

(mostygaronieMy) JIEKapCTBEHHBIE IpenapaThl
10 pelenTy, BHIMHCAHHOMY Ha pEUENTYPHOM
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Gnanke  dopmer  Ne  148-1/y-04 (),
YTBEPKIACHHOH IPHKa30M Ne 54n, nnu
dopmer Ne 148-1/y-06 (1), yTBEpKIEHHOH
npukazom Ne 54H, 3alONHEHHBIH KOPEIIOK
TAaKoro perenta?

23.

Ipocrasnsierca 1151 npu OTITyCKE
HApKOTHYECKOI0 u MICHXOTPOITHOT0
nekapcTBenHoro npenapata Crmcka I [Tepeuns
HApKOTHYECKHX U TICHXOTPOIHBIX
JIEKapCTBEHHBIX IMpenapaToB Ha penente 06
OTIIyCKe JIEKapCTBEHHOro Iiperapara Ie4aTh
OpraHW3allMi, B KOTOpOM YyKa3aHO NOJHOE
HanMeHoBanue (MpH HATWYHH 1edaTh)?

nyHKT 12 IIpasun
OTITyCKa

24.

Ha peniente unu KOpeIIKe peNenTa yKa3blBacTcs
JH TOUHOE BpeMs (B 4acax ¥ MHHYTaX) OTITyCKa
HMMYHOOHOJIOTHYECKOTO JIEKAPCTBEHHOTO
npemnapara?

nyHKT 13 IpaBui
OTIIyCKa

25.

HMMMyHOGHONIOTHUECKHE JieKapCTBEHHBIC
Ipenaparsl OTIYCKAIOTCA JIM TpUd HAIWIUH
CIENMAILHOTO TEPMOKOHTEHHEpa?

myHkT 13 IlpaBun
OTITyCKa

26.

OcraroTcsi H XpaHarcs JH Yy cyObekra
obpalleHust JIEKapCTBECHHBIX CPEICTB PEENTH
(¢ orMmerxo#l «JlekapcTBEHHBI —Tmpenapar
OTIYIIEH») Ha!

nyHkT 14 [IpaBun
OTITyCKa

HApKOTHIECKHE U IICHXOTPOITHBIE
nekapcTBeHnble  npemaparsl  Crucka 1l
[Mepeduns HAPKOTHYECKHX M IICHXOTPOIHBIX
JIEKapCTBEHHBIX TIPENapaTroB - B TEUCHHE
[IATH JIeT?

nyHKT 14 IIpasun
OTIyCKa

[ICUXOTPOTHBIE JIEKAPCTBEHHBIC IPEIapaThl
Crnucka III TlepedyHs HapKOTHYECKHUX H
[ICUXOTPOIHBIX JIEKapCTBEHHBIX
IpEnapaToB - B TEUCHHE IATH JIET?

nyHKT 14 IIpasun
OTIIyCKa

IeKapCTBEHHBIC TPENAapaThl, OTIIYCKacMble
GecIIaTHO WM CO CKUIKOH, - B TCYCHHUE
Tpex JeT?

myHKT 14 IIpasun
OTIycKa

KOMOWHUPOBAHHEIE JIeKapCTBEHHBIE
[peraparbl, COAEpKallHE HAPKOTHYECKHE
CpelcTBa HWJIM IICHXOTPOIHBIC BEINECTBA,
pHecenHple B Crucku II um III Ilepeuns
HapKOTHYECKUX U MICUXOTPOITHBIX
TIEKapCTBEHHBIX Ipernaparos,
M3rOTOBJICHHBIE B allT€YHOH OpraHM3alniy,
- B TEYEHHE TPEX JET?

nyskT 14 [Ipasun

OTIyCKa
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[leKapCTBEHHbIE Ipemapathbl, objajarommue
aHAGOIMUECKON aKTHBHOCTBIO, - B TCUCHHUC
Tpex JeT?

nyHkt 14 IIpaBun
OTITyCKa

leKkapCTBEHHBIE Ipemaparhl, MOINEKaIe
IpeAMETHO-KOJTMYECTBCHHOMY Y4eTy, - B
TedeHHe TpeX JeT?

nyHkt 14 TIpaBun
OTITyCKa

nexkapcTBEeHHBIE Ipemaparhl B KHIKOH

nyHkT 14 TIpasun

AHTHICHXOTHYECKAM  cpelcTBaM  (KOX
NO5A), amkcHonuTHKaM (KOa NO5B),
CHOTBODHBIM W CENATHBHBIM CpEACTBAM
(xon NO5C), anTHICHpECCAHTAM (xon
NO6A) u He MOAIeKaHue IMpeaMeTHO-
K(‘OJII/I‘JCCTBCHHOMy y4eTy, - B TEUEHHE TPEX

ecs1eB”?

TexapcTBeHHON opmMe, COIEPHKALIIC fonee | oTmycka

15% STHJIOBOTO CIIMPTa OT 06beMa ToTOBOH

MPOIYKIMH, - B TCUCHHE TPEX MecseB?

HHBIC JIEKapCTBEHHBIC npenapars!, | myHKT 14 IIpaBun
OTHOCSIIHECS 1o ATX K | oTmycka

27. | Penentsl, He ykaszaHusle B myHKTe 14 IlpaBun | myHKT 15 Ipasun
OTIycKa,  OTMEYAloTCs W INTAMIOM | OTIyCKa
«JIexapCTBEHHBIN IpenapaT OTIIYIIEH»?

28. | Pementsl, He yKazaHHbIe B myHKTe 14 TIpaBun | MyHKT 15 ITpaBun
OTIIyCKa, BO3BpAIlAlOTCA ~ JIM  JIMILY, | OTIYCKa
Oy 9MBLIEMY JIEKAPCTBEHHBIHA npenapat?

29. | Umeercs JH  KypHal, B KOTOpOM
PETHCTPUPYIOTCA ~PELENTHl, BBIMHCAHHBIC C oyHKT 15

HapymrenneM [IpaBut OTIycKa, ¢ yKasaHHeM:

IpaBui oTmycka

BBIBJIEHHBIX HapymeHuit B 0bopMICHHH]

ererTa? OyHKT 15

) [MpaBui oTmycka

(aMuITHK, UMEHH, OTYeCTBa (TIpHU HaIM9aM)| MyHKT 15

M@, BBIMMCABIIENO PElenT? IIpaBui oTIycka
" IOyHKT 15

HarMeHOBaHUS METHIMHCKOM OpraHH3aluy? Tipaswn oTmycKa

PUHATBHIX MEP? IOyHKT 15

TpaBun oTIycKa

Orpalmqe}mﬂ, HaJjlaraeMbi¢ Ha (l)apmauen'mqecxnx

npodecCHOHANLHOM AeATEILHOCTH (et
Ne 323-®3 «O6 ocHoBax OXpaHbI 3J0POBbSI IpazkiaH

paboTHHKOB NPH OCYMECTBJICHUH HMH

aTha 74 @egepaibHoro 3akona ot 21 aHonOpa 2011 r.

B Poccuiickoii ®eaepanun» (Codpanne

zaKoHoAaTeAbcTBa Poccuiickoit @enepanuu, 2011, Ne 48, cr. 6724; 2017, Ne 31, cr. 4765)
(nanee - Ne 323-®3)

30.

dapmaneBTHIeCKHE PAOOTHHKH H
PYKOBOJIHTENH alITEYHBIX OPraHu3aIlKi:

HOANYHKTHI 2 1 4
nyHKTa 2 CTaThH 74
Ne 323-03;

nyskt 17 [Ipasun
OTITyCKa
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[OJTYYaiOT M OT KOMIIAHHH, IIPEJICTaBUTENA
KOMIIAHHH 00pas3Iibl JIEKaApCTBEHHBIX
[penapaToB AJIs Bpy4YEeHUs HaCeICHHIO?

HOJIYHKTH 2 U 4
IyHKTa 2 CTaThH 74
Ne 323-03;

yHKT 17 IIpaBun
OTITyCKa

[IPEAOCTABIIIOT T HAaCEIECHHIO
HEIOCTOBEPHYIO H (MJIH) HEIOJHYIO
HH(OOPMANHIO O HATUYHY JICKapCTBEHHBIX
[IpemaparoB, BKJIIOYast I€KapCTBEHHBIE
[peraparsl, HIMEIOIINE OIUHAKOBOE
MEXXIYHAPOAHOE HEIIaTEHTOBAaHHOE
HanMEHOBaHHE?

TIOAMYHKTHI 2 1 4
NyHKTa 2 cTaThu 74
Ne 323-D3;

nyHkT 17 IIpaBun
OTITyCKa

CKPBIBAIOT JI HHPOPMALIHIO O HATTMYHUH
IeKapCTBEHHBIX NPENapaToB, HMEIOLIHNX
Gonee HU3KYIO IeHy?

HOMITYHKTHI 2 U 4
IIyHKTa 2 cTaThu 74
Ne 323-@3;

nyHKT 17 IIpaBun
OTITyCKa

Tpe6onalmﬂ K OTHYCKY HApPKOTHY€CKHX H MNCHXOTPOMHLIX JIEKAPCTBCHHBLIX NpENaparTos,

JICKapCTBE€HHBIX

penaparoB, o0nagzalomux aHA00MHYECKOH AKTHBHOCTBLIO,

JIEKAPCTBEHHBIX MPENapaToB, MOLJIEKAMHUX MPeAMETHO-KOJHIECTBEHHOMY yYeTy

HHBIX

31.

OTnyck HapKOTWYECKHMX H TICHXOTPOIHBIX
JIEKapCTBEHHBIX IIPENapaToB OCYIIECTBILAETCS
na  (apmaneBTHYECKHMH  pabOTHHKaMH,
3aHAMAIOIMAMH JOJDKHOCTH, BKJIIOUYCHHBIE B
IepeueHb DOMMKHOCTEH?

nyHkT 19 [Ipasun
OTITyCKa;
Ilepeuens nomkHOCTEH

32

Otnyck NIEKapCTBEHHBIX IIpenapaToB,
obnamaroux aHaboIHYeCKOH aKTHBHOCTHIO,
ocymecTBisieTcss JH  (papMaleBTHYECKHMH
pabOTHUKAaMH, 3aHUMAIOMIUMHU  JOJDKHOCTH,
BKJIIOUeHHBIE B Ilepedens nosnkHOCTEH?

nyHKT 19 Ipasun
OTITyCKa;
[lepedens nomKHOCTEH

33.

OTtnyck JIEKApCTBEHHBIX IIpenapaTos,
NOJISKAIMNX  NPEeJMETHO-KOIHYECTBEHHOMY
yUery, OCYIIECTBIIAETCS 1
(apManeBTHIECKUMHU paboTHHKaMH,
3aHUMAIOIIUMH JO/DKHOCTH, BKJIFOYEHHBIE B
IepeyeHb HOHKHOCTEH?

nyHKT 19 IlpaBun
OTIIyCKa,
IlepeueHp BOMKHOCTEH

34.

HapkoTtuueckne u IICHXOTPOIIHBIE
nekapcTBeHHbIE npernapaTs! Crincka II Ilepeuns
HapKOTHYECKHX 74 HICUXOTPOITHBIX
JIEKapCTBEHHBIX IPENApaTOB OTIIYCKAIOTCH JIH
opu NpeABABICHUA JOKyMEHTa,
YAOCTOBEPSIOLIETO JTMYHOCTB, vy,
yKa3aHHOMY B peIenTe, €ro 3aKOHHOMY
IPEACTaBUTENIO HMIM  JIHIY, HMEIOLIEMY
0(hopMIICHHYIO B COOTBETCTBHH c
3aKoHOmaTeascTBOM Poccuiickoit Penepanuu
JOBEPEHHOCTh Ha IIpaBO TOJyYEHHS TaKHX
HapKOTHYECKHX u MICUXOTPOIMHBIX
JICKapCTBEHHBIX ITpenapaTos?

nyHKT 20 [IpaBun
OTITyCKa
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35.

Briaercs i nociie OTIycKa HapKOTHYSCKUX U
ICHXOTPOMHBIX JIEKAPCTBEHHBIX IIPEaparoB
Coucka II u III Tlepeuns HapKOTHYECKHX H
IICHXOTPONHBIX JIEKAPCTBEHHBIX IpenapaToB
CHTHAaTypa C JKEITOH MOJIOCOH B BEpXHEH JacTh
U HaJIOHCBIO 4YEepPHHIM MMpHGTOM Ha HEH
«Curnarypay, B KOTOpO¥ yKa3bIBaIOTCA:

nyHKT 22 [Ipasun
OTIIyCKa

HaMMEHOBAHHE M aJpeC MECTOHAXOMICHUA
cyObekTa  OOpalleHHs  JICKapCTBEHHBIX
cpenctB?

myHKT 22 [IpaBun
OTIIyCKa

HOMEDP U JiaTa BBITHCAHHOTO peuenTa?

nyHKT 22 [IpaBui
OTIIycKa

amumms, UMs, OT4eCTBO (IIPH HAIMYHMH)
mMoa, IS KOTOpOro  NpeaHa3sHavYeH
TeKapCTBEHHBIA IpenapaT, €ro Bo3pact?

myHKT 22 [IpaBun
OTITyCKa

HOMEp MEIUIMHCKOH KapThl IallUeHTa,
[OJIy4ArOUIEr0 MEIUIIMHCKYIO IOMOLIb B
aMOyJIaTOpHBIX YCIOBHAX, JUIL KOTOPOTO
NpeHA3HAYEH JIEKAPCTBCHHBIH npenapar?

myHKT 22 [IpaBun
OTITyCKa

amunua, uMA, OT4eCTBO (IIPH HAITMYHH)
MEIUIHHCKOro pabOTHHKA, BBINHCABIIIETO
pellenT, ero KOHTAKTHBIH TenedoH ubo
TenedoH MEIRIUHCKOH OpraHu3aluu?

nyHKT 22 ITpasun
OTIIyCKa

COZCPXKaHHC PEICIITa Ha JIATHHCKOM A3bIKE?

nyHKT 22 [IpaBui
OTIIyCKa

dammiIKs, UMs1, OTIECTBO (TIPH HAUYHM) U
NoANKECh (papMalieBTHYECKOTO PabOTHHKA,
OTIyCTHBIIETO JIEKAPCTBEHHbIH Ipenapar?

myHKT 22 [Ipasun
OTIIyCKa

MaTa OTIycKa JIeKapCTBEeHHOro Ipenapara?

nyHKT 22 [IpaBun
OTIIyCcKa

TpeGoBaHnusi K OTNYCKY JEKAPCTBEHHBIX INpPENapaToB Mo TPeOOBAHHUAM-HAKIAAHBIM
MeIUIHHCKAX OpraHH3anuil, HHAMBHIYAILHLIX NpeINpHHHMATe/IeH, AMEIOMMX JIMIEH3HI0 HA
MEAUIHMHCKYIO NeATeIbHOCTD

36.

nyHKT 26 [Tpasun

ViMeeTcss MM Ha TpeGOBaHWSX-HakTamHex Ha | OTHYCXE;

TOJTy4eHHe JeKAPCTBEHHbIX PENapaToB: IIpunoxenne Ne 13
rnassl III MacTpykium
nyHKT 26 Ilpasun

rTaMm? OTITyCKa;
' IMpunoxenne Ne 13
riassl [ MECTpYKITMH
KpyTyas evarhb MEIMIUHCKOM | MyHKT 26 ITpaBui
OpraHu3aln’? OTIIyCKa;




[Mpunoxenue Ne 13
rnassl 111 MHCTpYyXR1IIMH

MOAIMHMCh €€ PYKOBOAUTENS HIH €Iro
3amecTHTeNd 1o JiedeOHOoM yacTu?

myHKT 26 IIpaBun
OTITyCKa;
[Tpunoxenue Ne 13
rnasel I MacTpykimn

HOMED TOKYMEHTa?

myHKT 26 [IpaBun
OTIIYCKa;
ITpunoxenue Ne 13
rnaBsl 111 MacTpyknun

naTa cocTaBlieHHs JOKyMeHTa?

nyHKT 26 [TpaBun
OTHYCKa;
[Mpunoxenue Ne 13
rnassl 111 MHCTpYKIIUH

HAMMCHOBaHHUC OTIIPABUTEILA
VICKAPCTBCHHOT'O HpenapaTa?

nyHKT 26 [IpaBui
OTIIyCKa,
[Tpunoxenue Ne 13
rnassl [II MHCTpYKIIMH

HaUMEHOBaHHUE HOJTyqaTest
lleKapCTBEHHOTO Ipenapara?

myHKT 26 IIpaBun
OTITyCKa;
[Mpunoxenue Ne 13
rnaBsl 111 MaCTpYKIHH

HalMEHOBaHUE JIEKApCTBEHHOTO IIpernapara
Ha JIATHHCKOM s3bIKe (C  yKa3aHMEM
Mo3mpoBku, (OPMBI  BBIIyCKa, BHIA
YIAKOBKH, CII0oc0o0a MpUMEHEHM:)?

myHKT 26 IIpasui
OTITYCKa;
[Tpunoxenne Ne 13
rnassl [H MacTpyKunn

[KOJTHYICCTBO BanC60BaHHI>IX
JICKapPCTBCHHBIX HpenapaTOB?

nyHKT 26 IIpaBun
OTIIyCKa;
[punoxenue Ne 13
riassl [1I MHCTpyKIMH

KOJMYECTBO M CTOMMOCTH OTIYILIEHHBIX
JIeKapCTBEHHBIX IIpernapaToB?

yHKT 26 [IpaBun
OTITyCKa;
IMpunoxenune Ne 13
rnaBsl [II MHCcTpyKmu

37.

OcywecTeisiercs M OTmycK mo oraemsHem | TYHKT 27 llpasun
TpeGOBaHUAM-HAKIIAIHBIM: OTIryCka
HApKOTHIECKAX u IICHXOTPONHBIX | mynkT 27 IIpaBun
nexapcTBeHHBIX npenaparos Criucka Il u III | ortmycka
[Tepeuns HAPKOTHYECKHX M IICHXOTPOMHBIX
TeKapCTBEHHBIX MpenapaTon?
lleKapCTBEHHBIX MpemapaTos, mognexamux | TYHKT 27 Ilpasu
NpeIMETHO-KOTHYECTBEHHOMY YdeTy? OTIryCka
WHBIX JIeKapCTBEHHBIX Mpenapatos, B Tom | NYHKT 27 llpasui
OTITycKa

[4ICIIe OTIIyCKaeMbIX Oe3 penenrta?
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38. IpocTasnseTcs T Ha TpeGOBAHUA-HAKIAIHOH | YHKT 29 Ilpasun
OTMETKa O KOJNHYECTBE M  CTOHMOCTH | OTHyCKa
OTIyIIEHHBIX JIEKAPCTBEHHBIX IIpenaparos?

39. OcyImecTBIseTCs T XpaHEHHe TpeOOBAHHH- | MyHKT 30 Ilpasun
HAKJIaOHBIX, [0  KOTOpPHIM  OTIYIIEHHI | OTIIyCKa
JNIEKapCTBEHHBIE [IPEMapaThl:

nyskt 30 [pasun
OTIIyCKa
Ha HApKOTHYECKHE H  IICHXOTPOIHBIC
nexapcTeerHble npenapaTsl Crmcka 11 u 111
[Tepeuns HAPKOTHYECKAX M NCHXOTPONHBIX
TeKapCTBEHHBIX IIPENapaTtoB - B TEUCHHE
MATH JIET?
Ha JIeKapCTBEHHEIE npenapatsl, | myHKT 30 IIpasmin
IO JICKAIIUueC MIpEAMETHO- | OTIYCKA
KOJIMUECTBEHHOMY YUETY, - B TCUCHHE TPEX
ner?
nyHkT 30 I1pasun
HA MHBIE JIEKAPCTBEHHBIE IIpENapaTh! - B oTmycKa
TeyeHHe OJJHOro roja?

40. Cobmomaercs  3ampeT Ha  Hapymenue | yHKT 31 IIpasun

[IEpBHYHON YIIAaKOBKH JIEKApCTBEHHOI'O | OTIyCKa
Tperapata MpH €ro OTIYCKE Mo TpeGOBaHMIO-
HaknamHOM (32 HCKmoueHHeM CyOBekra
PO3HHYHOM TOPTOBIH, MMEIOIIETO JHIIEH3HIO Ha
(apManeBTHYECKYIO JEATENBHOCTE C IIPaBOM
M3rOTOBJICHHSA JE€KAapCTBEHHBIX IPENapaToB)?

41. Cobmomaercss Jd  3ampeT Ha  OTIycK | myHkT 7 IIpaBun
JIEKApCTBEHHBIX IPENapaToB B KOJNMYECTBE, | OTIYCKA; MPHIOKECHHASL
YKa3aHHOM B pellenTe, B Ciy4ae, Korja Amd | Ne 1 u Ne 2 [Topsnka
JNIEKapCTBEHHOTO  IIpemnapara  YCTAHOBIEHB! | yaspaueHUs U
TIpEebHO AOIMYCTHMOE HlK PEKOMEHIOBAHHOE | prmycriBaHms
KOJIMYECTBO JUIS BBHINMACHIBAHHA Ha OJHUH
penent?

42. CobmofaeTcs JM 3ampeT Ha Hapyllenue | myHKT 8 IIpaBmi
BTOPUYHOH  (MOTPEOMTENBCKOM)  YNAKOBKH | OTIyCKa
JIEKapCTBEHHOr0 ~ Tpemapata M  OTIYCK
JNIEKapCTBEHHOrO IpemapaTa B IEPBUYHOH
ymakoBKe?

43. Co6mogaercs Jd  3adpeT Ha  OTIYCK | IMyHKT 28 IIpaBun
HapKOTHYECKUX %4 IICHXOTPOIHBIX | OTIIyCKa

nexapcTBeHHbIX TperaparoB Crmcka II m I
[lepeynsi HApPKOTHYECKMX H IICHXOTPOIHBIX
JIEKApCTBEHHBIX NPEHapaToB M0 TpeOGOBaHHAM-
HaKJIaJHBIM HHAABAyaIbHOIO
TIpeANpPHHAMATENA, MMEIOMEro JHMICH3HI0 Ha
MEIUIUHCKYIO IESTeBHOCTh?




(momxrOCTS ¥ PHO JOIDKHOCTHOTO JIMIIA, 3aI0JIHUBILIETO IIPOBEPOYHBII JIACT, TIOAIHCH, AaTa)

(morxHOCTE B ®VIO TOIKHOCTHOTO JIMIA OPR/MYECKOro JIIA, IPACYTCTBOBABIICTO NPH
3aTI0JIHEHHH IPOBEPOYHOTO JIUCTA, TO/ITHCE, 1aTa)




IMpunoxenne Ne 26

K nipukasy QenepanbHOH CiryKOb!

10 Ham30py B cdepe 34paBOOXPAHEHUA
4

ot (Y M/%NQ[/) \’327

®opma

IIpoBepo4YHBIH JHCT
(cMHCOK KOHTPOJILHBIX BONPOCOB),
ucnoJb3yembiii ®enepanabHoii ciryx6oii o Hagzopy B cdepe 31paBoOXpaHeHHs
H ee TepPUTOPHAJIBLHBIMH OPraHAMH NPH NPOBeJCHHH MJIAHOBLIX NPOBEPOK NpH
ocyIecTBJIeHHH (heepadbHOro rocy1apcTBEHHOro Haa3opa B chepe obpaieHHns
JIEKAPCTBEHHBIX CPEACTB
(oTHycK M peaju3alHs JeKAPCTBEHHbIX NPENapaToB Il MeHIHHCKOrO
NpHMeHeHHsl HHANBHAYAIbHBIMH NPeANPHHAMATE/IAMH)

(HanMeHOBaHHE OpraHa, OCYIIECTRIMIONIErO TIIAHOBYIO IIPOBEPKY)

1. Bun roCyIapCTBEHHOIO KOHTPOJIA (Hag3opa)

2. Tlpemmer IUaHOBOM IPOBEPKH HOPUIMYECKHX JIHMIl W HHAMBHIYaJIbHBIX
TpeIpHHEMATENEl OrpaHHYHBAETCS 063aTeNbHEIMH TPeOOBaHUAMHY, COOJTIOICHHE KOTOPBIX
ABJIAETCS HamOoJiee 3HAUUMBIM C TOYKH 3pEHMs HENONYIIEHHS BO3HUKHOBEHMS YIPO3BI
pUYHHEHNS Bpe/ia XU3HH, 30POBBIO PaXK/IaH, U3I0KEHHBIMA B pOpME IPOBEPOYHOTO JIHCTA
(CTIMCKa KOHTPOJBHBIX BOIIPOCOB).

3. HauMeHOBaHHe IOPHIMYECKOrO JMua, (GaMHIHi, HMs, OTYECTBO (UpH HATMIHH)
HHIABUIYAJIBHOTO NpeANpPUHAMATEIS:

4. MecTo MpOBEIEHHs IUTaHOBOH IPOBEPKH C 3alOJHEHHEM IIPOBEPOYHOro JIMCTA:

5. PexBU3HUTHI IpHKa3a O MPOBEJICHHHU IIAHOBOW IMPOBEPKH: OT

Ne

6. YueTHbI HOMEP IPOBEPKH U J]aTa IPUCBOSHHUS YUeTHOTO HOMEpa MPOBEPKH B Enunom
peecTpe NMPOBEPOK:

7. JIOmKXHOCTh, GaMIIAA W WHHLMAIBI JOJDKHOCTHOIO JIMIA (nu1), mpoBoAAIIEro(MXx)
IUIAHOBYIO IIPOBEPKY:

1. ;

2. .
8. INepeueHs BOMPOCOB, OTPAXKAIOIINX COfiepkKaHue 00s3aTelbHBIX TpeGOBaHMH, OTBET Ha
KOTOpHIE OJHO3HAYHO CBHETENLCTBYET O COOIIONCHUH HIIH HecOOIIOCHUH IOPUANIECKUM
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JIALOM, MHIABHAAYaT5HEIM PENPHHAMATENEM 00A3aTeIbHBIX TpeGoBaHuii, COCTABMIAIOMMX
IpeaMeT MPOBEPKH:

PexBH3HTHI BoiBoa 0
HOPMATHBHBIX BLINOJIHCHAH
Ne Bonpocsl, 0Tpazkalomue cofepkanne NpaBOBBIX AKTOB, C TpeGoBanmii
n/n 06s3aTeNbLHbIX TPeGOBaAHMI yKa3aHHeM HX

CTPYKTYPHBIX aa HeT
€IHHAN, KOTOPLIMH
YCTaHOBJIEHBI
obs3aTeIbABIE
TpeGoBaHuA

®enepanbHbIi 3aKoH 0T 12 anpes 2010 r. Ne 61-®3 «O6 o6pameHnH JIEKAPCTBEHHBIX CPEACTB
(Cobpanue 3aKOHOAATEILCTBA Poccuiickoii ®enepamun, 2010, Ne 16, cr. 1815; 2016, Ne 27,
ct. 4283) (nanee - 61-03); IIpaBnia oTIyCKa JeKapCTBEHHBIX npenapaTos sl MEIHIHHCKOr0
IPAMEHEHHs, B TOM 9HC/Ie HMMYHOOHOIOTHIECKHX JIeKapCTBEHHBIX NPENapaToB, aNTeIHLIMH
OpraHM3amMsMH, HHIMBHAYAJIbHBIMH TNpeINPHHAMATEIAMH, HMEIOMHEMH JINIEH3HI0 Ha
dapManeBTHIECKYIO AEATEJIHHOCTD, yTBep:KIeHHBIE OPHKA30M MunucTepcTBa
sgpasooxpanenus Poccuiickoii ®enepanun ot 11 mions 2017 r. Ne 4031 (3aperncTrpHpoBaH
MunucrepcrBom focruuun Poccuiickoi ®enepanun 8 cenrabpa 2017 r., perucTpanuoHHbIH
Ne 48125) (manee - IlpaBuia otmycka); Ilopsnok Ha3HAYICHAS U BBINMHCHLIBAHHUS JIEKAPCTBEHHBIX
NpenaparoB, H3AeIHI MEIHIHHCKOr0 Ha3HAICHHR H CHEeNHAJU3HPOBAHHBIX MPOAYKTOB
negeGHOr0 NMTAHMS, YTBEPKIAEHHLIH  npukasoM MunmcTepcTBa 3ApABOOXpaHEHHS H
conmaanbHoro passutas Poccmiickoit  @enepanuu 0T 12 ¢espans 2007 r. Ne 110
(3aperucTpupoBaH MUHHMCTEPCTBOM HOCTHIMH Poccuiickoii ®enepamua 27 anpens 2007 r.,
perucTpandoHHbiii Ne 9364) ¢ HM3MEHCHMAMH, BHECEHHHIMH MpHKa3oM MHHHCTEPCTBA
sapaBooxpanenns Poccmiickoii ®@exepanun o1 26 deppans 2013 r. Ne 941 (3aperncTpupoBax
MuHncTepeTBOM IocTHIHE Poccniickoii ®enepanuu 25 wmions 2013 r., perucTpanuoHHbII
Ne 28881) (manee — Mucrpyknusi); Ilopsanok HasHaueHus H BHINICLIBAHUSA JEKAPCTBEHHBIX
npenapaTos, a TaKkke GopM penenTypHbIX 61aHKOB HA JEKAPCTBEHHbIE IPeNapaThl, MOPHIOK
opopmiIeHAs yKa3aHHBIX O0JaHKOB, HX Yy4eTa H XpaHeHHH, yTBEp:KICHHBI NPHKAa30M
MHuHHCTEPCTBA 3APaBOOXPAHECHHS Poccniickoit ®enepanuu ot 20 nexabps 2012 r. Ne 1175u
(3aperncTpnpoBan  MHHHCTEPCTBOM HOCTHIHH Poccuiickoit @enepamun 25 mions 2003 r.,
perncTpanMoHHbIi  Ne 28883) ¢ wu3MeHEHHSMH, BHECCHHLIMH INPHKA30M MunucrepcrBa
sapaBooxpanenus Poccniickoii @enxepanuu oT 21 anpens 2016 r. Ne 254u (3aperucTpupoBaH
MusucTepcTBOM HOCTHIHE Poccniickoi ®epepannn 18 mions 2016 r., perucTpanAoHHbI
Ne 42887) (nanee - Ilopsaok Ha3HAYCHHS H poinuchbiBanns); IlepedeHn JeKapCTBEHHbIX CPEICTB
A MEJHIMHCKOro MpPHMEHEHHs, TOMLICKAIMMUX NpeIMETHO-KOJINYeCTBEHHOMY  yIeTy,
yTBepIeHHbI mnpukasoM MuHHCTEPCTBA sapaBooxpanenns Poccuiickoi ®enepanun
or 22 ampeas 2014 r. Ne 183m (3aperucTpHpoBaH MunncreperBoM ocrunun Poccniickoi
®enepanuun 22 mroas 2014 r., perucrpauronnbiii Ne 33210) ¢ m3MeHeHHAMH, BHECEHHBIMH
npuxa3zoM MHHHCTEPCTBA 3IPABOOXPAHCHHS Poccniickoii ®enepanuu ot 10 cenTsa0ps 2015 r.
Ne 634n (3aperucTpupoBan MHHHCTEPCTBOM J0CTHIHMHA Poccniickoii ®enepannu 30 cenTsOps
2015 r., perucrpauuonnbiii Ne 39063) (nanee - IlepeyeHb JIeKApCTBEHHBIX cpeactB); Ilopaaok
OTIyCKa (GHIMYECKHM JIMIAM JEKAPCTBEHHDLIX NMpenapaTos A MeIMIMHCKOro HpHMeHEeHH,
COJIePIKANMX KPOMe MAJIBIX KOJIHYECTB HAPKOTHYECKHUX CPEICTR, [ICHXOTPOMHBIX BEMECTB H HX
peKypcopoB ApyrHe (papMaKoJOrHiecKHe aKTHBHBIC BEMeCTBAa, YTBEPKIACHHDBIH NPHKA30M
MHUHHCTEPCTBA 31PABOOXPAHEHAA H COMAIBHOTO Pa3BUTH Poccmiickoii ®egepanun ot 17 Mas
2012 r. Ne 5621 (3aperucrpuposad MHHHCTEPCTBOM I0CTHIINN Poccuiickoii ®enepannuu 1 HioHsA
2012 r., peracTpanuoHHbIA Ne 24438) ¢ H3MeHeHNAMH, BHCCCHHBIMU MPHKAIOM MHuHHCTEpPCTBA




sgpaBooxpanends Poccniickoit ®denepauun ot 10 centadps 2015 r. Ne 634u (3aperucTpupoBaH
MunucreperBom toctuiun Poccniickoii @enepanun 30 centsiéps 2015 r., perncTpanuoOHHBIA
Ne 39063) (nanee — mopsaok); IlepetueHn KUIHEHHO He00X0AUMBbIX H BaJKHEHIHUX JIEKAPCTBEHHBIX
npenaparos Ha 2016 roa, a TaKke nepeveHb JEKAPCTBEHHBIX NMPENapaToB I MEIHIHHCKOTr0
H MHHHMAJbHBIH 2CCOPTHMEHT JIEKaPCTBEeHHBIX NMPENapaTos, He00XO0AUMBIX 1JIfl
pacnopsokendeM  IIpaBHTe/ILCTBA
Poccuiickoii ®egepamnu ot 26 aexadps 2015 r. Ne 2724-p (Cobpanue 3aKOHOAATEJHCTBA
Poccniickoii ®enepanun, 2016, Ne 2, ct. 413) (nanee — Ilepedens JekapCTBeHHBIX npenaparos,

NpHUMeEHEHNs
OKa3aHusA
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MEIMIMHCKON  NOMONIH,

BXOAAIINX B MHHHMAJILHBIH ACCOPTHMEHT)

yTBEpKIeHHbIE

1.

HCKapCTBCHHBIe npenaparsl, BKJIIOYCHHBIC B

nepeYeHb  JIGKAPCTBEHHBIX ~ CPEACTB UL
MEIUIIMHCKOTO MPHUMEHEHHs, IOJUIeXNaIHX
IpEAMETHO-KOJIHIECTBEHHOMY y4ery,

OTIYCKAIOTCS JIM TIPH HNPEAbABICHAN PELENTOB,
BHINMCAHHBIX HA PEHENTYPHBIX OIaHKax GOpMbI
No 148-1/y-88, yTBEpKIECHHOM IPHKa3OM
No 54n?

MyHKT 4 [paBun
OTIIyCKa,
paspenst I, I 1II
[lepeuns

JIEKAQPCTBCHHEBIX CPEICTB

JlexapcTBeHHBIE — IpemapaTel, —oOlajarommue
aHa0O0TMYECKOM aKTHBHOCTHIO, OTITYCKArOTCS JIX
TpH MPENBABICHAH PEIENTOB, BEIIUCAHHBIX HA
penenTypHbIX Grankax popmer Ne 148-1/y-88,
yTBEPKIEHHOM pHKa3oM Ne 54u?

1. 4 IIpaBun oTIyCcKa,
HOJIYHKT 3 IyHKTa 9
[Topsinka Ha3HAYCHUS U
BBIMTACHIBAHUSA

JlexapcTBeHHBIE — IIpenaparthl, — COZEpIKaIlHue
KpOME MAaIBIX KOJHYECTB HapKOTHIECKHX
CpElCTB, ICHXOTPONHBIX BEIMIECTB H HX
IIPEKypcopoB  Jpyrue  (papMakoNOTHYECKHE
aKTUBHBIE BELECTBA, OTIYCKAIOTCA M IIpH
IpEabSBICHHN PEIENTOB, BHIIMCAHHBIX HA
penenTypHbIx GiaHKax ¢opmsl Ne 148-1/y-88,
yTBEpAKIEHHOM prKa3oM Ne 54u?

nyHKT 4 [IpaBun
OTIIyCKa; IMYHKT 5
nopsiaxa

OTIycK JIeKAapCTBEHHBIX —IpemaparoB  0e3
PEIENTOB OCYIIECTBIIAETCS JIK B COOTBETCTBHH C
HHCTPYKIMSMH IO  HMX  MEJUIHHCKOMY
IIPEMEHEHUIO?

nyskT 5 [Ipasun
OTITyCKa

Otmyck NIEKapCTBEHHBIX npenapaToB
OCYILECTBIISICTCA M B TEUCHHE YKa3aHHOTO B
pellenTe CpoKa ero JEHCTBHSA?

myHKT 6 IIpaBun
OTIIyCcKa

B cioyuae OTCYTCTBHS  JIEKapCTBEHHOIO
mpenapara peUenT NpHHAMAaeTcd JH HA
o6 ciyKUBaHKE B CIIEAYIOMINE CPOKH:

nyskT 6 IIpaBun
OTITyCKa

perent c TIOMETKOMH «statim»
(HeMeUIeHHO) 06CTyXuBaeTcs B TCUECHUES
oHOrO0 pabodero QHI co JHA OGpaIneHus
tiia K cyOBEKTy PO3HHYHOM TOPTOBIH?

nyHKT 6 IIpaBun
OTITyCKa

pENeNT ¢ IOMETKO# «citoy (CPOHO)
06CITyKUBAETCA B TeYCHHE IBYX PabOIHX

nyHKT 6 [IpaBun
OTIIyCKa
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nHelt co AHA oOpalleHH U K CyOBeKTy
PO3HUYHON TOProBIH?

pelienT Ha JIEKapCTBEHHBIA IIpeNapar,
BXOISIIMHA B MUHUMAJbHBI aCCOPTHMEHT
TeKapCTBEHHBIX TpenapaToB IS
IMEIUITHHCKOTO TIPAMEHEHHs,
HEeOOXOMUMBIX Il OKa3aHHUA MEIUIIMHCKOH
HoMOIIH, OOCTyXHBAaeTCsA B TE€UCHUE IATH
paGourx IHeH co AHs obpallleHHs iuua K
Cy6BEKTy PO3HIHYHOM TOProBIK?

nyHkT 6 [IpaBui
OTITyCKa

O6CITyKUBAETCS JIU PELENT Ha JIeKapCTBEHHBIHA
npenapar, OTIycKaeMblli OecIUiaTHO HIM €O
CKHIKOM ¥ He BOINEIAUHNM B MHHHMAIbHBIA
aCCOPTUMEHT JIEKApCTBEHHBIX IIPEnapaToB UL
MEIUIAHCKOTO NPHMEHEHHS, HEOOXOIUMBIX
UIS  OKa3aHHsd MEIUIMHCKOH IIOMOINH, B
TeyeHue jecatm pabouumx [OHEH co JAHA
obpamenust nuna K CyOBEKTYy PO3HHYHOH
TOProBIH?

nyBKT 6 IIpaBun
OTIIyCKa

OG6CITy>)XUBAOTCS b1 peLenTs! Ha
NeKapCTBEHHBIC IIpeNaparhl, Ha3HaJaeMble IO
pELICHHIO BpadeOHOH KOMHCCHH, B TCYCHHE
ISTHAAUATH paboumx AHEH co JHs oOpalueHus
JTHATA K CyOBEKTY POHUYHOM TOProBIn?

nyHKT 6 IlpaBun
OTITyCKa

OTIycKaloTCs M JIEKApCTBEHHBIE IpeIapaTh
10 PelenTaM ¢ MCTEKLIIM CPOKOM AeHcTBHA?

myHKT 6 [IpaBui
OTITyCKa

10.

OcymiecTBisieTcss JH IPH HMCTEYEHUM CpoKa
JeiCTBHS pelenTa B IMEPHOJ HAXOXICHHUs €ro
Ha OTCPOYEHHOM OOCIyXHMBaHHU  OTITYCK
JIEKapCTBEHHOTO NPETapara 10 TaKOMY pelenTy
(6€3 ero mepeothopMIICHHS)?

myHKT 6 [IpaBun
OTIyCKa

11.

JlekapcTBEHHBIE TIpENapaThl OTIYCKAIOTCA JIH B
KOJIMYECTBE, YKA3aHHOM B periente?

nyHKT 7 IIpaBun

Ha3HA4YCHHA ¥
BEIITHCBIBAHUA

12.

dapmarieBTHUeCKHll PabOTHHK OTIyCKaeT JIH
TpelebHO JOIYCTHMOE I PEKOMEHJOBAaHHOE
KOJIMYECTBO JIEKApCTBEHHOIO IIperapara s
BHIIHCHIBAHMS Ha  OIOWH  DELenT  IpH
NpEIBABICHAN pelenTa ¢  IPeBHINICHUCM
npeaenbHo JOIyCTHMOTO HITH
PEKOMEHIOBAHHOI'O KOJIHYEeCTBA
JIEKapCTBEHHOTO TIpenapaTa /il BHITHCHIBAHHS
Ha OJMH peuent ¢  IPOCTaBICHUEM
COOTBETCTBYIOIIEH OTMETKH B penente?

nyHKT 7 [IpaBun
OTITyCKa

OTITyCKa; IPHIIOKECHUS
Ne 1 u Ne 2 Tlopsinxa
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13. | Ormyck JIeKapCTBEHHOTO npenapata | cratbs 46 Ne 61-@3;
OCYIIECTBIIAETCS JIH B IEPBHIHOHN 1 BTOpHUHOH | myHKT 3 cTatsy 27
(moTpeGHTENBCKO#H) yIaKkoBKax c | Ne 3-@3;
MapKHpPOBKOH? myHkT 8 IlpaBun

OTIIyCKa

14. |Hapymaercs Jm  nepBHYHAs  YIaKOBKa | IYHKT 8 ITpaBun
JIeKapCTBEHHOTO IIpernapara IpH €ro ormycke? | OTIycKa

15. nyskT 9 IIpaBui
TIpu oTmycKe JeKapCTBEHHBIX PENIapaToB Ha | OTITycka
pelenTe IPOCTABIAETCS JIM OTMETKA 06
OTITyCKe JIEKapCTBEHHOTO Ipenapara ¢
yKa3aHHEM:

TOProBOr0 HAMMEHOBAHMS, NO3MPOBKH H | IYHKT 9 Mpasun

KOJIMYECTBA OTITYIIEHHOTO JIEKAPCTBEHHOIO | OTIyCka

npenapara?

(paMmITAH, IMEHH, OT4eCTBa (TIpH Hanmuauy) | yHKT 9 IIpaBun
eQUIIMHCKOTO0 paboTHHKAa B Ciydadx, | OTHyCKa

yKa3aHHBIX B ab3alle YeTBEPTOM ITyHKTa 7u

a63ane TpeTheM myHkTa 10 IIpaBHi

oTmycKa?

PEKBH3UTOB JOKYMEHTA, YAOCTOBEPSIOWICTO | IYHKT 9 I1pasun

JIMYHOCTD JvIa, TIOJIy9IHBIIETO | OTIIyCKa

mexapcTBeHHBIH Ipemapar, B - Ciy4ae,

ykaszanHoM B myHKTe 20 [1paBuin ormycka?

pamMuIHH, HMEHH, 0T9eCTBa (TIPH HamuupH) | myHKT 9 IlpaBun

(bapManieBTHYECKOTO paboTHHKa, | OTIYCKa

OTITyCTHBILETO JIEKapCTBEHHBIN IPENApPAT, 1

ero MoAIHUCH?

NaThl OTIYCKa JIEKaPCTBEHHOTO npenapara? | myHkT 9 [lpaBun

OTITyCKa

16. | Pement ¢ OTMeTKO}M BO3BpaIlacTCs JH MpPH | IIYHKT 10 IIpasun
OTIyCKe JIEKapCTBEHHBIX  IPENapaToB IO | OTIYCKa;
pellenTy, BHIIHCAHHOMY Ha PEIENTYPHOM | npuiioKeHHe Ne?2
6nanke QopMer Ne 107-1/y, yTBepXACHHOH | [Topsmxa HasHaYeHHS U
npukasoM Ne 54H, CpoK AEHCTBHA KOTOPOTO | ppmycprpanus
COCTaBIISET OJIMH roJ?

17. | llepemaercsa bzt hapmareBTHYECKHM | MyHKT 11 [IpaBua
pabOTHHUKOM JHALLY, nproOpETAIOMIEMY | OTITyCKa

(monmydaromeMy) JIEKapCTBEHHBIC Ipernaparhbl
0 pelenTy, BHIIMCAHHOMY Ha PEUEHTYPHOM
6nanke  dopmer  Ne  148-1/y-04 (),
YTBEPXKICHHOM IPUKa30M Ne 54n, wm
dopmer Ne 148-1/y-06 (1), YTBEPKACHHOM
npukasom Ne 54H, 3amONHEHHEH KOPEIMIOK
TAKoro perenta?
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18. OcraioTcs ¥ XpaHATcs Ji y CyOBeKTa | MyHKT 14 IlpaBun
ofpalenus JeKapCTBEHHBIX CPEJICTB PELENTE! | OTIyCKa

(¢ orMeTKOHM «JlekapCTBeHHBI  IIpenapar
OTIIYIIICH») Ha:

lekapcTBEHHbIE IIpenapaThl, OTIYCKaeMBIE
GecIUiaTHO MM CO CKHUIKOW, - B TCUCHHC
Tpex JeT?

nyHKT 14 TIpaBun
OTITyCKa

lleKapCTBEHHBIE NIPEMapaThl, 00IaNAOIINe
aHAGOIMYEeCKOM aKTUBHOCTBIO, - B TCUCHUC
Tpex JieT?

nyskT 14 IIpaBun
OTIIyCKa

JIeKapCTBCHHBIC npenaparsl, nojJiexxamue
IIpeHMCTHO-I(OJ'II/I‘ICCTBCHHOMy YUeTy, - B

nyHkt 14 [IpaBun
OTIIyCKa

TeUeHHE TpeX JIeT?

nyskT 14 IIpasun
OTITyCKa

exapCTBEHHBlE IpemNaparsl B KHAIKON
TekapcTBeHHOH (popMe, coaepKallne Gonee
15% 3THJIOBOrO CIIUpPTa OT 06beMa rOTOBOH
MPOIYKIMH, - B TEYCHHE TPEX MecseB?

WHBIE JICKapCTBEHHBIC npenapartsl, | myHKT 14 TIpaBuin
OTHOCSIIHECS o ATX K | oTmycka
AHTHIICHXOTHYECKAM  CpeAcTBaM (Ko

NO5SA), aHKCHOTHTHKaM (KOX NO05B),

CHOTBOPHBIM H CEJATHBHBIM CpeEICTBaM
(xom NO5C), anTHAETIPECCAHTAM (xox
NO6A) u He NONIEKAMUEC NPSIMETHO-
KOJIMYECTBEHHOMY Y4ETY, - B TEUECHHE TPEX
MeCSIEB?

19. | PenenTsl, He yKa3aHHBIC B yHKTe 14 IIpaBri
OTIycKa, OTMEYAaloTCs  Ji  LITaMIloM
«JlexapcTBEHHBIH IIpenapaT OTIyIIECH»?

nyskt 15 Ipasuin
OTITyCKa

20. | PemenTsl, He yKasaHHbIE B MyHKTE 14 [IpaBun | MyHKT 15 IlpaBun

OTITyCKa, BO3BpallaloTCs U JIHIY, | OTITyCKa
TIOJTyUHMBIIEMY IEKAPCTBEHHBIH Tpenapar?
21. |Wmeercas 1o XKypHan, B KOTOpOM
PETHCTPUPYIOTCA ~PELENTH], BBIMCAHHBIC C | ITYHKT 15

HapymenueM [IpaBrIl OTIyCKa, C yKasaHHeM:

ITpasmi oTirycka

NPUHSATBIX Mep?

BEISBJICHHBIX HapymeHu# B 0QOpMICHHH| MYHKT 15
perenTa? ITpasun oTImycka
daMuuE, UIMEHH, OTYECTBA (IpH HAIAYHH) TYHKT 15
TMIa, BEITHCABIIErO PENENT? ITpaBun OTIyCKa
" nyHKT 15
HAMMCHOBAHHUS MEIHIMHCKOMN OpraHM3ailiy?
[IpaBui OTIyCKa
IyHKT 15

IIpaBmi oTIycka

Orpaﬂuqemm, HaJlaraeMmbi¢ Ha (l)apManeBanecKnx

paGoTHAKOB MPH OCYIMIECTBJICHHH HMH

npodecCHOHAILHOI NeATeNLHOCTH (cratbst 74 PenepasIbHOro 3aK0Ha OT 21 nosbps 2011 1.
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Ne 323-@3 «O6 ocHOBaxX OXpaHbI 310poBbH rpaxaan B Poccuiickoi ®egepanun» (Cobpanne

3akoHogaTeabcTBa Poccuiickoit ®exepanun, 2011, Ne 48,

(nasee - Ne 323-®3)

ct. 6724; 2017, Ne 31, cr. 4765)

22.

®dapmarieBTHuecKue pabOTHHKHA H
PYKOBOJMTEIU aNTEYHBIX OPraHU3aIi:

NOANYHKTEI 2 1 4
HyHKTa 2 cTaTh¥ 74
Ne 323-03;

nyskt 17 [IpaBun
OTIIyCKa

MOJy9aloT JIX OT KOMIIAHHH, TIPe/ICTaBUTENIS
KOMITAaHHH 00pa3ilbl TeKapCTBEHHBIX
[IpenapaToB s BPYUCHHS HACEIEHUIO?

HOJIYHKTHI 2 U 4
myHKTa 2 CTaThH 74
Ne 323-D3;

nyHkT 17 IIpaBui
OTIIyCKa

NPEAOCTABIIOT JIM HACEICHUIO
HEZOCTOBEPHYIO U (MJIH) HETIOJHYIO
HHPOPMAIHIO O HATHIHHU JIEKapCTBEHHBIX
penaparoB, BKIIIOYas JIEKaAPCTBEHHBIC
npenaparsl, IMEIOLIHE OANHAKOBOE
MEKTyHapOAHOE HENATCHTOBAaHHO®
HaHMEHOBaHUE?

HOAMYHKTHI 2 1 4
nyHKTa 2 cTaThu 74
Ne 323-D3;

nyskt 17 Ipasun
OTIIycKa

CKPBIBAIOT JIA HH(bOpMaIII/IIO 0 HAJITHIIHA

HOMIYHKTHI 2 U 4
NyHKTa 2 CTaTeu 74

leKapCTBEHHBIX IIPENapaToB, HMEIOIIMX Ne 323-03;
GoJiee HA3KYIO IIEHY? nyHkt 17 [IpaBun
OTITyCKa
TpeGoBanuss K OTHYCKY JIEKAPCTBEHHBIX [PeNapaTos, o61amaomux aHAG0JIHIECKOMH
AKTHBHOCTLI0, HMHBIX  JIEKADCTBEHHBIX  TpeNapaTroB, MONIEKamMHUX  MPEAMETHO-
KOJHY€CTBEHHOMY Y4IeTy
23. Otmyck JIEKapCTBEHHBIX npenaparos, | myHKT 19 IIpaBun
obnmamaomux aHabOJMYeCKOH aKTHBHOCTBIO, | OTIYCKa;
OcymeCTBHﬂCTCH I (bapMaHeBTH‘IeCKI/IMI/I Hepequb I[O.TI)KHOCTCI’I
paGOTHHKAMHK, 3aHMMAIOIMUMH  JODKHOCTH,
BKJTIOYEHHBIE B [lepeuenb JOIDKHOCTER?
24, Otnyck JIeKapCTBEHHBIX npenapatos, | myHkT 19 [Ipasun
NOISKAIMMAX  IPEAMETHO-KOJIMICCTBEHHOMY | OTITYCKa;
yHery, OCYILICCTBIIACTCA 14 | [TepeveHb NOKHOCTEH
dapMarieBTHIECKUMH paboTHHKaMH,

3aHUMAIOIIMMK JIOJDKHOCTH, BKJIIOUYCHHBIE B
ITepeueHb NOJDKHOCTEN?

TpeGosanusi K OTHYCKY JI€KapCTBEHHLIX MNpENapaTros Io Tpe60BaHAAM-HAKIAHBIM
MeIMIMHCKAX OpPraHu3anuii, HHAMBHAYATLHBIX NPeNPHHAMATE/ICH, HMEIONHX JIHIECH3HIO HA
MEJHIMHCKYIO AeTeAbHOCTH

25.

Wmeercss mu Ha TpeOOBaHMAX-HAKJIAAHBIX Ha
NOJIy4eHHE JIEKapCTBEHHBIX MPENapaToB:

nyHKT 26 Ipasun
OTITyCKa;
[Mpunoxenue Ne 13
rnassl I MHCTpYKIIMH
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[ramin?

nyHKT 26 IIpaBun
OTILYCKa;
IMpunoxenne Ne 13
riassl 111 MeCTpyKITNH

KpyTJias mevaTh MEAUIUHCKOH

OpraHu3amiu’?

nyHKT 26 [IpaBun
OTITyCKa;
[Tpunoxenne Ne 13
rinassl [1I MHCTpYKIIHA

MOINKACh €€ PYKOBOIUTENS HIH €ro
saMecTHTEN 1o JiedeOHoM YacT?

myHKT 26 IIpasun
OTILyCKa;
IIpunoxenne Ne 13
rinassl 111 MHCTpYKITNH

HOMeEp JTOKyMeHTa?

nyHKT 26 [IpaBui
OTITyCKa;
[Tpunoxenue Ne 13
rnaBsl 11 MHCTpYKIIMM

TeKapCTBEHHBIX ITPENapaToB?

nyHkT 26 [Ipasun
TaTa COCTABIICHHS JOKYMEHTA? oTIyCKa,
™ ) IMpunoxenue Ne 13
rinassl 111 MHCTpYKITHH
nyHkT 26 ITpapun
HAMMEHOBAHHE OTIpaBHTENS | OTIYCKa;
nexapcTBEHHOTO Ipenapara? [Mpunoxxenue Ne 13
rnassl 11 MaCTpYKIIHM
nyHKT 26 [Ipasuin
HaMMEHOBaHUE nonydarens | OTITYCKa;
TeKapCTBEHHOTO Ipenapara? IMpunoxerue Ne 13
rnassl 11 MECTpYKIHMH
HauMEHOBaHHKE JIEKAPCTBEHHOTO Npenapara | HYHKT 26 ITpapun
Ha JIATHHCKOM 3bIKe (¢ yKasaHWeM | OTIIYCKa;
nosmpoBkH, (opMel  BeITycka, Buaa | [Ipunoxenue No 13
YTIaKOBKH, CII0c00a IPUMEHEHHS)? rinassl 111 MHCTpYKIIHA
nyHKT 26 [Tpasun
KOJTMYECTBO 3aTpeGOBaHHBIX | OTIYCKa,
TeKapCTBEHHBIX IIPENIapaToB? [Mpuoxenne Ne 13
riassl 111 MHCTpYKIIHA
myHKT 26 IIpasun
KOJIMYECTBO M CTOMMOCTH OTIIYLIEHHBIX | OTITYCKa;

IMpunoxernune Ne 13
rnassl 11 MHCTpYKUIMHK

26.

OcyimecTBIseTcs MM OTycK mo oTAenbHbmM | "VHKT 27 Ipasut

TpeGOBaHUAM-HAK/IAHbIM: OTITYyCKa
JleKapCTBEHHEIX MPENapaToB, MOIeKAIHX myHKT 27 Ilpasan
NpeMETHO-KOJINIECTBEHHOMY yIeTy? OTIyCcKa
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MHBIX JIEKAPCTBEHHBIX MpEnapartoB, B TOM
qrciIe OTIycKaeMbIX 6e3 penenta?

nyHKT 27 [IpaBun
OTIIyCKa

27.

ITpocTaBsAeTcs 1 Ha Tpe6OBaHUM-HAKIATHOH
OTMETKa O KONMYeCTBE H CTOMMOCTH
OTNYIIEHHBIX JIEKAPCTBEHHBIX IIPeNapaToB?

nyHKT 29 IIpasun
OTIyCKa

28.

OcymecTBIA€TCS JIH XpaHEHHE TpeGoBaHH-
HAaKIaJHBIX, IO  KOTOPBIM  OTIYLICHHI
JIeKapCTBEHHBIE [IPeNapaThl:

myHKT 30 IIpasun
OTIIyCKa

HA NIeKapCTBEHHBIE npenaparsl,
Mo IeKalIue [IPeIMETHO-
KOJIMYECTBEHHOMY YUETY, - B TCUECHHE TPEX
net?

myHKT 30 ITpasun
OTITyCKa

Ha MHBIE JIEKAPCTBEHHBIE IpElaparsl - B
TedeHne OTHOro roja?

nyskT 30 IIpasun
OTIIyCKa

29.

Co6mopmaercs JIA 3ampeT Ha HapylIeHHE
epBHYHON YTIAKOBKH JIEKapCTBEHHOTO
npenapata IIpd ero OTIYCKe Mo TPeGOBaHHIO-
HaKiagHOM (32 HCKIIOUYEeHHEM CyOBeKTa
PO3HMYHOM TOPTrOBIIH, AIMEIOIIETO JIMIECH3HIO Ha
dapManeBTHYECKYIO IEATENbHOCTh C IPaBOM
H3TOTOBJICHHS JIEKAPCTBEHHBIX IIpenaparoB)?

myHKT 31 Ilpasmit
OTIIyCKa

30.

CoGmogaeTrcs 1M 3ampeT Ha  OTHYCK
HApKOTHYECKHX CPEJICTB MJIM IICHXOTPOIHBIX
BemecTs, BHeceHHBIX B Crinckd 11 u 111 Ilepeuns
HapKOTUYECKUX %4 IICUXOTPOIHBIX
JIEKAPCTBEHHBIX ITpenaparToB?

myHKT 3 IIpaBun
OTITyCKa

31.

CobGuroaeTcs U 3alpeT Ha OTIYCK
HAMMYHOOHOJOTHYECKUX JIEKapCTBEHHBIX
IpenapaToB Mo peuentam?

nyHKT 3 [IpaBun
OTITyCKa

32.

CobmomaeTcss JM  3ampeT Ha  OTIYCK
JIEKApCTBEHHBIX [penapaToB B KOJIHYECTBE,
yKa3aHHOM B peLeNnTe, B Ciydae, Korga Uit
JIEKApCTBEHHOTO ~ IIpemapara  YCTAHOBJIEHBI
IpeIebHO JOMYCTUMOE MIIH PEKOMEHJOBAaHHOE
KOJIMYECTBO [UIS BHIIACHIBAaHMS Ha OIWH
penent?

myHKT 7 [IpaBui
OTITyCKa; IPHIIOKCHUS
Ne 1 u Ne 2 Tlopsiaka
Ha3HA4YEHHSA H
BBITACHIBAHUSA

33.

CobmomaeTcss 7M1 3alpeT Ha HapylleHHE
BTOpHYHOM  (MOTPEOHMTENBCKOM)  yMaKOBKH
JEKapCTBEHHOTO  Tpenapara M OTIYCK
JEKapCTBEHHOTO IperapaTa B IIEPBHYHON
ynakoBKe?

nyHKT 8 [IpaBun
OTIIyCKa

34.

CobmomaeTcs M 3ampeT Ha  OTIYCK
HapKOTHYECKHX %4 TICHXOTPOTHBIX
nexapcTBeHHbIX mpenapatoB Crmcka II u III
TMepeuHss HapKOTHYECKMX U IICHXOTPOITHBIX
JIEKapCTBEHHBIX IIPENapaToB IO TpeOOBaHUIM-
HaKJIaJAHBIM HHIUBHIYaIbHOTO
IpeAnpUHUMATEINS, HMEIOIIEro JIMUEH3UI0 Ha
MEJUIHHCKYIO TesSTeIbHOCTh?

nyHKT 28 IIpaBun
OTIIyCKa
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(nomxHOCTh ¥ ®VIO JOIKHOCTHOTO JIHIIA, 3aII0JIHABIIETO IIPOBEPOYHBIH JIACT, IOAMHCD, AaTa)

(I[OJI)KHOCTI: 1 ®HO DomKHOCTHOrO JINIA OPHIUYECKOro JIMIa, IPHCYTCTBOBABIICTO Ipn
3aII0JJHEHUH IPOBEPOYHOTO JIHCTA, IoaNnHrcCh, naTa)
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IMpunoxenue Ne 27
K npukasy OenepanbHO CIryKOHI
110 Haa30py B chepe 3MpaBOOXPAHEHUS

or09 12014 Ne 9438

dopma

IIpoBepoyHbIii JIHCT
(CIHCOK KOHTPOJILHBIX BONPOCOB),
ucnob3yemblii @exepanbHoii cyx6oH N0 HAA30PY B cdepe 31paBOOXpAHEHHS
H ee TePPHTOPHAIBLHBIMH OPraHaMH NPH NPOBeJeHAN NIAHOBBIX NPOBEPOK npu
ocymiecTBJeHHH (peiepajbHOro rocy1apcTBeHHOro Haa30pa B cdepe oOpameHus
JIEKAPCTBEHHbIX CPEICTB
(peann3amusi JIEKAPCTBEHHBIX CPEACTB /IS MEAHIHHCKOr0 NPHMEHEHHS
oprann3anueii oNToBOi TOProBJIH JIEKAPCTBEHHLIMH CPEACTBAMH /LA
MeAHIHHCKOr0 NPHMEHEeHHs])

(HaMMeHOBaHKE OPTaHa, OCYIUECTBIIOMErO IIAHOBYIO pOBEPKY)

1. Bun roCyIapCTBEHHOIO KOHTPOJIA (nazmzopa)

2. TlpeaMeT IUIaHOBOM TNPOBEPKM IOPHAMYECKMX JML[ W  HHIMBHIYaJbHBIX
IpeANpHHUMATENEH OrPaHHIUBAETCS 0053aTeIBHBIMU TpeGOBaHUIMH, COOIOIEHUE KOTOPHIX
gBISETCs Hambojgee 3HAYAMBIM C TOYKH 3peHHs HEIOIyUIeHNS BO3HUKHOBCHHS YIPO3BI
IPUYHHEHUs Bpea XU3HH, 310POBbIO IPaX/IaH, U3J0XKCHHBIMU B ¢opme IPOBEPOIHOTrO JINCTA
(cIIHcKa KOHTPOJBHEIX BOMPOCOB).

3. HamMeHOBaHWe IOPHAMYECKOro IMIA, (aMuiusd, MMs, OT4ECTBO (Opd HATHYHH)
YHIBH Ty aJIbHOTO npeAnpUHUMATENS:

4. Mecto MIpOBEACHUA IJIAHOBOM MIpOBEPKH C 3all0JIHEHUEM MPOBEPOYHOI'O JTUCTA.

5. PeKBH3UTH NPUKa3a O MPOBEJCHAH IUIAHOBOH IPOBEPKU: OT

Ne

6. VUeTHEIH HOMep IPOBEPKH U AaTa IPUCBOEHNS YHETHOTO HOMEPa IIPOBEPKH B Enunom
peecTpe IIPOBEPOK:

7. JIoKHOCTH, (haMUIIHsS ¥ MHHULIUANB! JOJDKHOCTHOTO JIMIA (ymur), mpoBOASIIEro(Hx)
IUIaHOBYIO TIPOBEPKY:

1. ;

2. .
8. ITepeueHs BOMPOCOB, OTPAXKAIOLIMX COACPXKAHHE 06s3aTebHBIX TpeOOBaHMM, OTBET HA
KOTOpbIE OJJHO3HAYHO CBUJIETENBCTBYET O COOMIONCHUH HIIA HeCOOIIOICHHH IOPUIHYECCKUM
JIMIIOM, MHIABUAYATEHEIM HIPEAIPHHAMATENEM 00s3aTebHBIX Tpe6GoBaHU, COCTABILIOMMIX
MpeIMET IIPOBEPKHU:
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Ne
n/n PexkBH3NTHI HOPMATHBHBIX BbiB0A 0 BLINOJIHEHHHA

NPaBOBbIX AKTOB, € TpedoBaHHi

Bonpocsl, oTpakaiomue coaep:kanne yKa3aHAeM HX
00s13aTe/ILHBIX TPeGOBAHMIA CTPYKTYPHBIX €XHHHII, aa HeT
KOTOPBIMH YCTAHOBJICHBI
obs13aTeabHbIe
TpeboBanHus

Cratbn 53, 54, 57 ®epepanbhoro  3akona or 12 anmpeas 2010 r. Ne 61-®3 «O6 obpamennn
JeKapcTBennbIx cpeacrs» (Cobpanme 3akoHodaTenbcTBa Poccmiickoiit ®emepanmu, 2010, Ne 16,
cr. 1815; 2016, Ne 27, cr. 4283) (nanee - 61-®@3); IIpaBnia oNTOBOH TOProBJIH JIEKAPCTBEHHLIMH
CpeIcTBaMH [UIA  MEXHLHHCKOT0 TNPpHMeHEHMs, YTBepiIeHHble NpHKasom MmuHHCTepcTB
3APAaBOOXpPAHEHHS W couuaiabHoro pa3sutusa Poccuiickoii ®enepanmm or 28 gexabps 2010 r.
Ne 1222n (3apermcrpupoBan MunncrepcrBoM octanuu Poccuiickoli @enepanun 4 pespans 2011 r.,
perucTpannoHHbiil Ne 19698) (nasiee — IlpaBna)

L. Opranuzanuu OITOBOIA ToproBnH | myHkr 4 IlpaBun
JIEKapCTBEHHBIMH CpencTBaMH bin
MEIHULMHCKOr0 NPUMEHEHH OCYIUECTBIISAIOT
JIM TPOJaXKy JICKAapCTBEHHBIX CPEICTB WIIH
nepenaoT ux B YCTaHOBIEHHOM
3aKOHOJATENBCTBOM Poccutiicko#t
Denepali NOpsIKe:

OpraHu3alMsiM  OmToBOH  TOprosid| MyHKT 4 [IpaBun
eKkapCTBEHHBIMH CPECTBAMU?

TPOM3BOAUTENAM nexapcTBeHHbIX| MyHKT 4 IlpaBun
cpencTB 1A uenefl  npous3BoicTBal
JleKapCTBEHHBIX CpeICTB?

anTeyHbIM OpraHU3aLMIM? myHKT 4 I1pasun
Hay4YHO-HCCIIEI0BATETECKHM myHKT 4 IlpaBun
OpraHH3aLMAM Ui Hay4YHO-

HCCIIeIOBaTeNIbCKOI paboThl?

MHIWBUIYAJbHBIM IpennpuHUMAaTessiM,| MyHKT 4 [Ipasun
HMMEIOLIUM JIMLICH3HIO Ha)
(apMalleBTHUECKYIO EATENbHOCTh WY
TULIEH3HIO Ha MeIULIMHCKYIO|
IeATEEHOCTD?

MEIULIMHCKHUM OpraHu3anmsam? MyHKT 4 IlpaBun

2. myHKT 8 [IpaBun
ComnpoBoauTeNbHBIE JOKYMEHTBI Ha
JIEKapCTBEHHBIE CPEICTBAa COIep:KaT JIH
HHGDOPMALIHIO:

yHkT § I1pasun
0 nare oopMIIeHHS
COIMPOBOIUTENBLHOTO JOKyMEHTA?
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0 HAMMEHOBaHWH JIEKAPCTBEHHOTO
cpeacTBa (MEXIyHapOIHOE
HEeNaTeHTOBAaHHOE HAHMEHOBAHUE
IeKapCTBEHHOTO CPEACTBA H TOProBOe
HauMEHOBaHHE JICKAPCTBEHHOTO
cpencrTsa)?

nyHkT 8 IIpaBun

0 CpOKe FrOHOCTH?

myHkT 8 Ilpaun

0 HOMepe cepun?

nyHKT 8 [TpaBun

0 KOJIMUYECTBE YIIaKOBOK?

myHKT 8 IIpaBun

0 nocTasIuKe (MIeHTHOUKALMOHHbINA
HOMEp HaJIOroIUIaTe/bIIHUKA, IOTHOE
HaUMEHOBaHHE NTOCTABLIMKA, ero
MECTOHAXOXKICHHE)?

nyHKT § IIpaBun

0 moKymaTesne (MieHTH)HKALHMOHHBIA
HOMEp HAJIOTOILIATEIbLIUKA, TOJIHOE
HaMMEHOBaHHeE ITOKYNaTeIs, ero
MECTOHaXO0XIeHHE)?

myHkT 8 [IpaBun

0 JO/DKHOCTHOM JIMLIE, COCTABUBIIEM
COMpPOBOAUTENEHBIN JOKYMEHT
(nomxsxocts, .H.0.)?

myHkT 8 IIpasun

O IIPOU3BOUTEIIC JIEKapCTBEHHOI' O
CpeAcTBa C yKa3aHueM HaAaMMCHOBaHHA H
IMeCTOHaXO)K,HeHPIﬂ HpOI/I3BOIlI/ITeJ'I}I?

myskt 8 IIpasun

COHpOBOlIHTCJ’[BHBIe JOKYMEHTBI Ha
JIEKapCTBCHHBIC CPENCTBA 3aBCpECHEI JIK.

myHkT 8 [TpaBun

MONMMCBLIO  JO/DKHOCTHOrO  JIMLA,
COCTaBUBLLErO COMpPOBOAMTEIbHBIH
TOKyMEHT?

myHKT 8 [IpaBun

eyaThio OpraHM3alUy (TIPH HATIMIKK)?

nyHkT 8 I1paBun

MHGOPMALMOHHBIM LITPUX-KOJOM (TpH
HATAYHHN)?

nyukt 8 [Ipasun

Tpuem JIEKapCTBEHHBIX CpencTB
OCYILIECTBISETCS /M TNPUEMHBIM OTAEIOM
opraHu3alHn?

nyHkT 9 IlpaBun
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Jlua, OTBEeTCTBEHHbIE 3a TPOBEJCHHE
MOTPY304HO-Pa3rpy30YHBIX pabor
JIGKaPCTBEHHBIX CPEJICTB!

yHKT 9 IlpaBun

06ecne HBalOT JIH KOKIYIO MNapTHIO
IeKapCTBEHHBIX CpencTs
CONPOBOUTEIBHBIMU JOKYMEHTaMH?

myHKT 9 [IpaBun

KOHTPOJIUPYIOT b))’ HaJIH4He
Heo6X0oMuMoM uHpopMamu B
COMPOBOIUTEIHHBIX IOKyMEHTaX?

yHKT 9 IlpaBun

3oHa INPUEMKH JICKAPCTBCHHBIX CpPCICTB
OTACJICHA JTU OT 30HBI HX XpaHeHI/I}I?

myHKT 9 Ilpasun

Ipn NPOBEACHUH NOTPy304HO-
pasrpy3o4uHbXx pabot obecneuena s
3alliTa MOCTYMAaIOUIMX JIEKaPCTBEHHBIX
CPECTB OT aTMOC(epHBIX OCaIKOB?

myHKT 10 IpaBun

Ipu NPOBEICHUH HOrpy304HO-
pasrpy3ouHbIXx pabor  ofecneyeHa Jix
3all[UTa MOCTYNAIOUIMX  JIEKapCTBEHHBIX
CpPEICTB OT BO3AEHCTBUSA HIU3KHX U BBICOKHX
Temreparyp?

nyHKT 10 IlpaBun

JlexapcTBeHHBIE CpPeACTBA MPOMapKHUPOBaHbI
¥ NIOMEIIEHB! JIH B CTIELMATBHO BBIICICHHYIO
(xapaHTHHHYIO) 30HY OTHENIBHO OT JPYTHX
JIEKApCTBEHHBIX CPEICTB!

ryHKT 11 IpaBun

B MOBPEXICHHOH yNaKoBKe?

myHkT 11 Ipasun

HE COOTBETCTBYIOLIME 3asBICHHBIM B
CONPOBOJUTEILHOM JOKYMEHTE
HaNMMEHOBaHHAM M KOJIMYECTBY?

myHkT 11 IlpaBun

HE HMEIOIHE COMNPOBOAUTENBHOTO
noKyMeHTa?

myHKT 11 ITpaBun

MoyIeKaLIye U3BATHIO u3
rpaxxaaHckoro obopora?

myHKT 11 IlpaBun

10.

BosspameHHbIe noJryvarenem
JIEeKapCTBEHHBbIE CpeACTBa IepeMeINaloTCs
J4 B 30HY JUI1 OCHOBHOIO XpaHEHHs
JICKapCTBEHHBIX CpEACTB INpH  YCIOBHH
coOMIOAEeHHH CIIeNYIOIMX YCIOBHEA:

ryHKT 12 IlpaBun

ONTOBas TOProBJNA JIEKAPCTBECHHBIMH
CpencTBaMU He INPOTUBOPEYHT
TpeGOBaHUAM 3aKOHOJATeNIbCTBA
Poccuiickoii ®enepaunu v [Ipasun?

myHKT 12 IpaBun

VICKApPCTBECHHBIC CPCIACTBA HAXOAATCA B
CBOMX MEPBOHAYAIBHBIX HEBCKPBITBIX
H HETIOBPEIXKICHHbBIX }’HaKOBKaX?

nmyHKT 12 ITpaBun
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NeKapCTBEHHOE cpenctBo | mynkr 12 IIpaBun
COOTBETCTBYET TpeOOBaHHAM K €ro
KaueCTBY, 4TO MOATBEPIKIACHO

COOTBETCTBYIOIIHMH lZlOKYMeHTaMI/I?

11. | JlekapcTBeHHBIE CPEICTBA, BO3BPALICHHBIE B | ITyHKT 13 TlpaBun
OpraHM3alMio,  M30JIMpOBaHEl  JM B
CHELHAIBHO BBIACICHHYIO (KapaHTHHHYIO)
30HY /IO IPUHSATHA 110 HUM PELUEHUs?

12.
CoGmopaeTcs 1M 3anpeT Ha oOmToByo | myHkt 5 IIpasun
TOProOBIIO  HE3aPErHCTPHPOBAHHBIMA B
Poccuiickoii Penepallul JeKapCTBEHHBIMH
cpeacTBaMu?

13. CobmomaeTcs Jii 3anper Ha onToBywo | myHKT 6 IIpaBmi
TOPTOBIIIO danbcupUIMPOBAHHBIMU
JIeKapCTBEHHBIMHA CPEACTBAMHU?

14, CobmiofiaeTcss NI 3ampeT Ha ONTOBYIO | MyHKT 6 IlpaBun
TOProBJIIO He00pOKaUeCTBEHHBIMH
NeKAPCTBEHHBIMHU CPECTBAMU?

[5. CobmofaeTcs Jid 3ampeT Ha ONTOBYIO | MyHKT 6 IIpasun
TOPrOBIIIO KOHTpad)aKTHEIMH
7eKAPCTBEHHBIMH CPEJICTBAMU?

(momxaOCT ¥ PHIO NOIKHOCTHOTO JIMIA, 3alOTHUBINETO HPOBEPOYHBIH JIKCT, TIOJTHCE, JaTa)

(momxrocTs ¥ PHIO IODKHOCTHOTO JIMIA FOPHIMHIECKOTO JINNa, [IPUCYTCTBOBABILETO IPH
3aII0/THEHUH [IPOBEPOYHOTO JIUCTA, IOMMHACH, JATa)




IMpunoxenne Ne 28

K npukaszy ®exepanbHOi CTyKO51

110 Haa30py B chepe 311paBoo>zpaHeHn;1
/

ot 09 41 A0/% Ne g A8

®opma

IIpoBepouHbIii JHCT
(cMHCOK KOHTPOJIBHBIX BONPOCOB),

ncnoJb3yemblii ®exepaibHoii c1yxk00if Mo Haa30py B cdepe 31paBooXpaHeHHS
H ee TePPUTOPHAJbHBIMH OPraHaMH NPH NPOBeJeHHH NJIAHOBBIX NPOBEPOK NPH
ocyiiecTBIeHHH (egepasibLHOro rocyAapcTBeHHOI0 Haa30pa B cdepe obpamenns

JIEKAPCTBEHHBIX CPEACTB
(YHHYTOKEHHE JIeKaPCTBEeHHBIX NPENapaToB AJisi MeIHLIHHCKOr0 NPHMEHEHHUS B

OpraHH3alHH ONTOBOM TOProOBJIH JIEKAPCTBEHHLIMH CPEICTBAMH)

(HaNMEHOBaHHME OpraHa, OCYIIECTBIIAIONIEro IUIAHOBYIO IIPOBEPKY)

1. Buj rocyaapcTBeHHOTO KOHTpOJIs (Haa3opa)

2. Tlpemmer T™UIaHOBOH MPOBEPKM IOPHAMYECKMX JIML W HMHAUBHAYAIbHBIX
TpeaNpUHEMAaTENEel OrpaHHIMBaeTCs 003aTeNbHBIMU TPEOOBAHUIMY, co0ImoAeHHE KOTOPBIX
sBlgeTcs HamOollee 3HAYMMBIM C TOYKH 3PEHHUS HEAOIYINEHHMS BO3HMKHOBEHHS YIPO3bl
TIPHYHHEHHS BPEa XHU3HH, 310POBbIO IPaK/IaH, H30XKEHHBIMHU B (pOpMe IPOBEPOYHOTO JICTA
(crcKa KOHTPOJIBHBIX BOIIPOCOB).

3. HauMmeHOBaHHE MOPHIMYECKOTO JHIE, (aMUIIHSA, HMA, OTYECTBO (NP HAIHYHH)
HHIABUAYJBHOIO npeanpyuHUMATENA:

4. Mecto MIPOBECACHHUA IIJIAHOBOM NIPOBEPKH C 3aAMOJHEHUEM IPOBEPOTHOIO JIUCTA.

5. PexkBUM3HTHI MpHKa3a O MPOBEACHUY IUIAHOBOM IIPOBEPKH: OT

Ne

|
: ?
6. VdeTHEIi HOMep IIPOBEPKH U IaTa IPUCBOSHHS YUETHOTO HOMEpPa IIpoBepkH B EnuHOM
peecTpe IIPOBEPOK:

7. JIOIDKHOCTD, (haMMIIMS ¥ MHULMANIBI JOJDKHOCTHOTO JIMNa (JIHII), IPOBOASIIEro(ux)
ILTAHOBYIO IPOBEPKY:

1. ;

2. ;

8. IlepeyeHs BONMPOCOB, OTPAKAIOLIAX COASPXKaHNe 00A3aTeNbHBIX TpeGOBaHuit, OTBET HA
KOTOPBIE OJJHO3HAYHO CBHIETENBCTBYET O COONIONEHHH MM HECOONIONCHHH IOPHIMIECKIM
JTAIIOM, HHAMBHIYATbHEIM IpEANPHHAMATENEM 0053aTeIbHBIX TpeOOBaHUH, COCTaBIAIOMINX
TIpeIMET MPOBEPKH:
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Bonpochl, 0Tpakalomue coaeprkaHne 0053aTeILHBIX PexBU3HTDI BriBog o
Ne TpeboBaHUH HOPMATHBHBIX | BHINOJIHCHHH
NpaBoOBbIX TpedoBaHHi
n/n aKTOB, € aa HeT
yKa3zaHHeM HX
CTPYKTYPHBIX
eIHHHII,
KOTOpPLIMH
YCTaHOBJICHbI
o0s3aTeIbHBIE
TpeboBaHuA

TIpaBnia YHHYTOMKEHHS He0OPOKATECTBEHHBIX JIEKAPCTBEHHDIX CPE/CTB, danbcudHIEPOBAHHBIX
JIEKAPCTBEHHBIX CPEACTB M  KOHTPA(AKTHBIX JIEKAPCTBEHHRIX — CPEICTB, yTBepKICHHbIE
nocranosennem Ipasutenncrsa Poceniickoii @exepanuu ot 3 okTabps 2010 r. Ne 674 (CobOpanue
saKoHoAaTeNbcTBa Poccmiickoit ®exepanun, 2010, Ne 37, cr. 4689; 2016, Ne 4, ct. 535) (nanee —

IIpaBunJa)
1. | Vimeetcs nu moroBop ¢ opraxusaiuei mo c6opy, IYHKT 8
HCIIOJIE30BAHMIO, 00€3BPEXXUBAHHIO, TPAHCIIOPTUPOBKE H [TpaBun

pasmerien#o oTxonoB I - IV xiacca onacHOCTH Ha
YHHYTOXKEHHE HeOOPOKaIeCTBEHHBIX JIEKAPCTBEHHBIX CPEIICTB,
PanbcudUIMpOBaHHBIX H KOHTpadaKTHEIX JIEKaPCTBEHHBIX

CpeAcTB?

2. | B akTax 06 YHHYTOXEHHH JICKAPCTBEHHBIX CPC/CTB myHKT 11
yKa3bIBAOTCS JIH: TIpasun

(aTa YHHUTOKEHHS JIEKAPCTBEHHBIX CPENCTB? myHkT 11
IIpaBun

MECTO YHUYTOXEHHS JICKapCTBCHHBIX CpencTB? myHKT 11
[IpaBun

damuiK, MeHa, OTUECTBA JIUILI, IPHHAMABIIUX yIacTHE B nyHkr 11
YHHYTOXKEHHH JIEKapPCTBEHHbIX CPEIICTB, UX MECTO pa6otsl, | [IpaBun

NOJIKHOCTB?

060CHOBAHME YHHUTOXKEHHS JIEKAPCTBEHHBIX CPELICTB? nmyHKT 11
[TpaBun

HAVMEHOBAHHUS JIEKAPCTBEHHBIX CPEICTB? nyHKT 11
ITpaBun

neKapCTBeHHBIE (HOPMBI? nyHKT 11
[TpaBun

103MPOBKH JIEKAPCTBEHHBIX CPENCTB? myskT 11
IIpaBun

e IMHMIIB! H3MEPEHHS JIEKAPCTBEHHBIX CPEICTB? nyHKT 11
[TpaBun

CepHH JIEKAPCTBEHHBIX CPEJICTB? nyHKT 11
[IpaBun

KOJIMIECTBO JTEKAPCTBEHHBIX CPEICTB? nyHkT 11
IIpaBun
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Tapa WK YIaKoBKa? myHKT 11
[Tpasun
Ha¥MEHOBAHME TTPOU3BOUTENLS JIEKAPCTBEHHBIX cpeacts? myHkT 11
ITpaBun
CBelICHHUS O BiaJelbLe JCKapCTBEHHBIX cpencts? nyHKT 11
[TpaBun
crmoco6 yHUYTOXKCHHS JTeKapCTBCHHbIX cpencTs? myHKT 11
IIpasun

3. | AKTBI 06 YHUYTOKEHUH JIEKApCTBEHHBIX CPE/ICTB COCTABIIIOTCA IyHKT 12
JIM B JIeHb YHUYTOXEHHS He0OPOKaIECTBEHHbIX [IpaBuin
JIeKapCTBEHHBIX CPEACTB H (W) darscupuIMpoBaHHBIX
JIEKapCTBEHHBIX CPENCTB?

4. | AT 06 YHHYTOXEHHH JIEKAPCTBEHHBIX CPEACTB HITH €TI0 KOmusi B | IMyHKT 13
TedeHue 5 pabouMX JHeH CO THA €T0 COCTABIECHIA HANPABIIACTCA [MpaBun
JTH BIae/IbleM YHHYTOXEHHBIX JICKAPCTBEHHBIX CPE/ICTE B
YIOTHOMOYCHHBIH Opra?

(momxnocTh # PYO n0omKHOCTHOTO JHIA, 3aTIOJIHABLIETO POBEPOYHLIH JIUCT, IIOIHCE, nara)

(IOJDKHOCTD H ®HO n0mMKHOCTHOTO JIKIA FOPUAWYIECKOro JInNa, IIPHCYTCTBOBABINETO IIPH
3aII0JIHEHHH IIPOBEPOYHOTO JIMCTA, IIOMMHCD, JiaTa)




259

[Tpunoxxernue Ne 29
K npukasy @enepanbHoi CiryxKO5I
10 HaA30py B cepe 3ApaBOOXPAHEHUA

ot (9 MX/W% Ne \7 2’?

®opma

ITpoBepoy4HBIi JHCT
(CNHCOK KOHTPOJIBLHBIX BONPOCOB),
ncnoabiyemblii @egepanbHoii ciry:x60ii mo Hag30py B cdepe 3ApaBOOXpaAHEHHS
U ee TEPPHTOPHAJbHBIMH OPTraHAMH NPH NPOBEIEHHH MIAHOBBIX NPOBEPOK NPH
ocymecTBJIeHHH ¢elepaJbHOro rocyiapcTBeHHOro Haa3opa B cdepe oGpaieHus
JeKAPCTBEHHBLIX CPEACTB
(YHHYTOXKEeHHe JIEKAPCTBEHHBIX NMPENapaToB AJs MeIHIHHCKOro NPHMEHCHH
B MeAHIMHCKOH OPraHH3alii H HHBIX OPraHH3alHAX, HMEIOIIHX JIHIEH3HI0 HA
MEeAHIHHCKYIO 1eATeIbHOCTD)

(HaNMEHOBAaHMe OPraHa, OCYLIECTBIIOETO INIAHOBYIO IIPOBEPKY)

1. Bun rOCYIapCTBEHHOTO KOHTPOJIS (Hag3opa)

2. Tlpenmer IUTAaHOBOM MpPOBEPKU IOPUAMYECKHX JIMI[ M HHIUBUTYaIbHBIX
TpeNpUHEMATENIEH OrpaHuYMBaeTCs 00s3aTeNbHBIMI TPeOOBaHUAMH, COOIONEHHE KOTOPBIX
SBNIAETCA HamOojee 3HAYMMBIM C TOYKH 3pEHHS HEIOMyIUECHHMs BO3HHKHOBEHHS YIPO3BI
TIpAYMHEHHS BpEa XU3HH, 3J0OPOBBIO IPayKIaH, H3I0)KEHHBIMH B (OpMe IPOBEPOYHOTO JIUCTa
(criucKa KOHTPOJIBHBIX BOIIPOCOB).

3. HaumeHoBaHue MOPHAMYECKOro IuIa, (paMmiIusd, HMs, OTYECTBO (UpH HAIMYHH)
HHIWBHALYaIBHOTO IpeanpUHUMATENS:

4. MecTo mpoBelNeHHs IUIAHOBOHM IIPOBEPKH C 3allOJHEHHMEM IPOBEPOYHOrO JIUCTA!

5. PekBM3WTHI IpHKa3a O MIPOBEACHUH IUIAHOBOM IIPOBEPKH: OT

Ne

6. Y4eTHEBI! HOMEp IPOBEPKH U JaTa PUCBOEHHUS YIETHOTO HOMepa MPoBepKHU B ExiHOM
peecTpe IPOBEPOK:

7. JOIKHOCTD, (haMIIds ¥ HHHMIUAIBI JODKHOCTHOIO JIMIA (JIUI[), MPOBOAALIETO(KX)
IUTAHOBYIO POBEPKY:

1. ;

2.

8. IlepeueHs BOIPOCOB, OTPAXAKOLIHX COMepXKaHue 00s3aTebHBIX TPeOOBaHMI, OTBET Ha
KOTOpPBIE OJHO3HAYHO CBHUAETEJHCTBYET O COOIIONEHHMH MM HECOOMIONCHUH FOPUIMIECKUM
JAIIOM, HHAVBHAYaIBHEIM HpepHHAMATENeM 00sI3aTebHbIX TpeOOBaHMH, COCTABIIAIOMIX
IpEeIMET IPOBEPKHU:
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n/n

Bonpockl, 0OTpaXxalomue cojeprxanue 00s3aTe TbHbIX
TpeGoBaHHUH

PexBn3nTHI
HOPMATHBHBIX
NPaBoOBBIX
aKTOB, €
yKa3aHHEM HX
CTPYKTYPHBIX
e/{THHHII,
KOTOPBIMH
YCTAHOBJICHbBI
00s3aTeJIbHBIE
TpeboBaHHUSA

BeiBOa 0
BLINOJTHEHHHA
TpeOoBaHUH

Aa HET

TIpaBuia yHHYTOKEHHA HeI00POKaYeCTBEHHBIX JIEKAPCTBEHHbIX CPEICTB, danbcupuEpOBAHHBIX

JIeKapCTBEHHbIX

cpeacTs H KOHTpaq)aKTHBIX JIEKApPCTBCHHBIX

CpeacTB,

YTBEpPKIACHHBIC

nocranosiennem IpaBurenncra Poccniickoii @enepanuu ot 3 okTsOps 2010 r. Ne 674 (Cobpanne
zaKoHOmaTreaLcrBa Poceniickoit ®enepanun, 2010, Ne 37, cr. 4689; 2016, Ne 4, ct. 535) (nanee —

IIpaBna)

1. | Nmeercs mu norosop ¢ oprauusarmett mo coopy, HMYHKT 8
HCIIONB30BaHuIO, 00€3BPEXUBAHUIO, TPAHCIIOPTUPOBKE H [TpaBun
pasmMeneHUo 0TX0/10B I - IV xiacca onacHOCTH Ha
YHHUTOXEHHE He[0OPOKAIECTBEHHBIX JIEKAPCTBEHHBIX CPE/ICTB,
danscHUIMPOBAHHBIX B KOHTPa(aKTHBIX JIEKAPCTBEHHBIX
cpencTB?

2. | B akrax 06 yHHYTOXXEHHHM JIEKAPCTBEHHBIX CPE/ICTB myHKT 11
YKa3BIBAIOTCS JIH: [IpaBun

laTa yHHUTOXKEHHs JIEKaPCTBEHHBIX CPEACTB? myHKT 11
IIpaBun
MECTO YHHUTOKEHHS JIEKAPCTBEHHBIX CPEACTB? myHKT 11
IIpaBun
damMunuK, IMEHa, 0TIECTBA JIMIL, IPAHUMABIINX yIacTHE B myHKT 11
VHHYTOXEHUH JIEKAPCTBEHHBIX CPEJICTB, KX MECTO PAaOOTEI, [MpaBun
TOJDKHOCTB?
06OCHOBAHME YHHUTOXEHHS JIEKAPCTBEHHBIX CPEICTB? myHKT 11
IIpasun
HaMMEHOBAHHS JIEKAPCTBEHHBIX CPEACTB? myHKT 11
IIpaBun
JleKapCTBeHHBIE (HOPMBI? myHkT 11
[TpaBun
HO3UPOBKH JIEKAPCTBEHHBIX CPECTB? myHKT 11
IIpaBun
e IMHHUIB] H3MEPEHHS JIEKAPCTBEHHBIX CPEACTB? myHKT 11
IIpasun
CEpHH JIEKAPCTBEHHBIX CPEICTB? oyHKT 11
[Tpasun
KOJTMYECTBO JIEKAPCTBEHHBIX CPELCTB? myHKT 11

[IpaBun




Tapa WIH YIaKoBKa? myHKT 11
IIpaBun
HAaUMEHOBAHHE TPOH3BOUTENS TeKAPCTBEHHBIX CPENCTB? myHKT 11
IIpaBun
CBEJIEHHS O BIIaJEIIbIIE JEKAPCTBEHHBIX CPEICTB? myHKT 11
ITpaBun
CII0cO6 YHHUTOXKEHHUS JTEKAPCTBEHHBIX CPEACTB? myHKT 11
[IpaBun

3. | AKTHI 06 YHUUYTOXECHHH JICKAPCTBEHHBIX CPEACTB COCTABJIAIOTCS | MHKT 12
JIH B ICHb YHUUYTOXEHUS HE0OPOKaYeCTBCHHBIX [TpaBun
JNIEKapCTBEHHBIX CPEACTB U (WiH) hambchuuIpOBaHHBIX
JIEKAPCTBEHHBIX CPENCTB?

4. | AKT 06 YHMYTOXKEHHH JEKAPCTBEHHBIX CPEJICTB MIIH €r0 KOMHS B | ITYHKT 13
TeueHne 5 pabouMX JHEH cO IHA €ro COCTaBlIeHHUs Hanpasisercs | IIpapri
JIM BIIAJEIIBIIEM YHHUTOXKEHHBIX JIEKAPCTBEHHBIX CPEICTB B
YIOJHOMOYEHHBIH opraH?

(nomxsOCTh 1 @HO HOIDKHOCTHOrO JIMIA, 3ANIOTHHUBILETO TIPOBEPOUHBI JIHCT, TOJIHKCH, JaTa)

(momkHOCTH ¥ @HO JOIDKHOCTHOTO JIHIA IOPUIMYECKOr0 JIUNA, TPACYTCTBOBABIIETO IPH
3aIOTHEHWH IPOBEPOYHOTO JIKCTA, HO/NHKCE, 1aTa)




TTpunoxerue Ne 30
K npuKasy ®enepanbHoit CITyXOb!
110 Haj30py B cepe 31paBOOXPaHCHHS

ot (0 11 20(2 Ne G428

®opma

IIpoBepoYHBIii JHCT
(cMcOK KOHTPOJIbHBIX BONPOCOB),
ncnoab3yembiii ®egepanbHoH cay:x00ii mo Haa30py B cepe 3ApaBOOXPAHCHUH
H ee TEpPUTOPHAILHBIMH OPraHaMH MPH NPOBEACHUH MJIAHOBLIX MPOBEPOK NMpPH
ocylliecTB/IeHHH (helepabHOro rocyIapcTBeHHOro Ha130pa B cdepe oOpalieHHs
JIEKAPCTBEHHbIX CPeCTB
(yHHUYTOXKEHHE JeKaPCTBEHHbIX NpenapaTos [ MeJHIHHCKOro NpUMEeHEeHHA
B anTeKe roToBbIX (opM)

(HaMMeHOBaHHe OPraHa, OCYILECTBIIAIOMEro MIAHOBYIO IPOBEPKY)

1. Bun roCyJapCTBEHHOTO KOHTpPOJIA (namzopa)

2. Ilpenmer TIUIaHOBOH MpPOBEPKH IOPUAMYECKHX JHMI M WH/IMBUAIYalbHBIX
IpeapUHAMATENeH OTpaHNIUBAETCA 06513aTeIbHEIMY TPEGOBaHUAMH, COOIIOACHHE KOTOPBIX
qBISeTcs HamOoNee 3HAYMMBIM C TOYKH 3DEHHS HENOIyIICHHs BOSHUKHOBEHMS yIDO3BI
PHYMHEHNS BPe/a XU3HH, 310POBBIO IPAXAH, H3N0XKCHHBIMU B dopMe IPOBEPOYHOTO JIHCTA
(CIIHCKA KOHTPOJIBHEIX BOMPOCOB).

3. HanMeHOBAaHME IOPHAMUECKOTO JHLE, (aMuiIusd, UMs, OTYECTBO (UpH HaTMYUH)
MHIUBHITyaJIbHOTO IpeanpUHAMAaTeNIs:

4. MecTo TpOBeIeHHs TUIAHOBOM IPOBEPKH C 3alONHEHHEM NPOBEPOTHOTO JIMCTA:

5. PexBHM3WTH MPHKa3a O MPOBEICHUHU IUIAHOBOH NPOBEPKH: OT

Ne

6. YdeTHBI# HOMep MPOBEPKH ¥ JaTa IPHCBOSHUS YIETHOTO HOMEpa IIPOBEPKH B EnnHoM
peecTpe NPOBEpPOK:

7. JoIKHOCTH, GaMIIis ¥ WHUIUANIBI JOJDKHOCTHOTO JIMIA (), TpOBOASIIEro(HX)
IUIAHOBYIO MPOBEPKY:

1. ;

2. ;

8. [NepeyeHb BOIPOCOB, OTPAXKAIOLIUX COAEPIKAHHUE 00s13aTeNbHbIX TpeOOBaHUH, OTBET Ha
KOTOpHIE OJHO3HAYHO CBHIETENBCTBYET O COOIIONEHNH WM HeCOONMIOICHUH IOPHINICCKIM
JIAIIOM, HHAMBHAYaTbHBIM TIPENPUHUMATENeM 0053aTelbHBIX TpeGOBaHUi, COCTABIAIOIINX
npeAMET MPOBEPKHU:
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n/n

Bonpochl, 0TpaXal0mue coiepanne 0093aTeIbHbIX
TpeboBaHHH

PexkBH3NTHI
HOPMATHBHBIX
NpaBoOBBIX
aKToB, C
yYKa3aHHEM HX
CTPYKTYPHBIX
e¢AHHHII,
KOTOPBIMHA
YCTAHOBJICHBI
o0n3aTeIbLHbIE
TpeGoBaHHS

BriBoa o
BbINOJTHEHHH
TpeOGOBAHHH

aa HET

IpaBnia yHHYITOKEHHS Hel0OPOKAYECTBEHHBIX JIEKAPCTBEHHBIX CPEICTB, danscnPUIHEPOBAHHBIX

JI€KapCTBECHHBIX

cCpeacTs H KOHTpaq)aKTHbIX JIeKapCTBCHHBIX

CpelcTB,

YTBEpKACHHBIC

nocranosaennem IlpaBureancrea Poccniickoii ®exepannu oT 3 oxTadps 2010 r. Ne 674 (Cobpanne
3aKoHomaTeancTBa Poccuiickoit ®enepannn, 2010, Ne 37, cr. 4689; 2016, Ne 4, ct. 535) (nanee —

IIpaBuJia)

1. | Umeercs mm norosop ¢ opranm3aimeit no co6opy, MyHKT 8
HCIIOJIH30BaHUIO, 00€3BPEXKUBAaHHIO, TPAHCIIOPTHPOBKE U [MpaBun
pasMelneHuo oTxooB I - [V xiacca onacHOCTH Ha
YHHUTOXEHHE HeOOPOKaIECTBEHHbIX JIGKAPCTBEHHBIX CPE/ICTB,
(anscHUIUPOBAHHBIX B KOHTPahaKTHBIX JIEKapCTBEHHBIX
CpeAcTB?

2. | B akrax 06 yHHYTOXEHHH JICKAPCTBEHHBIX CPE/ICTB myHKT 11
yKa3bIBaIOTCA JIH: IMpasun

laTa HHUTOXKEHHS JIEKAPCTBEHHBIX CPECTB? myHKT 11
[IpaBun
MECTO YHUUTOXKEHHS JIEKAPCTBEHHBIX CPEACTB? myHKT 11
[Tpasun
(amMuIuu, IMEHa, OTYECTBA JIUL, IPAHAMABIINX y4acTHe B | IYHKT 11
YHIYTOKEHHH JIEKAPCTBEHHBIX CPEICTB, UX MECTO PabOTEI, [paBui
IOJDKHOCTB?
060CHOBAHIE YHHUTOKEHHS JIEKAPCTBEHHBIX CPEACTB? myHKT 11
[Tpasun
HaMMEHOBAHHS JIEKAPCTBEHHBIX CPEICTB? myHKT 11
IIpaBun
neKapCTBEHHBIE (hOPMEI? myHKT 11
ITpasun
O3MPOBKH JIEKAPCTBEHHBIX CPENCTB? myHKT 11
[Ipasun
e IMHALB] M3MEPEHHUS JIEKAPCTBEHHBIX CPENCTB? IyHKT 11
ITpaBun
CepHH JIEKAapCTBECHHBIX CPENCTB? myHKT 11
IIpaBui
KOJIMYIECTBO JIEKAPCTBEHHEBIX CPENCTBR? myHKT 11

[Tpasuin
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Tapa WIK yaKoBKa? nyHKT 11
[IpaBun
HAMMEHOBAHHE [[POM3BOIATEIS IKAPCTBEHHBIX CPEACTB? | MYHKT 11
IIpaBun
CBEJICHUS O BIaiebIie IEKAPCTBEHHBIX CPENCTB? myHKT 11
ITpaBun
croco6 YHHUTOXEHHS IeKapCTBEHHBIX CPEACTB? myHKT 11
[IpaBun

AKTHI 06 YHHUTOXEHHH JIEKAPCTBEHHBIX CPEJICTB COCTABIAIOTCA | ITYHKT 12
JIM B IcHb YHUUYTOXEHHS HeJI0OPOKadeCTBCHHBIX [TpaBun
JNIEKapCTBEHHBIX CPEZICTB U (AJIH) dbanscuuIMPOBAHHBIX
JIEKAPCTBEHHBIX CPEACTB?

AKT 06 YHHUTOKEHHH JIEKAPCTBEHHBIX CPEICTB MIIH €70 KOMUA B | IYHKT 13
TeueHne S paboumx HHEH CO JHSA €0 COCTABJICHHS HaIPaBIIACTCA ITpaBun
JIA BIIAENbIEM YHHUTOXKEHHBIX JICKAPCTBEHHBIX CPE/CTB B
YIIOJHOMOYEHHBIH opran?

(momxrocTs 1 OYIO JOMKHOCTHOTO JIHIIA, 3aTI0JIHUBIICTO IIPOBEPOYHEIH JIUCT, IO/IIHCH, 1aTa)

(nomxHocTh 1 ®HO JODKHOCTHOTO JIHNa FOPHAMYECKOTO JIMNA, IPHCYTCTBOBABINCTO NPH
3aMoJIHEHAH IPOBEPOYHOTO JIUCTA, TIOJIIHUCh, 1aTa)
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IMpunoxenue Ne 31
K npuKasy DeneparbHOH CIryKOb!
0 HaJ30py B cepe 3MpaBOOXpAHEHUS

or (N H AT Ne G758

®opma

IIpoBepouYHbIii JIHCT
(CIHCOK KOHTPOJIBHBIX BONPOCOB),
ucnoJb3yemblii ®eaepaibHoil ciay:x00i Mo HaI30py B cdepe 31paBOOXpaHEHHSA
¥ ee TepPHTOPHAILHBLIMH OPraHAMH NPH MPOBEIEHAH MUIAHOBBIX NPOBEPOK MPH
ocyniecTB/IeHHH (heiepaIbHOTO rocyJapCTBEHHOr0 Haa30pa B cdepe oOpaLeHust
JIEKAPCTBEHHBIX CPEICTB
(YHHUYTOeHHe JIeKaPCTBeHHbIX NPenapaTos AJIsi MEAHIHHCKOr0 NPHMEHEHH: B
anTeYHOM NYHKTE)

(HaUMEHOBaHKe OPTaHa, OCYIIECTBIISIONIEr0 IUIAHOBYIO TPOBEPKY)

1. Bun rocyJ1apCTBEHHOT'O KOHTPOJIA (nag3opa)

2. Tlpemmer IUTaHOBOM MpPOBEPKH IOPHIAMYECKHMX JIHI H HHIUBHTY albHBIX
npeanpUHEMaTeiel OrpaHHINBACTCA 06s3aTeNFHEIME TPeGOBaHUSIMH, COONIOEHHE KOTOPEIX
gRIIseTCS Haubojiee 3HAYAMBIM C TOYKHM 3pEHHS HENOIYIUEHHS BO3SHHKHOBCHUS YIPO3BI
IpUYMHEHNS BpEZa XHU3HH, 3[0POBBIO IPAKIAH, H3JI0’KEHHBIMH B (popMe IPOBEPOYHOTO JIUCTA
(CTIIMCKA KOHTPOJIBHBIX BOIIPOCOB).

3. HauMeHOBaHHME IOPHMAMYECKOrO JHIA, Gamuinusd, HMA, OTYECTBO (OpH  HATMYHH)
WHIMBUAYATBHOTO IPEANPUHAMATENIA:

4, MecTo THpoBeIcHHs IUIAHOBOH MPOBEPKH C 3aMOJIHEHHEM IIPOBEPOTHOTO JIACTA:

5. PexBHM3UTHI IpHKa3a O IIPOBEACHUU IIAHOBO# ITPOBEPKH: OT
Ne

6. YueTHBI# HOMep IIPOBEPKH H J]aTa IPUCBOCHU YUETHOTO HOMEpa MPOBEPKH B EnuaoM
peecTpe IIPOBEPOK:

7. JomxHOCTh, GaMUITHsd ¥ MHHUIUAIB! JOIDKHOCTHOrO JIMIA (yu1), mpoBoAIIEro(ux)
IUTAaHOBYIO IIPOBEPKY:

1. ;

2. ;

8. IlepeveHb BOIPOCOB, OTPAXKAIOMINX COACPKAHNE 00s3aTeNbHBIX TpeOOBaHNH, OTBET HA
KOTOpBIE OJHO3HAYHO CBUJETENBCTBYET O cOOIIOIeHUH WX HeCOOMIOACHHUH IOPUANIECKHM
JIMIIOM, MHAWBHIYaJIbHBIM IIPEIITPUHUMATEIEM 00s3aTeNbHBIX TpeOOBaHKM, COCTABIIAIONINX
npeaMeT IPOBEPKHU:
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n/n

Bonpocel, 0TpaXaomue coaepianne 00A3aTeIbHbIX
TpeOoBaHHH

PexBH3HTHI
HOPMATHBHBIX
MpaBOBbIX
aKToOB, C
yKa3aHHEeM HX
CTPYKTYPHBIX
eHHHL,
KOTOPBIMH
yCTaHOBJICHDI
o0s3aTelIbHbIE
TpeGoBaHHS

BoiBon o
BBINOJIHEHHH
Tpe6OBaHHH

Aa HET

TlpaBH/Ia yHHYTOKEHHS HeX0OPOKATeCTBEHHDIX JIEKAPCTBEHHBIX CPE/ICTB, danscudpUIHPOBAHHBIX

JeKapCTBCHHBIX

CpeacTB H KOHTpa(l)aKTHle JeKapCTBCHHBIX CPEACTB,

YTBEPKACHHBIC

nocranosiennem Hpasurenscrsa Poccniickoii @enepaunu ot 3 okTs6ps 2010 r. Ne 674 (CoGpanne
3aKoHOAATeIbCTBa Poccniickoii ®enepauun, 2010, Ne 37, cr. 4689; 2016, Ne 4, c1. 535) (nanee —

IlpaBnja)

1. | Mmeerca mm norosop ¢ opranu3ammeii o coopy, MyHKT 8
HCIIOb30BaHHIO, 00€3BPEKUBAHHIO, TPAHCIIOPTUPOBKE H TIpaBun
pasMeineHuio oTxooB I - [V kiacca onacHOCTH Ha
YHHUTOXKEHHE HENOOPOKaIECTBEHHBIX JIEKAPCTBEHHBIX CPECTB,
danscuduIEpoBaHHBIX H KOHTPa(aKTHBIX JEKAPCTBEHHBIX
CpeAcTB?

2. | B akTax 00 YHUYTOXKEHHH JICKAPCTBCHHBIX CPEICTB myHkT 11
yKa3bIBAIOTCS JIK: [MpaBun

naTa yHHUTOXKEHHSA JIEKAPCTBEHHBIX CPEACTB? myHKT 11
‘ [IpaBun
MECTO YHHUTOXEHHUS JIEKApCTBEHHBIX CPE/ICTB? oyHKT 11
IIpasun
daMuIIEK, IMEHa, OTYECTBA JIUL], IPUHHMABIINX yJacTHE B nyHKT 11
VHHUYTOXXECHHH JIEKAPCTBEHHBIX CPEACTB, HX MECTO paboter, | IIpaBmn
TTOJDKHOCTB?
060CHOBaHIE YHIUTOXEHHS JIEKapCTBEHHBIX CPEJICTB? myHKT 11
IIpaBun
HAUMEHOBAHM JIEKAPCTBEHHBIX CPEACTB? myHKT 11
[Ipasun
TeKapCTBEHHBIE (hOPMBI? myHKT 11
ITpaBun
NO3MPOBKH JIEKAPCTBEHHBIX CPEICTB? nyHKT 11
[IpaBun
e IMHALG] M3MEPEHHS JIEKAPCTBEHHBIX CPENCTB? myHKT 11
[IpaBun
cepuH JIEKApCTBEHHBIX CPEZICTB? myHKT 11
IIpaBuin
KOJITUECTBO JIEKAPCTBEHHBIX CPeCTB? myHKT 11

[IpaBun




Tapa WK yTIaKoBKa? myHKT 11
ITpaBun
HAMMEHOBAHUE IIPOM3BO/NTENS TEKAPCTBEHHBIX CPEICTB? nyHKT 11
[Tpasun
CBEJICHHS O BIIANeNbIle JEKAPCTBEHHBIX CPENCTB? myHKT 11
IIpasun
CI10cO6 YHMUTOKEHHS JIEKAPCTBEHHBIX CPE/CTB? myHKT 11
IIpaBun

3. | AxTHI 06 YHHUYTOXXECHHH JICKAPCTBEHHBIX CPEACTB COCTABIIOTCA | ITYHKT 12
JT1 B JIcHb YHHUYTOXXCHHUS HEN0OPOKauYeCTBCHHBIX [MpaBun
JIeKapCTBEHHBIX CPEACTB H (M) GanbCcHAIPOBAHHBIX
NEKapCTBEHHBIX CPENICTB?

4. | AKT 06 YHUYTOXCHHH JIEKAPCTBEHHBIX CPE/ICTB WA €r0 KOIMA B | ITYHKT 13
TeueHHe 5 paGounx JHEH CO IHS €ro COCTaBICHHS HAPABIACTCA [TpaBun
JIF BAJETIbIEM YHHYTOXKEHHBIX JIEKAPCTBEHHBIX CPEICTB B
YIIOJIHOMOYCHHBIH opran?

(nomxrocTs 1 MO N0DKHOCTHOTO JINL@A, 3aN0JIHHBIICTO IIPOBEPOYHBI JIACT, IOITHCH, aTa)

(JIOJI)KHOCTI: n @Y O 10DKHOCTHOTO JIMIA IOPHANYCCKOTO JINIIA, NIPHCYTCTBOBABIIETO IIPH
3aMOJIHEHUHU IIPOBEPOYHOrO JIKNCTA, ITOJANMCh, I(aTa)
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Tpunoxerue Ne 32
K ripuKasy ®eznepanbHOH CIryKObI
110 Haj30py B cdepe 3ApaBOOXPaHCHUA

or 094 A Ne 9525

®opma

IIpoBepo4HbIii JHCT
(cnMCcOK KOHTPOJbHBIX BONPOCOB),

ucnoJab3yemblii ®eaepaabHoi cayx60ii Mo HaA30py B cdepe 3ApaBOOXPAHEHUS
1 ee TEPPUTOPHAILHBIMH OPraHaMH IPH NMPOBE1eHHH IJIAHOBBIX NPOBEPOK NpH
ocymiecTB/IeHHH (peepaibHOro rocylapcTBeHHOro Haa3opa B cepe oOpaLeHHs

JeKAPCTBEHHbIX CPEACTB
(yHHYTOXKeHHE JeKapCTBEeHHBIX NPENapaTos 1 MeIHIHHCKOro NpHMeHEeHHH B

anTevYHoM KHOCKe)

(HAVMEHOBAHME OPTaHa, OCYIIECTBIAIOMICTO IIAHOBYIO TpOBEPKY)

1. Bun rocyJapCTBEHHOT'O KOHTPOJISA (namzopa)

2. TlpemMerT IUIaHOBOM TIPOBEPKM FOPHAMIECKMX JMIL M HUHIMBHUIYaTBHBIX
npeanpUHIMaTENe! OrpaHINBACTCS 06s3aTebHEIME TPEOOBAHUAMY, COOIONEHAE KOTOPBIX
JBIISETCS. HamboNee 3HAYAMBIM C TOYKH 3peHHMsl HENOMYIIEHHs BOSHUKHOBCHIA yrpo3sl
IpIYMHEHHS Bpe/a XU3HHU, 3A0POBBIO IPX/IAH, H3NIOMECHHBIMU B dopMe POBEPOIHOr0 TUCTA
(crircKa KOHTPOJIBHBIX BOIIPOCOB).

3. HanWMeHOBaHWe OPHAMYECKOro nuua, (ammiud, UMs, OTIECTBO (IpH  HAJHYHY)
WHAVMBUIYAIBHOTO NIPeANPHHAMATEIIA:

4. Mecto TpOBEIeHHs IUIAHOBOW INPOBEPKU C 3aMOIHEHUCM IIPOBEPOYHOro JIMCTA!

5. PeKBU3HWTHI IPHKa3a O POBEJCHUH IIAHOBOM MPOBEPKHM: OT

Ne

6. YueTHEI HOMEp POBEPKH U [aTa IPUCBOCHUS yIeTHOr0 HOMEpa IPOBEPKIL B Enusnom
peecTpe POBEPOK:

7. JomxHOCTh, GaMuiIis U HHUIHAIIBI JOJDKHOCTHOTO JiMIa (JIMII), IpOBOAAIIETO(¥X)
ILUIaHOBYIO TIPOBEPKY:

1. ;

2. ;

8. IlepeueHnb BOIPOCOB, OTPAXAIOIHUX COACPKAHHE oOs3aTeNbHBIX TpeOOBaHMH, OTBET Ha
KOTOpPEIE OJHO3HAUHO CBHIETENBCTBYET O COBIIONEHNH WM HeCOOMOAeHHH IOPHINIECKIM
JIAIOM, HHIAMBHAYaTbHBIM MIPEAIPUHUMATEIEM 06s3aTeNbHBIX TPeOOBaHHM, COCTABIAIOMIMX
npeaMeT IPOBEPKU:
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Bonpocsl, oTpaskaiommue cofepKanne 006s13aTeNBHBIX PexBH3HTDI BsiBOx 0
Ne TpedoBaHMi HOPMATHBHBIX | BHIOJTHEHHH
PaBOBbIX TpeGoBaHHI
n/n aKTOB, € aa HeT
yKazaHHEM HX
CTPYKTYPHBIX
eHHMII,
KOTOpPBLIMH
yCTaHOBJICHbI
obs3aTeILHbIE
TpeboBaHHHA
IIpaBuIa YHHYTOKEHHS HeIOOPOKAYECTBCHHBIX IEKAPCTBEHHDIX CPE/CTB, ¢anscndunEpoBaHABIX
IEKAPCTBEHHBIX CPEACTB M  KOHTPA(AKTHBIX JIEKAPCTBCHHBIX  CPEICTB, yTBep/KACHHbIE

nocranosenrem Ipasurenncrea Poccniickoii

®enepamun ot 3 okTabps 2010 r. Ne 674 (Cobpanne

3aKoHoOIaTe bcTBa Poccniickoii ®enepanun, 2010, Ne 37, cr. 4689; 2016, N\e 4, cr. 535) (nanee —

IIpaBuJa)

1. [ Vimeercs i moroBop ¢ opranu3ameii no céopy, IyHKT 8
HCIIOE30BaHHIO, 00€3BPEXUBAHHIO, TPAHCTIOPTHPOBKE U [IpaBun
pasmemenno oTxo/08B I - IV xiacca onacHOCTH Ha
YHHYTOXKEHHE HeJoOPOKaueCTBEHHBIX JIEKAPCTBCHHBIX CPEACTB,
damscudUIMPOBaHHBIX ¥ KOHTPahaKTHBIX JJEKAPCTBEHHBIX
cpencrs?

2. | B akTax 06 yHHYTOXXEHHH JIEKAPCTBEHHBIX CPEICTB oyHKT 11
YKa3bIBArOTCS JIK: IIpaBun

1aTa yHHYTOXKEHHs JIEKapPCTBEHHBIX CPEACTB? oyHKT 11
IIpaBun
MECTO YHHUTOXEHHUS! TEKAPCTBEHHBIX CPECTB? myHKT 11
IIpaBun
(amMuIHK, UMEHa, OTYECTBA JIMII, NPHHUMABIINX yIacTHC B myHKT 11
YHAYTOXXEHHH JIEKapCTBEHHBIX CPE/ICTB, KX MECTO paboTEHL, [TpaBun
TIOJKHOCTE?
060CHOBaHHE YHHUTOXEHHS JICKAPCTBEHHBIX CPEACTB? myHKT 11
ITpaBun
HAMMEHOBAHHSA TEKapCTBEHHBIX CPEICTB? myHKT 11
ITpasun
nexapcTBeHHBIE GOPMBI? nyHKT 11
[IpaBun
103MPOBKH JIEKAPCTBEHHBIX CPENCTB? myHKT 11
IIpasun
€ IMHALIBI H3MEPEHHS JIEKapPCTBEHHBIX CPEACTB? nyHKT 11
ITpasui
CepHH JIEKAPCTBEHHBIX CPEICTB? myHKT 11
[Tpasun
KOJIMYECTBO JIEKAPCTBEHHBIX CPEACTB? nyHKT 11

[IpaBun
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JIM BJIafIENIbIIEM YHHUTO)XXEHHBIX JIEKAPCTBEHHBIX CPEJICTB B
YIIOJIHOMOYEHHBIH OpraH?

Tapa WM YIIaKOBKa? myHKT 11
IIpaBun
HAMMEHOBAHHE IIPOM3BOIMTEIS JIEKAPCTBEHHBIX CPECTB? nyHKT 11
[IpaBun
CBEZICHHS O BAeNbIE JTEKAPCTBEHHBIX CPENCTB? myHKT 11
IIpaBun
cr1oco0 YHUYTO)KEHHS JICKAPCTBEHHBIX cpeacTn? myHKT 11
ITpasun
AKXTHI 06 YHHUTOXXEHHH JIEKAPCTBEHHBIX CPEACTB COCTABIIIFOTCA | ITYHKT 12
JTH B icHb YHUUTOXEHHA HelI06pOKadeCTBCHHBIX [TpaBun
JIEKApCTBEHHBIX CPEACTB U (W/H) $anbCuHIPOBAHHBIX
JIEKAPCTBEHHBIX CPEACTB?
AKXT 06 YHHYTOXXEHHH JIEKAPCTBEHHBIX CPEICTB WK €T0 KOIHUA B | TYHKT 13
Teuende 5 paGouux AHEH cO AHS €ro COCTaBICHHA HANPABIACTCA [MpaBui

(momxsOCT ¥ OO TOIDKHOCTHOTO JIHNA, 3aI0JHUBIIETO TIPOBEPOUHBIIA JICT, TIO/INHCH, faTa)

(nomxHOCTH ¥ ®HO JOIDKHOCTHOTO JIHIA FOPHIMYECKOTO JIMIA, IPHCYTCTBOBABIIETO IPH

3aI0JIHCHUH IIPOBEPOYHOrO JINCTA, IIOAIINCh, ,uaTa)
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IMpuoxenue Ne 33
K TIpuKasy ®exepanbHO# CIryKOb!
110 HaJ30py B cpepe 3ApaBOOXPAHEHUL

or0d 41 A00 L Ne 947,

®opma

IIpoBepoYHBIH JIHCT
(CMHCOK KOHTPOJILHBIX BONPOCOB),
ncnoJb3yemblii ®eaepaibHoii c1yK00i Mo HaI30pYy B cdepe 3apaBoOXpaHEeHHS
1 ee TePPHTOPHAILHBLIMH OPraHAMHE NPH IPOBEEHAH MIIAHOBBIX NPOBEPOK HPH
ocymecTBJIeHHH (peepaibHOrO rocyJapcTBEHHOro Ha130pa B cdepe oOpamieHus
JIEKAPCTBEHHbIX CPEXCTB
(YHHYTOKeHHE JIEKAPCTBEHHBIX NPENapaToB /s MEJHIHHCKOrO NPUMEHCHHS B
anTeKe NPOU3BOACTBEHHON)

(HAMMEHOBAHHE OPTaHa, OCYIECTBIIMONIETO IIAHOBYIO IIPOBEPKY)

1. Buz rocyIapcTBEHHOTO KOHTPOJIA (Haa30pa)

2. Ilpeamer TIUIaHOBOM MpPOBEPKH OPHAMYMECKHX JMI M HHIMBATYaJIBHBIX
IpeINpHHIMATENEH OrPaHIIHBAETCs 0053aTebHBIMH TpeGOBaHUAMH, COOMOAEHHE KOTOPBIX
qRIsieTcs Haubollee 3HAYMMBIM C TOYKM 3pEHHS HEOIYIIEHHS BO3HHKHOBCHHA YIPO3BI
NPUIUHEHHUS BpeZia )XU3HH, 310POBbIO IPaXIaH, U3JI0XCHHBIMU B dopme IPOBEPOYHOI'O JIUCTA
(CTIICKA KOHTPOJIBHBIX BOIPOCOB).

3. HayMeHOBaHME IOPHAMYECKOro JHL@, (AMIIMsA, WMS, OTYeCTBO (UpH HarMH)
MHUBH Iy albHOIO npeapuEUMaTes:

4. Mecto NpOBEACHU ILJIAHOBOM IIpOBEPKH C 3aM0JIHEHHEM IIPOBEPOYHOIO JIUCTA:

5. PeKBU3HTHI IpHKa3a O NPOBEJEHNH TUIAHOBOH IIPOBEPKU: OT Ne

6. VdeTHbI HOMEp IIPOBEPKH U IaTa IPUCBOSHUS YHETHOIO HOMEpa IIPOBCPKH B Enurom
peecTpe IPOBEPOK:

7. JIoMKHOCTH, (paMAITHS ¥ MHHIKANB AODKHOCTHOTO JIMIA (yu1r), mpoBoAsAIIero(ux)
IIaHOBYIO TIPOBEPKY:

1. 5

2. ;

8. [lepedeHb BOMPOCOB, OTPAKAIONINX CONEPIKAHHE 00A3aTENbHBIX TpeGoBaHHM}, OTBET HA
KOTOpHIE OJHO3HAYHO CBHCTENBCTBYET O COOJIONCHUA I HeCcOOMIOAeHUN IOPHINIECKAM
JIAIOM, MHAMBAIYATLHEIM NPEIPHHAMATENEM 00s3aTeNbHBIX TpeGOBaHHUH, COCTABISIONINX
TpeaMeT IPOBEPKH:




Bonpocsl, oTpaxalomue coaepxKaHue 0053aTeIbHBIX
TpeboBaHHH

PexBH3HTHI
HOPMATHBHBIX
NPaBoOBBIX
aKTOB, ¢
yKa3aHHEM HX
CTPYKTYPHBIX
€HHHII,
KOTOpPbIMH
YCTaHOBJIEHbI
o0s3aTe/ILHDbIE
TpeboBaHHA

BriBoa o
BBINIOJIHEHHH
TpeOOBaHMMH

na HET

IIpaBnia yHHYTOKEHHS HeJ0OPOKAYeCTBEHHBIX JIEKAPCTBEHHBIX CPEACTB, (ajIbcHPHIHPOBAHHBIX

JEKapPCTBCHHBIX

cpeacTB M KOHTPAQaKTHBIX JIEKAPCTBEHHBIX CPeICTB,

yTBep:KIeHHbIE

noctanoBienneM IlpaBuTenscrBa Poccuiickoii ®enepamun ot 3 okradps 2010 r. Ne 674 (Codpanue
3akonoaateabcTBa Poccmiickoit ®eaepamun, 2010, Ne 37, cr. 4689; 2016, Ne 4, cr. 535) (manee —

IIpaBuja)

1. | Umeercs mu 1oroeop ¢ opraHu3anueit no céopy, MYHKT 8
HCIIOJIb30BaHUIO, 00€3BPEXXUBAHHIO, TPAHCTIOPTHPOBKE H IIpaBun
pasmemenuro otxonoB I - IV xnacca omacHOCTH Ha
YHUYTOXXEHHE HeJ0OpOKaueCTBEHHBIX JIEKAPCTBEHHEBIX CPEACTB,
¢darscuUIMPOBaHHBIX H KOHTPaaKTHBIX JEKapCTBEHHBIX
cpeacts?

2. | B akTax 00 yHHYTOXKEHHH IEKaPCTBEHHBIX CPEICTB myHkKT 11
YKa3bIBArOTCSA JIM: IIpaBun

laTa YHUUTOXKEHHS JICKAPCTBEHHBIX CPEeICTB? myHKT 11
IIpasun
MECTO YHHUTOXCHHUS JIEKAPCTBEHHBIX CPEICTB? myHKT 11
IIpaBun
(haMuIHN, UMEHA, OTYECTBA JIUL], IPUHIMABIIUX Y9aCTHE B myHKT 11
YHAYTOXXESHHH JIEKapCTBEHHBIX CPEICTB, HX MECTO PaboTEHI, [IpaBun
NOJDKHOCTE?
000CHOBAaHHE YHHUYTOXCHHUS JIEKAPCTBEHHBIX CPEICTB? myHKT 11
IIpaBun
HaMEHOBAHUS JIEKAPCTBEHHBIX CPENCTB? myHKT 11
[IpaBun
JIeKapCTBEHHBIE POPMBI? myHKT 11
IIpaBun
NO3MPOBKH JIEKAPCTBEHHBIX CPEACTB? IyHKT 11
IIpaBun
€ AMHMILIBI H3MEPEHHU JTeKapCTBEHHBIX CPEACTB? myHKT 11
ITpaBun
CEpHUH JIEKApCTBEHHBIX CPEICTB? myHKT 11
IIpaBun
KOJIMYIECTBO JIEKAPCTBEHHBIX CPEICTB? myHKT 11

[IpaBun
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Tapa WA yIaKoBKa? oyHKT 11
ITpaBun

HaHMEHOBAHHE IPOM3BOTHTENS JIEKAPCTBEHHBIX CPEAICTB? myHKT 11
ITpasun

CBEICHHMS O BIIAJIENbIIE JIEKAPCTBEHHBIX CPE/ICTB? nyHKT 11
[TpaBun

croco0 YHHYTOXKEHHS JICKAPCTBEHHBIX cpencTs? nyHKT 11
[Ipasun

3. | AKTBI 06 YHUYTOKEHHH JICKAPCTBEHHBIX CPE/ICTB COCTABILTIOTCS | TIYHKT 12
JI B JIeHb YHHUYTOXXEHHS HENOOPOKadeCTBEHHBIX IpaBun
JIEKapCTBEHHBIX CPEIICTB H (WMIIH) danscupUIMPOBaHHBIX
JIEKAPCTBEHHBIX CPEACTB?

4. | Akt 06 yHMUTOXEHHH IEKAPCTBEHHBIX CPEJICTB MIH €T0 KOS B myHKT 13
TeueHne 5 pabouux aHEH cO MHS €ro COCTaBJICHUS HAPABIIACTCA [Tpasun
JIH BJIA[ICTbIIEM YHHUYTOXKEHHBIX JICKapCTBEHHBIX CPSIICTB B
YIIOTHOMOYEHHBIH OpraH?

(momxrOCTH 1 @O HODKHOCTHOTO JIMIIA, 3aMOHUBIIETO IPOBEPOYHBIH JIUCT, HOIHCE, Jara)

(nomxHOCTh 1 OMIO HONKHOCTHOTO JIHIA FOPUIMIECKOTO JIUNa, IIPUCYTCTBOBABIIETO TIPH
3aII0JTHEHHH [IPOBEPOTHOTO JIKCTA, TIOIKCD, aTa)
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IMpunoxenue Ne 34
K Hpukasy PenepanbHOR CITyKOBI
110 HaA30py B cdhepe 3ApaBOOXpaHEHUA

ot 004 { 40/E Ne 4)/’/68

®opma

IIpoBepoYHBIH JTHCT
(CcIHCOK KOHTPOJIbHLIX BONIPOCOB),
ucnoJb3yembiii @enepaibHoii ciryx6oii o Haxzopy B cdepe 31paBooXpaHeHHs
H ee TEPPATOPHAILHBIMH OPraHaMH NPH MPOBeICHAH ILUIAHOBLIX MPOBEPOK IIpH
ocyuiecTBIeHHH (efepanbLHOro rocylapcTBeHHOro Ha30pa B cepe oOpameHus
JIEKAPCTBEHHBIX CPEACTB
(yHHYTOXKeHHe J1eKapCTBEHHbIX NPEeNnapaTos I MEJHIHHCKOro MPHMEHEHN B
anTeKe NPOH3BOACTBEHHOH ¢ MPAaBOM H3rOTOBJIEHHSs ACENTH1ECKHX
JeKAPCTBEHHBIX NMPENapaToB)

(HarMeHOBaHuEe OpraHa, OCYIIECTBIMIOMIEro IIAHOBYIO POBEPKY)

1. Buj rocyIapcTBEHHOr0 KOHTPOJIA (Hax30pa)

2. Tlpeamer TIaHOBOH IIPOBEPKH IOPUAMYECKMX JIMII M HHIMBHUIyalbHBIX
IpeIIpHHAMATENEH OrpaHUYNBAETCS 06A3aTENbHEIMU TPEOOBAHUIMH, co0JroicHre KOTOPBIX
gBJsieTcs HamOojiee 3HAUMMEBEIM C TOYKH 3pEHHUS HENONYLIEHHS BO3HUKHOBEHHMS YIPO3bI
NpUYHHEHHS Bpe/a XU3HH, 3[0POBIO IPaX/IaH, H3I0KEHHBIMA B pOpMe IPOBEPOYHOrO JINCTA
(cIMCKa KOHTPOJIBHBIX BOIIPOCOB).

3. HauMeHOBaHHE IOPHAMYECKOTO JMIA, (GaMHIMi, HMs, OTYECTBO (IpH HAIMIHH)
WHIMBUIYILHOTO MPEAIIPUHIMATEIIS:

4, MecTo TpoBeleHUs IUIaHOBOM IIPOBEPKM C 3allONHEHHEM IIPOBEPOYHOro JIMCTA:

5. PeKBU3WTHI NpHKa3a O MPOBENECHHM ILUIAHOBOW MPOBEPKHU: OT

Ne

6. YueTHBII HOMEp [IPOBEPKH ¥ J1aTa IPHCBOESHHS Y4ETHOTO HOMepa IIPoBepKH B EniiHOM
peecTpe NPOBEPOK:

7. JIOIKHOCTb, (haMUIMs M MHHULMAIE! JODKHOCTHOTO JHua (JIHL), IIPOBOIAIIETO(HX)
ILUIAHOBYIO IIPOBEPKY:

1. ;

2.

8. [TepeueHb BOIIPOCOB, OTPAKAIOLIAX COZEPIKaHUe 0013aTeNBbHBIX TPeOOBaHNH, OTBET Ha
KOTOpHIE OJHO3HAYHO CBUETENCTBYET O COOMIONCHUH MM HECOOMONCHIH IOPHANIECKAM
NMIIOM, WHAMBHIYaNTbHEIM TpeANpHHAMATENeM 00A3aTeNbHBIX TPEOOBAHHH, COCTABIISIOMNX
IpeaMeT IPOBEPKHU:
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Bonpochl, 0TpakaoNIHe CoepraHne 00A3aTeNbHBIX
TpeGoBaHmii

n/n

PexBH3HTHI
HOPMATHBHbIX
IpaBOBbIX
aKTOB, €
yKa3aHHEeM HX
CTPYKTYPHBIX
¢IHHHLL,
KOTOPBIMH
yCTaHOBJICHbI
oGsn3aTebLHbIE
TpeGoBaHHSA

BoiBoa o
BBINOJHEHHH
TpeboBaHUH

aa HET

IIpaBuia yHHYTOKEHNS HeN0OPOKATECTBEHHBIX JeKapCTBEHHDIX CPE/ICTB,
CpelcTB H KOHTPAQaKTHBIX JICKAPCTBCHHBIX  CPEICTB,
nocranosiennem [pasureancrsa Poccniickoii exepannu ot 3 oxTs6ps 2010 r.

JIEKapPCTBCHHBIX

Ne

danscadHIEPOBAHHBIX
yTBepKACHHBIE

674 (Cobpanue

3aKoHomaTeabcTBa Poccniickoit ®enepanun, 2010, Ne 37, cr. 4689; 2016, Ne 4, ct. 535) (nanee —

IlpaBuJia)
1. | Mmeetcs morosop ¢ opranusanueii mo c60py, HCIONB30BAHMIO, | ITYHKT 8
06e3BPEeKHBAHHIO, TPAHCIIOPTHPOBKE ¥ Pa3MEMICHUIO OTXO/I0B I | IlpaBun
- IV KJ1acca omacHOCTH Ha YHHYTOXECHHE HeIOOPOKaIeCTBEHHBIX
JIEKAPCTBEHHBIX CPEACTB, danbcuUIIPOBaHHbIX U
KOHTpabhaKTHHIX JIEKAPCTBEHHBIX CpeAcTB?
2. | B akrax 06 yHHYTOXEHHH JICKAPCTBEHHBIX CPCACTB oyHKT 11
yKa3bIBAIOTCA: [pasun
aTa YHHYTOXKECHHUS JIEKApCTBEHHBIX cpeacTs? myHKT 11
ITpaBun
MECTO YHUYTOXKEHHUS JIEKAPCTBEHHBIX cpencTs? myHKT 11
[TpaBun
damuuu, BMeHa, OTYECTBA JIHLI, IPIHAMABIINX yIacTHE B myHKT 11
YHHYTOXEHHAH JIEKAPCTBEHHBIX CPEICTB, KX MECTO paboTHl, [IpaBun
TOJKHOCTD?
060CHOBaHME YHHYTOKEHHS JIEKAPCTBEHHBIX cpenctB? myHKT 11
[IpaBuin
HAaVMMEHOBAHHSA JICKAPCTBEHHBIX cpencrs? mysKT 11
IIpaBun
neKapCTBEHHBIE (GOPMBI? myHKT 11
[IpaBun
MO3MPOBKH JIEKAPCTBEHHBIX cpencts? myHKT 11
Ipasun
e IMHHLBI H3MEPEHUS JICKapCTBCHHBIX cpenct? myHKT 11
[IpaBuin
CepHH JIEKapCTBEHHBIX cpencTB? oyHKT 11
ITpasun
KOJIMYECTBO JIEKAPCTBEHHBIX CPEICTB? nyHKT 11

[IpaBun
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Tapa WK YIaKoBKa? myHKT 11
[IpaBun
HaMMEHOBaHHE IIPOU3BOJMTENS JTIEKAPCTBCHHBIX cpenctB? myHkT 11
[IpaBui
CBeleHUS O BJIAJIETBIE JEKapCTBEHHBIX cpencts? nyHKT 11
[IpaBun
crioco0 YHHYTOXKEHHUS JICKAPCTBEHHBIX cpencTs? nyHKT 11
ITpaBun

3. | AKTBI 06 YHHUYTOXEHHH JEKAPCTBCHHBIX CPE/ICTB COCTABIIAIOTCA IyHKT 12
JIM B JICHb YHHUTOXEHHS HENOOPOKaIeCTBEHHBIX [Tpasun
JIEKApCTBEHHBIX CPEACTB H (WKL) danscupuIMPOBaHHBIX
NEKapCTBEHHbIX CPEJICTB?

4. | AxT 06 YHMUYTOXXEHHH NIEKAPCTBEHHBIX CPEIICTB WK €TO KOINS B nyHKT 13
TeueHue 5 paGoUMX AHEH CO JHS €r0 COCTABJICHHUS HANPaBIIACTCA IpaBun
JT¥ BIIAZeNbIIeM YHHYTOXKEHHBIX JIEKapCTBEHHBIX CPE/ICTE B
YIIOTHOMOYCHHBIH Opran?

(momxHOCTH 1 VIO JOMKHOCTHOTO JIHIIA, 3AI0NHABIICTO TIPOBEPOUHBIH JTKCT, IOITHCH, JATa)

(momxHOCTS 1 OMIO JOIDKHOCTHOTO JIMIA IOPHAAECKOro JTHia, IPHCYTCTBOBABLIETO HPH
3aII0/THEHUH IPOBEPOUHOTO JIHCTA, TIOJIHKCH, [aTa)
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IMpunoxenue Ne 35
K puka3sy DexepanbHOR CITyXOBI
110 Hax30py B cdepe 3ApaBoOXpaHEHHs

or09 11401Y Ne G4AF

®opma

IIpoBepo4HBIH JIHCT
(CITHCOK KOHTPOJIBHBIX BONIPOCOB),
ucnoab3yemblii @exepanbHoii cayxboi mo HaA30py B cepe 31paBOOXpaHEHHS
U ee TepPHTOPHAILHLIMH OPraHAMH NPH NPOBEICHHH MUIAHOBBLIX NPOBEPOK MPH
ocymecTBJeHnH (peaepasbHOro rocyJapcTBeHHOro HaA30pa B cdepe obpamenus
JIEKAPCTBEHHBIX CPEACTB

(YHHYTOXeHHE JIEKAPCTBEHHDIX NPENapaToB AJIfi MEJHUHHCKOro NPHMEHEHH ! B

MeAHIHHCKAX OPraHH3alHUAX H HX 000C00/IeHHBIX MoIpa3/ie/IeHHsIX (ueHTpHBI

(oTaenenns) obweii BpaueGHOi (cemeiiHOM) MPAKTHKH, amMOyJIaTOPHH,
denbamepckre 0 GesibImepcKo-aKymepcKue NYHKTBI), PACHOJIO}KEeHHbIE B
CeJIbCKHX HACEeJIeHHBIX MYHKTAX)

(HaIfIMCHOBaHI/IC opraHa, oCyeCTBIIIOICTO TUIAHOBYHO HpOBepKy)

1. Biz rocyJapcTBEHHOrO KOHTPOJIA (Haa30pa)

2. Tlpenmer TUIaHOBOM NPOBEPKA IOPUAMMECKMX JIMI M  HHIMBHIYyalbHBIX
npeanpUHUMaTeNel OrpaHHINBACTCSA 06s13aTeIbHBIMU TPEOOBaHUAMH, COOIIOIEHHE KOTOPBIX
gBIsSeTcs HauOojee 3HAYMMBIM C TOUYKHM 3PEHHUS HEIOMYIICHHWS BO3HHKHOBEHHSA YIPO3bI
IPHYUHEHAS Bpeia XU3HH, 3/I0pPOBBIO rPaXIaH, H30KCHHBIMH B (hbopMe IPOBEPOTHOIO JIUCTA
(CIIMCKa KOHTPOJIBHBIX BOIIPOCOB).

3. HauMeHoBaHMe OpHIMYECKOr0 NHUNA, GamMmius, HMs, OTYECTBO (Ip¥  HATHYHH)
UHIMBHIYAIBHOTO MPENIIPHHAMATEIS:

4. Mecto NIPOBEACHUA IIAHOBOU TMpOBEPKH C 3aI10JIHECHUEM IIPOBEPOYHOI'0 JHCTA:

5. PexBU3WTHI TIpUKa3a O IPOBEJECHUM IUIAHOBOH NPOBEPKH: OT

Ne

6. YdeTHBIi HOMEp IIPOBEPKH U JlaTa IPUCBOEHHS YETHOrO HOMEpa IIPOBEPKH B EmuaoM
peecTpe IPOBEPOK:

7. JIOMXHOCTh, (aMIus ¥ MHUIKAJBI JOIDKHOCTHOTO JHNa (mu1), IPOBOAIIMIETO(HX)
IIAHOBYIO IIPOBEPKY:

1. ;

2. ;

8. [TepeueHb BONPOCOB, OTPAXKAIOLIMX COACPKAHKE 00s13aTeNbHBIX TpeOOBaHU, OTBET Ha
KOTOpHIE OJJHO3HAYHO CBUIETENECTBYET O COOMIONCHHH WK HECOOMIOICHAN IOPUANYECKUM
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JIMIIOM, MHIMBAAYATEHEIM [PEIPHHAMATENEM 0053aTeNbHBIX TpeGOBaHU,
TpeIMeT IPOBEPKH:

COCTaBIAIONINX

n/n

Bomnpocsl, 0TpaXaoIHe coaepKanue 0013aTebHbIX
TpeGoBaHHi

PexBH3ATHI
HOPMATHBHBIX
MpaBOBbIX
aKToB, C
yKa3aHHEM HX
CTPYKTYPHBIX
eHHHI,
KOTOPBIMH
YCTaHOBJICHbI
o0n3aTeNbHbIC
TpeboBaHHS

BuiBoa o
BBINOJHEHHH
TpeGoBaHHMH

aa HET

JeKapCTBCHHBIX

CpencTB,

IpaBuiIa yHHITOXKEHHS He06POKAYeCTBEHHbIX JIEKAPCTBEHHBIX CPE/ICTB, ¢anbcHPUIAPOBAHHBIX
cpelcTB M KOHTPAGAKTHBIX JIeKAPCTBEHHBIX
nocranosennem Ilpasurenscra Poccuiickoit Peqepanum ot 3 oxTal6pn 2010 r. Ne
3aKoHogaTeabcTBa Poccmiickoit ®enepamuu, 2010, Ne 37, cr. 4689; 2016, Ne 4, cr. 535) (nanee —

yYTBepPKACHHbIE
674 (Cobpanue

TOJDKHOCTR?

IIpaBnaa)

1. | Mmeetcs nu morosop ¢ opranusanueii mo cbopy, TMyHKT 8
HCIIONIE30BAHMIO, 00E3BPE)XXUBAHHUIO, TPAHCTIOPTUPOBKE [paBui
pasmelneHuo oTxozoB | - IV xiacca onacHOCTH Ha
YHHYTOXXEHHE HeOOPOKaIeCTBEHHBIX ICKAPCTBEHHBIX CPEIICTB,
danscuuIEPOBaHHBIX M KOHTPadaKTHBIX JIEKAPCTBEHHBIX
CpencTB?

2. | B aktax 06 yHHYTOXKECHHHM JIEKAPCTBEHHBIX CPEACTB myHKT 11
YKa3bIBAOTCS JIH: [TpaBun

1aTa YHHUTOXEHHS JIEKapCTBEHHBIX CPENCTB? myHKT 11
[IpaBun
MECTO YHHUTOXEHHUS JIEKaPCTBEHHBIX CPEACTB? myHKT 11
[IpaBun
¢amuuy, IMEHa, OTYECTBA JIAI, IPHHUMABIINX yIacTHE B mysKT 11
VHHYITOXXEHHUH JICKAPCTBEHHBIX CPEACTB, HX MECTO pabotei, | [IpaBun

060CHOBaHHE YHHUTOXEHHS JIEKAPCTBEHHEIX CPEACTB?

HAaMMEHOBaHUA JICKAPCTBCHHBIX CpCI[CTB?

TexapCTBEHHBIE (OPMBI?

103MPOBKH JIEKAPCTBEHHBIX CPEIICTB?

e THHUIIBEI U3MEPCHHUA JICKAPCTBCHHBIX CpCI_ICTB?
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CepHH JIEKAPCTBEHHBIX CPEICTB? myHkT 11
[Ipasun
KOJTMYECTBO JIEKAPCTBEHHBIX CPEACTB? myHKT 11
IIpaBun
Tapa WIH YakoBKa? myHKT 11
ITpaBun
HaMMEHOBaHHE TIPOU3BOMUTENS JIEKapCTBEHHBIX CPEICTB? myHKT 11
IIpaBun
CBeJICHUSL O BIIAZIEIIbIIE JIEKAPCTBEHHBIX CPECTB? myHKT 11
[IpaBun
CII0CO6 YHUUYTOXKEHHUS TEKAPCTBEHHBIX CPECTB? nyHKT 11
[IpaBun
AKTBI 006 YHHYTOXEHHUH JIEKAPCTBEHHBIX CPEICTB COCTABIIAIOTCS | MyHKT 12
1M B JIcHh YHUUYTOXEHHUS HEIOOPOKAUECTBCHHBIX [TpaBun
JNEKapCTBEHHBIX CPEACTB U (W) panbcupuuupoBaHHBIX
JIEKAPCTBEHHBIX CPEJICTB?
AKT 06 YHMYTOXXEHHIH JTE€KAPCTBEHHBIX CPEACTB WIH €TI0 KONHUA B | IIYHKT 13
TeueHne 5 paboUMX JHEH CO [HSA €T0 COCTaBNeHHs Hanpasisercs | [Ipapin
JIV BIIAJICIIBLIEM YHHYTOXKEHHBIX JIEKAPCTBEHHBIX CPE/ICTB B
YIOJIHOMOYEHHBIH opran?

(momxHOCTh B GHIO HODKHOCTHOTO JIHIIA, 3ATIONHABLIETO IIPOBEPOYHBIH JTHCT, IOAIIHCE, nara)

(momxuocTs 1 @HO HOMKHOCTHOTO JIHIA IOPHIHYECKOTO JIHIA, IIPHUCYTCTBOBABIIETO NPH
3aMOJHEHHH IIPOBEPOYHOIO JINCTA, IIOJITHCH, JiaTa)
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[Mpunoxenue Ne 36
K niprKa3sy QefepanbHO# CITyKOBI
110 HaA30py B cepe 3ApaBOOXPAHCHHUS

or Q04 415017 Ne 945

dopma

ITpoBepoYHBIi JIHCT
(CNHCOK KOHTPOJILHBIX BONIPOCOB),

ucnoab3yemblii @eepanbHoil cayx00ki no Haa30py B cdepe 3ApaBoOXpaHEeHHSA
H ee TepPUTOPHAJIbHLIMH OPraHaMH NPH NPOBeACHHH MIAHOBLIX NpOBePOK NpPH
ocyllecTB/IeHHH (peiepaibHOro rocy1apcTBeHHOro Ha30pa B cdepe oOpameHust

JIEKAPCTBEHHDbIX CPEACTB
(yHHuTONKeHHE JeKAPCTBEHHBIX NPeNapaTos A MEAHIHHCKOTrO NpHMEHEeHHUs
MHAMBHAYAJIbHBIMH NPEANPHHAMATEIAMH)

(HaMMeHOBAaHME OPTaHa, OCYIIECTBIAIONIETO ILIAHOBYIO TPOBEPKY)

1. Bug rocy1apcTBEHHOTO KOHTPOIs (HaA30pa)

2. TlpenMer mnaHOBOH NPOBEPKH IOPHAMYECKHX JHI M HWHIUBHIYaIbHBIX
npeanpUHIMATENel OrpaHIINBACTCA 0653aTeNBHBIMU TPeOOBaHUSIMH, COONIOIEHNE KOTOPBIX
gBISeTCS Hambolee 3HAYAMBIM C TOYKM 3PEHHS HEIOIMyLIeHHWsS BO3HUKHOBCHHS yIPO3BI
IPHYMHEHKS Bpeia )HU3HH, 310POBbIO IPaX/IaH, H3JI0XKEHHBIMH B dopMe IPOBEPOIHOTO JINCTA
(CIIMCKa KOHTPOJIBHBIX BOIIPOCOB).

3. HauMmeHoOBaHHe IOpUAWYECKOro IJIMIA, dbamMunusi, HMs, OTYECTBO (mpH HaJIMIHH)
VHIWBH/IYaTBHOTO IpeAIPUHIMATENS:

4. MecTo MpOBEJEHHs IUIAHOBOM IPOBEPKH C 3alOJHEHMEM MPOBEPOIHOrO JIMCTA.

5. PeKBH3UTHI [pUKa3a O IPOBEJCHUM ILIAHOBOH NPOBEPKH: OT

Ne

6. VdaeTHbI HOMEP IPOBEPKH U IaTa IPUCBOSHHS YYETHOTO HOMEpa IIPOBEPKH B EnuaoMm
peecTpe IIPOBEPOK:

7. JIomXHOCTh, GaMUINA ¥ WHALKATH JOJDKHOCTHOIO JIMIA (nu1), TPOBOAIIIETO(HX)
[IJIAHOBYIO ITPOBEPKY:

1. ;

2. ;

8. [TepeyeHs BONPOCOB, OTPAXKAIOLIMX COACPKAHNEC 00s13aTeIbHEIX TpeOOBaHHM, OTBET HA
KOTOpHBIE OHO3HAYHO CBUACTEIBCTBYET O COOIONEHUH WM HeCOOMIONCHHH IOpUANICCKHM
JINIIOM, HHAMBHIYaJIbHBIM IIpEIIpHHUMATEICM 06s3aTeNbHBIX TpeOOBaHMM, COCTABILIONIINX
IpeaMeT IIPOBEPKH:
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n/n

Bomnpocel, oTpakaromue cogep:kanue 00s3aTeIbHLIX
TpedoBanuid

PexBu3nThI
HOPMAaTHBHBIX
NPaBOBBIX
aKTOB, ¢
yYKa3aHHeM HX
CTPYKTYPHbIX
eHHHI,
KOTOPbIMH
YCTAHOBJIEHBI
00s13aTEILHDIE
TpeboBaHASA

BriBoa o
BbINOJTHEHHH
TpeOoBaHMIH

na HET

IIpaBniia yHHYTOXKEHHS HeA0OPOKAaYeCTBEHHbIX JIEKAPCTBEHHBIX CPEACTB, (ajibcHPHIHPOBAHHDIX

JCKApPCTBCHHBIX

cpeacTs H KOHTpa(l)aKTHLIX JEKAPCTBCHHbBIX

CPeACTB,

YTBEPKACHHDBIC

nocranosjeHneM llpasurenncrsa Poccuiickoii ®@enepanun ot 3 okradps 2010 r. Ne 674 (Cobpanne
3aKoHOAaTeNbcTBA Poccniickoli @enepannn, 2010, Ne 37, ct. 4689; 2016, Ne 4, c1. 535) (nanee —

IIpaBu.ia)

1. | Umeetcs nu noroBop ¢ opranusanueit mo c6opy, IIYHKT 8
HUCIIOJIL30BaHUIO, 00E3BPEXXUBAHUIO, TPAHCIIOPTUPOBKE M IIpaBun
pasmemenuro otxonoB I - IV xiacca omacHocTH Ha
YHHYTOXCHHE HEAOOPOKaYECTBEHHBIX JIEKAPCTBEHHEBIX CPENCTB,
¢anscupUIIPOBaHHEIX U KOHTPa(aKTHBIX JIEKAPCTBEHHBIX
cpeacTB?

2. | B aktax 06 yHHYTOXEHHH JICKAPCTBEHHEBIX CPEACTB myHKT 11
YKa3bIBAIOTCH JIH: IIpaBun

71aTa YHUYTOXKCHUS JICKApCTBEHHBIX CPEJICTB? OyHKT 11
IIpaBun
MECTO YHHUYTOXEHHUS JIEKAPCTBEHHBIX CPEJCTB? myHKT 11
IIpaBun
(baMuIIY, IMEHA, OTYECTBA JIUL, IPUHAMABIINX yIacTHE B myHKT 11
YHHYTOXXEHHH JIEKAPCTBEHHBIX CPEACTB, X MecTo paboThl, | [IpaBmi
TOJDKHOCTB?
060CHOBaHHE YHHUYTOKEHHS JICKAPCTBEHHBIX CPEICTB? myHKT 11
IIpaBun
HAaHMMEHOBAHUS JIEKAPCTBEHHBIX CPEJICTB? myHKT 11
IIpaBun
nIeKapCcTBEHHBIE HOPMBI? myHKT 11
IIpaBun
J03MPOBKH JIEKAPCTBEHHBIX CPEACTB? myHKT 11
IIpaBun
€IMHHULBI H3MEPEHHUS JIEKAPCTBEHHBIX CPEACTB? myHKT 11
IIpaBun
CEPHH JIEKAPCTBEHHBIX CPEACTB? nyHKT 11
[IpaBun
KOJIMYECTBO JICKAPCTBEHHBIX CPEACTB? myHKT 11

ITpaBun
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Tapa WIH yIaKoBKa? myHKT 11
IIpaBun
HaMMEHOBAHHAE [[POM3BOUTEINS JIEKAPCTBEHHBIX CPEACTB? myHKT 11
[TpaBun
CBEJICHHS O BIAZENBIIE IEKAPCTBEHHBIX CPEICTB? myHKT 11
[IpaBun
cnoco0 YHUYTOXKEHHS JIEKapCTBEHHBIX cpencts? nyHKT 11
[Tpasun

3. | AxThI 06 yHHUTOXEHHHU IEKAPCTBEHHBIX CPEJCTB COCTABILIOTCA | IyHKT 12
JIM B JIcHb YHHUYTOXXCHMS HEA0OPOKaIeCTBEHHBIX [pasun
JIeKapCTBEHHBIX CPEACTB M (WTH) hanbcuduIHpOoBaHHbIX
JIEKapCTBEHHBIX CPEICTB?

4, | Akt 06 yHMUTOXEHUH TIEKAPCTBEHHBIX CPEJICTB MIIH €T0 KOMUA B | IYHKT 13
TeueHde 5 paGouux JHEH co IHS €ro COCTaBICHU HAIIPABIACTCA [MpaBui
JIM BaJENbIIEM YHUUTOKEHHBIX JIEKAPCTBEHHBIX CPEIICTB B
YIIOJHOMOYEHHBIH Oprau?

(mormxrOCT H PO NOHKHOCTHOTO JIHIA, 3aNOHAUBIICTO MPOBEPOYHBIH JIKCT, OIINCE, Jara)

(zomxHOCTb ¥ GMIO ODKHOCTHOTO JIHIA FOPHMYECKOTO JIMIE, IPHCYTCTBOBABIICTO mpH
3aI0JIHEHAHN IPOBEPOYHOTO JINCTA, TIOIIUCh, /1aTa)
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ITpunoxenue Ne 37
K mpukasy @enepanbHOH CIIykKObI
10 Haf30py B cepe 31paBOOXPAHCHNS

2

or (A1 Qo1 Ne 3445

®opma

IIpoBepoYHBI JHCT
(cHCOK KOHTPOJIbHBIX BOIIPOCOB),
ucnoab3yemblii @egepanbHoi caysk00ii mo Ha30py B cepe 3ApaBOOXPAHCHHU
H ee TePPATOPHAILHBIMH OPraHaMH NPH NPOBECHAN MLIAHOBLIX NpoBepPOK NpH
ocylIecTBJIeHHH (helepaibHOro rocy1apcTBeHHOro Haa30pa B cdepe oOpaieHus
JIeKAPCTBEHHBIX CPEACTB
(co6onenne cyGbeKTaMu 00palienHs JIeKapCTBEHHBIX cpeacTs
yCTaHOBJIEHHBIX TPeGOBaHH K MPOBEJCHHIO MOKJIHHHYECKHX HCcJIeJoOBaHuUi
JleKapCTBEHHBIX CPE/ICTB)

(HAMMEHOBAHMe OPraHa, OCYIIECTBIAIOMIEr0 IIAHOBYIO TPOBEPKY)

1. Bun roCyJapCTBEHHOTO KOHTPOJLA (nagzopa)

2. Tlpemmer IUIaHOBOM IPOBEPKH IOPUANIECKHMX  JIHIL M HHIABUAYAIBHBIX
npeAnpUHUMATeNei OrpaHHIUBaCTCS 06s3aTeEHEIME TPEGOBaHUAME, COOJIOIEHNE KOTOPBIX
qBISIeTCS Haubodee 3HAUMMBIM C TOYKH 3PEHHMS HEJONMYIICHHS BOSHUKHOBEHIMS yIpo3sl
TIpHYMHEHWS Bpe/ia KU3HH, 30POBBIO IPaX/aH, M3JI0’KEHHBIMH B (popMe POBEPOTHOrO JINCTA
(crircka KOHTPOJIBHBIX BOIIPOCOB).

3. HaumeHoBaHHe OPHAWYECKOro JHIA, dammius, UMs, OTYECTBO (mpH HATHYHH)
WHIABHIYaJIEHOIO npenpUHAMATENS:

4. MecTo NpOBENEHMs ILUIAHOBOM NPOBEPKH C 3arONHEHHEM NPOBEPOHHOTO JUcTa:

5. PeKBHM3UTHI PHKa3a O MPOBEICHAHU IUIAHOBOH NMPOBEPKH: OT

Ne

6. YueTHbI# HOMep IPOBEPKH H JaTa IPHCBOSHHUS YIETHOTO HOMEpa NPOBEPKH B EnuaoM
peecTpe IIPOBEPOK:

7. JIOJKHOCTB, GaMUIMA M MHUIKAIB! JOIDKHOCTHOIO muna (JIAL), I'[pOBOIISIIIICl“O(PIX)
TJIaHOBYIO IIPOBEPKY:

1. ;

2. , ;

8. [TepedeHb BOIPOCOB, OTPAXAIOIINX CORCPKAHUE o0Os13aTeNbHBIX TpeOOBaHUH, OTBET HA
KOTOpBIE OJHO3HAUHO CBHIETENECTBYET O COBIIOICHUH MM HecOONMOIeHIH IOPUINIECKIM
JIMIIOM, HHIVBHAYATbHBIM NPEANPUHAMATENEM o6s3aTebHBIX TPeOOBaHHM, COCTABIIIOIMX
npeaMeT TIPOBEPKH:




PexBH3HTHI

BriBog 0

Ne Bonpocel, oTpakaromme HOPMATHBHOI'O NPABOBOI0 BLINOJTHEHHH
n/m coaepkaHHe 00s3aTeIbHbIX aKTa, ¢ YKa3aHHEM HX TpeboBaHHH
TpeOoBaHHUH CTPYKTYPHBIX €/IHHMII, aa HeT
KOTOPBIMH YCTAHOBJICHbI
o0s3aTeIbHbIE
TpeOOBaAHHUSA

®exepainbublii 3aKkon or 12 ampeas 2010 r. Ne 61-®3 «O6 o0pameHHH JIEKAPCTBEHHBIX
cpeacrs» (CoGpanne 3aK0HOAATEIHCTBA Poccuiickoii ®enepamnn, 2010, Ne 16, cr. 1815; 2016,
Ne 27, cr. 4283) (manee — 61-®3); IlpaBmaa Haprexamein JabopaTopHOil NPAKTHKH,
yTBepXAeHHbIe NPHKa3oM MEuHHCTepCTBA 31PaBOOXpaHeHMs Poccniickoii Penepanuu
or 1 ampens 2016 r. Ne 1991 (3aperncTpupoBaHo B MHHHCTEPCTBE HOCTHIHH Poccuiickoii
®enepanuu 15 aBrycra 2016 r., perucTpauuoHHbIi N 43232) (nanee - IpaBniia HagnexKamen
J1a60paTOPHOI IPAKTHKH),

1. TpeGoBaHus K HCMBITATEIbHOI J1a60PATOPHH | MEPCOHATY HCIBITATENLHOH JaabopaTopuu,
cHcTeMa ofecnedeHns Ka9ecTBa JOKIHHAYECKAX HCCIe 0BAaHHI

1.1

HcnerratensHas na6opaTopnx HMEET JIH IMTOMEMICHU U 30HEI JJIS:

H30IIAIUH, oOecreueHus
COXpaHEHHs COCTaBa U
KOHIIEHTPAIINH, YACTOTHI H
cTabHIBHOCTH TECT-CHCTEM?

yacTth 3 crated 11 61-D3;
OyHKTHI 2, 5 [IpaBui
Hajyiexaineil 1abopaTopHOH
IPAKTUKH

H30JII1MH, 00ecnieueHus
COXpaHEHHs COCTaBa U
KOHIIEHTPALUH, YHCTOTHI H
cTabHIBHOCTH 00pa3noB?

yacTh 3 cratek 11 61-®3;
OyHKTHI 2, 5 IIpaBui
HaJyIeKalneil 1abopaTopHOR
IpaKTHKH

H30JIAIuH, oOecrneYeHus
COXpaHeHHs COCTaBa M
KOHIIEHTPAIINH, YUCTOTHI H
CTaGHIIBHOCTH NPO6?

yacTh 3 ctarhu 11 61-D3;
myHKTHI 2, 5 [IpaBun
Hajiexaineil 1abopaTopHOH
PaKTHKH

U30JISLHH, 00eCTIeUeHHUS
COXpaHEHHs COCTaBa U
KOHIICHTPAL{H, YUCTOTHI U
cTabHJIBHOCTH PacCTBOPHTENEH?

yacTh 3 crarey 11 61-P3;
myHKTHI 2, 5 [IpaBun
Hajuiexane# 1abopaTopHOH
IPaKTHKH

1.2

TecT-cucTEMEI, 06pa3111;1 H paCTBOPUTEN ITPOMAPKHPOBAHbI JH C YKa3aHAEM.

coctasa?

nyHKT 5 [IpaBun
Hajuiexaneit raboparopHoi
IIPaKTHKH

KOHIEHTpAIu?

nyHKT 5 [IpaBun
HaUIexamei 1abopaTopHOH
IPaKTHKH

CpOKa roJHOCTH?

nyHKT S IlpaBun
HajjIeKameit nabopaTopHoi
MPaKTHKH

0cOoGEHHOCTEH XpaHEeHHA ?

myHKT 5 [IpaBun
HajuIexKameil 1abopaTopHOI
MPaKTUKH

HCTOYHHKA MOIYyICHHUA?

nyHKT 5 [TpaBun
Haexaniei 1abopaTopHOH
IIPaKTHKH
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JaThl HpHFOTOBJICHHH?

myHKT 5 [IpaBun
HaJUIexarnet 1abopaTopHOr
MIPaKTHKH

CcTabMIBLHOCTH?

nyHKT S [IpaBun
Haiexarneii rabopaTopHoH
IPaKTHKA

1.3 | 3amoKyMeHTHpPOBAHBI JIK BCE 3TANbl | IMyHKT 5 IpaBun
U BHJBI 0OpameHus TECT-CHCTEM, Haexamei nadopaTopHon
06pa3noB cpaBHEHHUS, 0OPa3NOoB, MPaKTUKA
1po0, pacTBOPUTEIECH?

1.4 | PykoBoauTeneM UCIBITATEILHOM IYHKT 6, TOJILYHKT «O»
J1ab0paToOpHH YTBEPKICHEI JIH nyHkta 9 [IpaBun
CTaH[apTHHIE OIIEPAlIMOHHBIC Ha uIexaneit 1abopaTopHoi
IpoLeypbl HOAPOGHO U IPaKTHKH
IIOCJIEIOBATENHHO
PerJIaMEHTHPYIOIIHE IOPATOK
MPOBEACHHUS JOKIHHUYIECKOrO
HCCIIENOBaHUS HIIH MTOPAIOK
OCYIIIECTBIICHHS NIPOLEAYD, HE
OIIMCAaHHBIX IOAPOOHO B IIPOTOKOJIE
uccnenopanms (ganee - COITbr)?

1.5 | Yreepxxnennsie COIIbI pernaMeHTHPYIOT JIU:

HOCTYILIEHYE, HICHTHPHKALMIO,
MapKHpOBKY, 00paboTKy, 0T60p
1po6, HCTIONB30BaHHUE, XPaHECHHE,
YHUYTOXEHHUE, YTIIIH3AIMIO
HCCIIEAYEMBIX BEIIECTB,
JIEKAPCTBEHHBIX CPEICTB H
00pa31ioB CpaBHEHHUS?

HOAMYHKT «a» IyHKTa 7
[MpaBui HagIEKaIEH
1a00paTOPHOM IIPAKTHKH

00CTy)XMBaHUE U IIOBEPKY
M3MEPHUTEIBHEIX TPHOOPOB M
obopynoBasus?

TOJIYHKT «0» IMyHKTa 7
[MpaBun HajuIEKAIIEH
71abopaTopHOM IIPAKTHKH

IIPUTOTOBJICHHE PEAKTUBOB,
IIMTATENHHBIX Cpell, KOPMOB?

TOANMYHKT «B)» IIYHKTa 7
IpaBun HagexKamen
nabopaTopHOH NPAKTHKH

BeJCHHE 3alIHCEii, OTYETOB U HX
XpaneHune?

HOAMYHKT «I'» IyHKTa 7
[IpaBun Hagmexaren
71a60paTOPHOM MPAKTHKH

CofiepKaHue TOMEIICHHIH,
HCIIOJB3YEMBIX TIPH HPOBEICHUH
HcclieI0BaHuS?

HOAMYHKT «J» MyHKTa 7
IMpaBwm HagEXKamEH
71ab0paTOpPHOM IIPaKTHKH

IpueM, TPaHCIIOPTHPOBKY,
pa3MeIIeHHe, ONKMCaHME,
HICHTA(DHUKALIAIO HCCIIERYEMBIX
BEHIECTB U TECT-CUCTEM?

TIOAMYHKT «€» IYHKTa 7
IIpaBun HazIeKamen
71a60paTOpHO MPaKTHKH

BBINOJIHEHHE IIPOTOKOJIA
HCCIICIOBAHUS?

HOJIIYHKT <OK» IIyHKTa 7
IpaBun HajIeXKaIeH
J1a00paTOpHOH MPAKTHKH
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1.6 | Bemerca /u Karajor AcicTByIOmuX | MyHKT 7 [IpaBun
COII ¢ yka3aHHEM MX BEPCHH, ATkl HajIexarnei 1abopaTopHOR
BCTYIUIEHHS B CHIIy M IaThl UX MPaKTUAKA
nepecMoTpa’?
17 | Mccnenopateny BMEOT M Ha CBoUX | IMyHKT 7 [IpaBui
paboumx MecTax KOIHA Haziexalei sabopaTopHoi
akTyansHeix Bepcuit COII? HPaKTHKU
1.8 JIOKyMEHTaIbHO NOATBEPXKICHO JIK | IIYHKT 7 IlpaBun
IPOXOXKACHHUE HCCIIENI0BATEIIMU Hajexaieil 1aboparopHo#
o6yuenns o COIL, B ToM uncne, B | NPaKTHKH
ciTydasx uX nepecmorpa?
1.9 | PyxoBoauTesneM HCIBITATEILHOH 1ab0PaTOPHH HA3HAYCHB! JIH KBaTH(PUITMPOBAHHEIC:
PYKOBOAUTEND JOKIAHAYECKOTO HOMIIYHKT «T'» ITyHKTa 9
HCCIIeIOBaHUsA? ITpaBui Ha[UIeKaMEH
1ab0opaTOPHOH IMPAKTHKH

BEIYIUHH KCCIIe0BaTEND? TOIMYHKT «r» IIyHKTa 9
TMpaBun Ha UIEKaAIIEH
naGopaTopHOi NPAKTHKA

UCCIIeI0BATENHN? MOJIMYHKT «I ITYHKTa 9
Tpasui HajIeKamen
naGopaTopHOi MPAKTHKA

OTBETCTBEHHBIH 3a pa3paboTKy nyHkt 21 I1paBun

KOMIIBIOTEPH3UPOBAHHBIX CHCTEM? | HaJUIexKalleH nmabopaTOPHOM
IIPAKTHKH

OTBETCTBEHHBIH 32 BATHIAIINIO myHKT 21 Ipasui

KOMITBIOTEPH3HPOBAHHBIX CHCTeM? | HajuIeXKalleH 71ab0paTOpHOH
PaKTHKH

OTBETCTBEHHBI 3a DKCIUTyaTauuo | myHKT 21 IIpaBun

KOMITBIOTEPH3UPOBAHHEIX CHCTeM? | HaJlexalel saGopaTopHO#i
MPaKTUKA

OTBETCTBEHHBI! 3a obcmyxupanue | MyHKT 21 ITpaBun

KOMIIBIOTEPH3HPOBAHHEIX CHCTEM? | HaIuexalle nabopaTopHO#
IPaKTHKH

OTBETCTBEHHBIHN 3a CHCTEMY IIYHKT 8, MOJIIYHKT «B»

obecrieueHns KauecTBa nyskTa 9 [IpaBun

HCIBITATENbHOM 1abopaTopun? Hagjexaieil 1abopaTopHOA
MIPaKTHKH

1.10 | JInmoM (JTMIIaMH), OTBETCTBEHHBIM (OTBETCTBEHHEIMH) 33 CHCTEMY 00€eCIIeUeHHA KadeCTBa

obecredeHbl JIM:

pazpaborka COII u cBOEBpeMEHHBIH
epecMOTp B LEAX UX
aKTyaJIH3anuy, ¢ y4eToM
HAKOILJICHHOTO OIBITAa ¥ HAyYHBIX
JOCTHOKECHHH?

MYHKT 7, TOAIIYHKT «a»
myHkra 8 IIpaBun
HajuIexameit 1abopaTopHOi
IPaKTHKH

noeenenne yreepxkaeHHbx COII no
CBEJICHUS TEepCcoHala
ACIBITaTEIbHON TabopaTopuy U
cucTeMaTH4yecKas MPoOBEpKa UX
cobmoneHus?

HOJIYHKT «a» IIyHKTa 8
IMpaBun HaJUIEKalIEH
nabopaTOpHOH MPaKTUKH
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IPOBEJICHUE UHCIIEKIUHY C LEIBIO
HOITBEPKAEHHS COOTBETCTBHUSA
IIPOBOAUMOTO JOKIMHHUYECKOTO
uccienosanus [IpaBunam
HaJutexarmei mabopaTropHoii
NPaKTHKHA?

HOJIYHKT «6» IMyHKTa 8
[IpaBun Hagnexamen
nabopaToOpHOI MPAKTUKA

MIPOBeCHNE HHCIEKIIUH C LENBIO
MIOATBEPKICHHS JOCTYITHOCTH
MEPCOHANY, YYacTBYIOIIEMY B
IIPOBEICHUM JOKITMHUYECKOTO
HCCJIEIOBaHHUSA, [IPOTOKONA
ucciaenosanns u COIT?

MOIMYHKT «0» ImyHKTa 8
IIpaBun Hagnexamen
nabopaTopHOit NpaKTHKH

IPOBEJICHHUE HHCIEKIHH C IETbI0
HOATBEPXKAEHUA (aKTa
cobroieHus IPOTOKOJIa
JOKJIHHHYIECKOT0 HCCIIE0BaHMA?

HOJIMYHKT «O» ImyHKTa 8
[TpaBun HamexKammen
JabopaTOpHO NMPaKTUKH

IPOBEICHHE HHCIEKIUH C LEIBIO
HOATBEPXKICHUS (aKTa
cobmopenns COII opranuszauuu?

HOIITYHKT «0» IMyHKTa 8
[IpaBun HamIexamen
71a00paTOpHO MPAKTHKH

IpOBEpKa 3aKTIOYATENEHBIX
OTYETOB Ha COOTBETCTBHE
HEpBOHAYAJILHBIM JJaHHBIM O
JOKJIHHHYECKOM HCCIIEIOBAHUH C
MOCTIEMYIOUIAM COOOINEHHEM O
pe3yNbTaTaX pyKOBOIUTEITIO
HCTBITATEIBHOMN
nabopaTopun/uccie/oBaHus B
ITHCEMEHHOM BHJIE?

HOITYHKTBI «BY», «I'»
nyHkTa 8 I1paBun
HaJuiexamielt 1abopaTopHOi
HMpPaKTHKA

MOATOTOBKA U MOLMHUCAHHUE IO
pe3yJIbTaTaM POBEPKHU
3aKIOUEHUA?

HOAITYHKT «J» ITyHKTA 8
IlpaBun HagIexamen
1a60paTOpHOI MPAKTUKH

1.11

[ToaTBepxaeHa u KBamAUKALISL
IIepcoHaIa, 33IeCTBOBaHHOTO B
IpoBeIeHHE JOKITHHUYECKOTO
HCCIIETOBAaHHAA?

MYHKT 2, HOAIYHKT «a»
nyHkrta 9 [IpaBun
Ha/uIexarel tabopaTropHoH
MPaKTHKH

1.12

O6ecmeueHo JI HANTAYHE
obopyoBaHus, CPEICTB U
MaTepHAaIOB IJIs CBOEBPEMEHHOTO
IPOBEICHHUS JOKITHHUYIECKOTO
HCCJICIOBaHUA?

MOJITYHKT «a» MyHKTa 9
[IpaBun Hagexamei
nabopaTopHOi MPaKTUKH

1.13

ObecneyeHo U HaTU4HME
BaJIMIUPOBAHHOM CHCTEMBI
MPOrpaMMHOTO 00EeCIIEUeHHUS,
HE0OXOIUMOT0 JUIS IPOBEACHHS
JOKJTMHAIECKOT'O HCCIIEOBAHUA?

MOJIYHKT «B» IIYHKTa 9
IIpaBui HajIeKamen
1ab0paTOPHOM IPaKTHKH
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1.14 | Banuganus nyHKT 21 [IpaBun
KOMITBIOTEPH3UPOBAHHBIX CHCTEM Haiexanieit 1aboparopHoH
OCYLIECTBIICHA JIU JI0 HavYalla €€ IIPaKTHKH
9KCIUTyaTali ¥ IPOBOAMTCS B
COOTBETCTBHH C ILIAHOM,

YTBEPXXICHHBIM PYKOBOJIUTEIEM
HCIIBITATeIIbHOM TabopaTopun?

1.15 | 3ameHa pyKOBOOHTEA HOJITYHKT «I» IyHKTa 9
JOKJIMHAYECKOTO UCCICIOBAHHUS, [IpaBun Hamiexamen
BEAYIHETO UCCIeN0BaTENs, nabopaTopHO# NpaKTHKH
HCCJIEAOBATENSA OCYIECTBICHA JIX
PYKOBOAUTENEM HCIIBITATEIbHOM
nmabopaTopuH, COrJIaCHO
cootBercTBYIommEer COII?

1.16 | O6ecneueHa 1 OpraHu3ays MIOJITYHKT «J1» IyHKTa 9
JOKyMEHTO000pOoTa, COTJIACHO TIpaBun HamIexamen
cootBercTBytomed COII? nabopaTOpHOH MPAKTHKH

1.17 | PykoBoauTeneM HCHBITATENbHOM MOJITYHKT «€» MMyHKTa 9
nabopaTopu o6ecredeHo a1 IIpaBun HamIexamen
B3aUMOJCHCTBHE MEXTY 7abopaTopHO MPaKTUKH
PYKOBOJAUTEIIEM HCCIICAOBAHUS,

BeyIIUM HCCIIeNoBaTeNeM U
HCCIIEOBATEISIMH ?
1.18 | PykoBoauTeneM NOKIMHUYECKOTO MCCIEAOBAHHS 00ECIIEYEHO JIH:

YTBEPIKACHUE IPOTOKOJIA
HCCJICIOBAHUS, H3MEHEHHH H
JOTIOJIHEHAN?

TOJIIYHKT «a» myHkTa 10
[IpaBun Hapnexamen
nabopaTopHO# MpaKTHKH

pacrpeneneHue o0s3aHHOCTEN
MEX]Iy HCCIIeOBATEISIMH?

MOIMYHKT «6» myHkTa 10
[IpaBun HamIeXKaIIEH
nabopaTopHOil MPaKTHKH

CBOEBPEMEHHOE IPEACTaBICHUE
JIMIaM, OTBETCTBEHHEIM 3a CHCTEMY
obecrieyeHud Ka4yecTBa, KOIMH
MPOTOKOJIA UCCIIEIOBAHNS,
HM3MEHEHHH U JOIOJHCHHH?

MOITYHKT «B» ITyHKTa 10
[IpaBwun HagTexalnen
J1a60paTOpHO IPaKTHKH

MIpEICTaBICHHAE HCCIEN0BATEIAM
MIPOTOKOIA HCCIIEAOBAHNS,
U3MEHEHHH, CTaHIapTHBIX
OIIEPAaLIMOHHBIX NPOLEAYD,
OTHOCSIIUXCS K JOKIHHHYECKOMY
HCCIIEIOBAHUIO?

MOJIMYHKT «r» MyHKTa 10,
myHKT 11 IIpaBumi
HaJuIexarneit 1abopaTopHOH
HPaKTHKH

COOJTI0ICHHE NPOLEAYP, YKa3aHHBIX
B IIPOTOKOJIE UCCIEAOBAHNUSA?

MOMITYHKT «J» IyHKTa 10
[TpaBut Hagexamen
1a60paTOpHOHN ITPAKTHKH

JOKyMEHTHPOBAHHUE JIFOOBIX
OTKJIOHEHHH OT IIPOTOKOJIA
HCCIIEJOBAaHKS BIUAIOIINX HA
Ka4eCcTBO M JIOCTOBEPHOCTH
HCCIIEeIOBAaHUS ¥ IPHHATHE
KOppEKTHPYIOIMHX Mep?

HOIIYHKT «O» IMyHKTa 10
[TpaBun HamexKalen
nabopaTopHOil MpaKTHKH
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JIOKyMEHTAIbHOE 0QOPMIICHHUE H
PETHCTPAIIUSA BCEX TIOTYYEHHBIX NPH
IpOBEICHHH JOKITHHIIECKOTO
HCCIIE{OBaHHs HCXOMHBIX JAHHBIX?

MOAIYHKT «e» MyHKTa 10
ITpaBui HajuIeKaIeH
n1a0GopaTOpHOH IPAKTHKA

HPOXOXICHHE BATHIAIIN
KOMIIBIOTEPH3UPOBAHHEIX CHCTEM,
ACTIOJIB3YEMBIX B JOKIMHUYIECKOM
HCCJICIOBaHUU?

IOIYHKT «K» MyHKTa 10
IMpaBui HajIeKammeH
71a0opaTOpHOM IPaKTHKH

MOAITMCAHUE 3aKINIOYHTEIBHOTO

TOAMYHKT «3» MyHKTa 10

oT4eTa JOKIHHHYECKOTO [IpaBui HaJUIEKAIEH
HCCIIEA0BaHHs? 1a6opaTOpHOH IIPAKTHKA

1.19 | Bce oTKJIOHEHHSA OT IIPOTOKOJIA HCCICIOBAHU:
odopMITeHB! B 060CHOBAHbI JIH myHkthl 11, 19 TIpasun
HCCIIEI0BATESIMA JOKYMEHTaNBHO? | Halexatel 1a60paTOPHOA

PaKTHKH
HepeaaHs! 1 PyKOBOAUTEIIO mysicrst 11, 19 TIpasan
pccaeoBanys U (FIN) BEAyIIeMy ., .,
HCCIIEJOBATENIO ISl COTIacOBaHUS Haanexalel 1abopaTopHoR
C COXpaHEHHEM MCXOJHBIX JIAHHbIX? TpaKTHKH

1.20 | UccaenosareneM obecreyeHa Jin nyHkT 11 IpaBun
CBOEBpPEMEHHAs ¥ TOUHas HajuIexarneit tabopatopHoi
perucTpanys NOTYYEHHBIX JaHHbIX, | TPAKTHKH
HX JIOCTOBEPHOCTH H
0OBEKTHBHOCTD?

1.21 | OGecneyeHO I COOTBETCTBHE nyHkT 12 Hpasun
OMEIIEeHH#, TpeHa3HAuYCHHBIX UIA HauIeKale 1abopaTopHOU
NpOBEACHHS JOKITMHUYCCKHX TIPaKTHKH
HCCleA0BaHui, TPeOOBAHMAM
CaHMTAPHO-3MHAEMHOIOTHIECKAX
IIpaBUII ¥ THTHEHAYECKHX
HOPMaTHBOB?

1.22 | IlpoBoawrcs JIn:
TexXHHYecKoe 00cTy ) KuBaHHE nyskT 14 IIpaBun
060pyI0BaHHs, HCIIOJIB3YEMOT0 TIPH HaJIexalei 1aboparopHoi
NPOBEACHAHN JOKITMHHYECKOTO TIPaKTHKH
HCCIICHOBAHMSA?
NpOQHUIAKTHIECKHH OCMOTP nyskT 14 Ipasun
060opyAOBaHHA, HCIIOIBE3YEMOTO IIPH Hajiexanei 1abopaTopHO#
IpOBEICHUH JOKIMHHYECKOTO MIPaKTUKH
HCCIIEAOBaHNA?
KayuOpoBKa 060pyIOBaHMUs, nyskt 14 IpaBun
ACTIOJIE3YEMOTO TIpH IIPOBEACHHUH HajyIexaieit 1abopaTopHOH
JMOKJIMHIYECKOTO UCCIIEIOBABUA? MPaKTUKH

1.23 | OGecneueHo 1 COOTBETCTBUE nyHKT 14 [Ipasun

06opyn0oBaHUs, HCIIOJIB3YEMOTO IIPH
IpOBEJICHUH JOKIHHIUIECKOTO
HCCIEeIOBAHMS, BHIaM POBOIUMBIX
HCCIEIOBAHM?

HaJyIeKalen 1abopaTopHOA
[IPaKTHKH
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1.24 | CotpynHuk, Ha3HaYECHHBIH nyHKT 15 [IpaBun
PYKOBOJHUTENEM HUCTIBITATENEHOM HauIexaIei maboparopHoi
71abopaTopuu, PErUCTPUPYET T B IPaKTUKH
paboueM xypHaie HHGOPMALHUIO O
NIOJTy4Y€HHUH TeCT-CHCTEM?

1.25 | Ucnonb3yeMsble B HCCIIEAOBaHUH myHKT 15 IIpaBun
TECT-CUCTEMBI IPOMapKUPOBAHEI HauIexarel 1aboparopHoi
m? IIPaKTHKH

1.26 | )KuBoTHBIE, pacTUTENbHBIE yHKT 16 [IpaBun
HCIIBITATEIIbHBIE CUCTEMBI, Hajexamel jabopaTopHOi
TOCTYIHBIINE JUIS IPOBEACHUS TPaKTHKH
JOKITHHUYECKOTO UCCIIEOBaHMUS,

H30JIAPOBAHbI TN B COOTBETCTBUH C
COIT?

1.27 | ObecneyeHo MM UCIIONB30BAHUE B nyHKT 16 IlpaBun
HCCJIEIOBaHUH JKUBOTHBIX, HaJuiexanieit taboparopHoi
PacTUTENBHBIX UCHBITATENbHBIX IPaKTHKHA
CHCTEM, COOTBETCTBYIOINX BUAY U
1eJIIM JOKITHHHYECKOTO
HCCIIEIOBaHUA?

1.28 | UcneITaTelbHBIE CHCTEMEI, MOpaXEHHBIE GOJIE3HBIO WIIH NOBPEKACHHBIE IIPH
NPOBEICHUH JOKIMHNUYECKOTO HCCIIEOBAHMS:

H30JIAPOBAHBI JIH? nyHKT 16 [IpaBun
Haurexare#t naboparopHoi
MIPaKTHKH

UCCIICOBaHbI I B COOTBETCTBUU ¢ | MYHKT 16 [IpaBun

COII? Ha[uIexameit 1abopaTopHOi
MPaKTHKH

1.29 | ObecneueHa u agamnramnus, B nyHKT 16 IIpaBun
coorBercTBHuH ¢ COII, HaJuieXxauiei 1aboparopHoit
6MOIOrMYECKHUX UCTIBITATENBHBIX [IPaKTHKH
CHCTEM K YCJIOBHSIM
JOKITMHAYECKOTO HCCIIEIOBAHMUS
nepe]t IEPBEIM BBEACHHEM ?

1.30 | BuBapuit, ucnonb3yemslit s nyHKT 17 IlpaBun
9KCTIEPUMEHTAIIBHBIX HaJJexameit 1abopatopHoi
HCCIEOBaHUI, OTBEYIaET JIH MIPAKTHKH
CaHUTAPHO-3THIEMHOIOTHIECKUM
TpeboBaHUIM?

1.31 | Kopma, o6opynoBanue u uHBeHTaph | MyHKT 17 IIpaBui
JUTSL yXOJa 33 )KHBOTHBIMM XpaHATCA | Hajyiexainei nabopaTopHoi
T B IOMEIIEHUAX, H30JMPOBAHHBIX | IIPAKTUKH
OT MECT COHEPKaHMs )KUBOTHBIX?

1.32 | Bce npouenypsl, CBI3aHHBIE C nyHKT 17 Ilpasun

YXOJIOM 3a XXHBOTHBIMH OIIMCAHEI JIH
B COIlax?

HaJuIexamel tabopaTopHo#
IIPAKTHKH

2. Hposenelme AOK/IHHHYECCKOro HCCJICAOBAHHA
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2.1 Jlata Hauana JOKIMHUYIECKOTO myHKT 4 IIpaBui
HCCIIEIOBaHMUS COOTBETCTBYET JIH HauIexalieil 1abopaTopHOi
JaTe MOANMCAHHS PyKOBOAUTEIEM | IPAKTHKH
JIOKJTMHHUYECKOTO MCCIIEOBAHUS
NPOTOKOJIA HCCIIEAOBAHUA?

2.2 | I[IpoToxoa JOKIMHHUYIECKOTO gacTp 4 crateu 11 61-03;
HCCJICOBaHUS COAEPKHT JIH nyHkt 18 IIpasun
HHGOPMAIHIO, yCTaHOBJICHHYIO Hazmexaieil 1abopaTopHOA
nyaxtoM 18 IIpaBun Hajjiexamied | MPaKTHKH
nabopaTopHO MPAKTHKH?

2.3 | i3MeHeHus, JOTOIHEHNS B nyHKT 19 IIpasui
MIPOTOKOJI UCCTICTOBAHUS Hajexanieii 1abopaTopHoOH
YTBEPXKACHBL I PYKOBOUTEIEM IIPaKTUKH
ACCIIEIOBAHMA H PHOOIIEHBI K
IIPOTOKOJTY HCCIETOBAHHS?

2.4 | Kaxxmomy JOKIHHHYECKOMY nyHKT 20 IIpaBmi
HCCJIE(OBaHHIO IIPUCBOEH JIH HajuIexamei 1abopaTopHOR
YHHKAJIbHBIH HACHTHQUKANMOHHBIA | TPAKTHKH
HOMeEp?

2.5 Bce ucnonszyemsie B nyHkT 21 [Ipasun
JOKJIMHHYECKOM UCCIENOBAHUY Hauexanieil 1abopaTopHOH
MaTepHalTbl OIIUCAHBI JIH B MPaKTHKA
JIOKYMEHTaX UCCIICOBAHUS C IIENIBIO
HX IIPOCIIEKHBAEMOCTH ?

2.6 | B xoxpe uccnemoBaHus nyHkT 21 IIpasun
pccenosareneM oQopMISIOTCS T | HaJuieXxammel 1abopaTopHoH
OTYETEL, COAepKaIHe TaHHBIC MPaKTUKH
IOJTy4acMBbIE B XOJE
JOKJIMHAYECKOTO HCCIIEIOBAHUS,
naty coctasienus, PO u noanucsy
HCCIIEOBATENSA?

2.7 | HonTBepXAcHA I Baauaalus myHkT 21 IIpaBun
KOMIIBIOTEPHOH CHCTEMBI, €CITH HajuIexaiieil 1abopaTopHOA
OTYET UCCIIENOBATENS COCTABIICH B | IPAKTUKH
3JIEKTPOHHOM BHJAE?

2.8 | ObecneueHo JIX NPOBEACHHE gacTs 4 craten 11 61-03

JOKJIMHHUYECKOT0 MCCIIEOBAHUS B
COOTBETCTBHH C YTBEPKACHHBIM
paspaGoTINKOM JIEKAPCTBEHHOTO
cpecTBa IUTaHOM (IpOrpamMMOoi,
IIPOTOKOJIOM)?

3. O(l)OpMJIeHHe pe3yjabTaToB JOKJHHHYICCKOr0o HCC/ICI0BAaHUA

3.1

CocTaBJieH JIi 3aKIFOYHTEIbHBIA
OTYET O [IPOBEACHHOM
JNOKJITMHMYECKOM HCCIEOBAHUH,
HOJNMCAHHBINA PyKOBOJUTEIEM
JTOKJTMHHYECKOTO HCCISIOBAaHUA?

yacTh 4 crateu 11 61-03;
nyHkT 23 Ipasun
Hauexamei tabopaTopHOH
MPaKTUKA
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3.2

JlaTa MOAIIMCAHUS PYKOBOJUTENIEM
JOKTHHHIECKOTO UCCIIEI0BAHMS
3aKTIOYATEIEHOTO 0TYETa O
IPOBEJEHHOM JOKIHHAYECKOM
HCCIIEIOBAaHUH COOTBETCTBYET JIH
JaTe OKOHYAHHUS HCCIIeIOBaHUA?

rryHKT 4 IIpaBui
Hauexameit 1abopaTropHOH
IIPAKTHKH

3.3

3aKIOYNTENbHBI 0TYET CONEPKHT
JIH CBEJICHUS, IPEAyCMOTPEHHBIE
myHkToM 22 IpaBui Haanexamei
nabopaTopHO# IPaKTUKU?

yHKT 22 [IpaBun
HaJJIexalei 1aboparopHoM
TIPaKTHKA

34

W3menenwust, TOMOIHEHUS K
3aKJIFOYUTEILHOMY OTYETY
oopMIeHbI MM B BHAE
IPAJIOKEHUS U TIOIHUCAHEI
PYKOBOIUTENIEM HOKINHUYECKOTO
HCCIIEIOBaHUA?

nyHKT 23 IIpasun
Hauiexaneit taboparopHon
HPaKTHKA

3.5

OT4eThI 0 JOKJIHHHUUSCKOM
HCCJIEIOBaHMH, COCTABJICHHBIC
BeIyLIMM HCCIEI0BATENEM,
HCCJIEIOBATEIAMH B X0J€e
IPOBEACHHUS JOKITMHAYIECKOTO
HCCIICIOBAHNA, TIOAITHCAHEI JIH
BEXYIIUM HCCIIECAOBATENEM H
HCCIIE/IOBATEIAMH C YKa3aHHEM
®UO u natwr?

nyHKT 23 [IpaBun
HaJutexamelt 1abopaTopHOR
IIPaKTUKH

4. Xpaﬂelme JAOKYMEHTOB H MAaTE€PHA/TI0B AOKJTHHHYCCKOT0 HCCJIETOBAaHUA

4.1

OGecneueHo JIH XpaHEHUE
JIOKYMEHTOB U MaTepHaIOB
JOKJIMHUYIECKOTO UCCIIEA0BaHHS B
MOMEIICHUAX, UMEIOIIHX

PEXHM OrpaHHYEHHOTrO JOCTYIIA,
obecneunBaoOmux
KOHOHICHITMAIBHOCTD MOTy4aeMBIX
MaTepHAJIOB U JAHHBIX?

nyHKT 24 [IpaBun
Hauiexanei 1abopaTopHoi
IPaKTHKH

4.2

JlocTyn X apXUBHBIM JOKyMEHTaM H
MaTepyaiaM JOKITHHAYECKOIO
HCCIIeIOBaHUS. UIMEET JIM TOJIBKO
CIEHATBFHO YIIOJIHOMOYECHHBIN
PpabOTHHUK HUCIIBITATEIBHON
naboparopuu?

myHKT 25 IIpaBun
Hajnexamei 1abopaTopHOR
IIPaKTHKH

4.3

JIOKyMEHTBI ¥ MaTepHaIbI
JIOKJTMHAYECKOTO HCCIIEA0BAaHUS,
MIOMEIICHHBIE B apPXUB, HMEIOT JIH
0003HaYeHHs B COOTBETCTBHH C
HOPSAKOM XpaHEHUA?

nyHKT 26 [Ipasun
Hapiexanteli 1abopaTopHOH
NPaKTHKA

4.4

Opranu3aTopoM AOKIHHUYECKOTIO
HCCJICIOBAHMUS OTIPEJIENIEH JIH CPOK
XpaHeHHs apXMBHBIX MaTEpHATIOB?

nyHKT 26 [IpaBui
HaJJIexaIel 1abopaTopHOM
IPaKTHKA
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4.5

PyxoBoaUTENs HCIIBITATEIEHON
naGopaTopHu yBEIOMHI K B
IMCHEMEHHOM opMe opraHu3aTopa
TOKITMHHYECKHUX HCCIENOBAHUH O
HaMEPEHUH YHHYTOXHTh
MaTepHaIbl H JOKYMEHTHI
JOKJIHHUYECKOTO HCCIIEI0BAHHUS 110
HCTEYEHHH CPOKa XpaHeH!s?

nyHkT 26 [Tpasun
HaJiexanei jabopatopHoi
IIPAKTHKH

4.6

YHHYTOXEHHE JOKYMEHTOB U
MaTepHaIoB JOKIMHHYECKOTO
HCCIIEOBAHUSA 10 HCTEYECHUS
yCTAQHOBJICHHOTO CPOKa XpaHCHHU,
OCYIIECTBIIECHO JIM C IIHCHMEHHOTO
COTJIaCHs OpraHu3aTopa
JIOKJIMHAYECKOTO HCCIISAOBaHHA?

myHKT 26 IIpaBui
Hajuiexareii 1abopaTopHoi
HMPaKTHKH

4.7

IMoxaTeepxaeH i $HakT nepenavan
apx¥Ba UCIIBITATE/IbHON
71a0opaTopHH MIPAaBOIIPEEMHUKY HITH
IIpH €ro OTCYTCTBHH OPraHu3aTopy
JOKJIHHHYECKOTO MCCIIETIOBaHNUS, B
cliydae mpeKpaleHus AeSTeNbHOCTH
ACIIBITATENBHOM 1abopaTOpHH 10
HCTEYCHHUS YCTaHOBICHHOTO CpOKa
XpaHeHHs JOKYMEHTOB ¥
MAaTepHAIOB JOKITHHAYECKOTO
HCCIIeIOBAHNMSA?

nyskT 27 Ilpasun
HaJuIexaleil 1abopaTopHOH
HpaKTHKH

(nomxHOCTE # PUO JODKHOCTHOTO JIHIIA, 3aII0JIHUBIIETO IIPOBEPOYHBIHN JIUCT, IOAIHCE, JaTa)

(momkHOCTh ¥ @VIO HODXHOCTHOTO JIMUA OPHIMIECKOTO JIMIA, IPHCYTCTBOBABIICTO pH

3aII0JIHEHUH IIPOBEPOYHOIO JINCTA, IMoaInCh, naTa)
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ITpunoxenne Ne 38
Kk npukazy enepanbHoi CITyXOBI
0 Haa30py B cdepe 3ApaBOOXpPAHEHHS

or QIT1AO(L N G455

®opma

IIpoBepo4HBbIii JINCT
(CIIHCOK KOHTPOJIEHBIX BONPOCOB),
ucnosnb3yemplii ®exepanbHoii ciryx00i o HAA30pY B cdepe 31paBooOXpaHeHHs
U ee TePPUTOPHAILHLIMH OPraHaMH NPH NPOBEACHAH MJIAHOBLIX NpoBepOK NpH
ocyuecTBIeHHH (heflepajbHOro rocy1apcTBeHHOTo Haa30pa B cdepe oOpaieHus
JIeKapCTBEHHbIX CPEJICTB
(coGmoenne cyGbeKkTaMu o0palileH s JIEeKapCTBEHHBIX CPEACTB
yCTAHOBJIEHHBIX TPeOOBAaHHHA K MPOBEICHHI0 KIHHHIECKHX Hcc/1e10BaHHIMA
JeKapcTBEHHBIX MPENapaToB)

(HAMMEHOBaHKe OPraHa, OCYIIECTBIAIONIEro MIaHOBYIO MPOBEPKY)

1. Bun roCyJapCTBEHHOTO KOHTPOJIA (uamsopa)

2. Ilpenmer IUIaHOBOH MpPOBEPKH IOPHAMYECKHX JHMI M MHIUBHYaIbHBIX
IpeNpHHAMATENeH OTPaHHIMBAETCS 00A3aTeNbHBIMA TpeGoBaHIAMH, COOIOIEHHE KOTOPBIX
gBISIeTCS Haubonee 3HAYMMBIM C TOYKHM 3PEHMA HENOMYLICHMS BOSHUKHOBCHHSA yIPOSEI
IPAYHHEHNS Bpe/ia XU3HH, 3/0POBBIO IPAXKIAH, H3TOKECHHEIMU B dopme MPOBEPOYHOTO JIUCTA
(CrECKa KOHTPOJIBHEIX BOMPOCOB).

3. HauMeHOBAaHME IODHMYECKOTO JHLQ, (aMuius, UMs, OTYECTBO (UpH HATHYHH)
MHIUBHUTyabHOTO IpeanpUHAMATENS:

4. MecTo TNpOBENCHHS IUIAHOBOH INPOBEPKH C 3alONHEHUEM MPOBEPOHHOTO JIMCTA:

5. PeXBU3HUTHI IPHKA3a O MPOBEASHHH IIAHOBOH MPOBEPKH: OT Ne

6. YueTHbIH HOMEp IPOBEPKH ¥ J1aTa IIPUCBOSHHUS yIETHOTO HOMEPA IIPOBEPKU B EnuHOM
peectpe IIPOBEPOK:

7. JIOJKHOCTB, (haMUIMs M MHULHANIB! JOJDKHOCTHOTO JIHIA (yu1r), ITPOBOASAMIErO(HUX)
IUIAHOBYIO TIPOBEPKY:

1. ;

2. ;

8. ITepedeHs BOIPOCOB, OTPAKAIOIINX CONEPIKAHNE 00s3aTeNbHBIX TpeOOBaHMH, OTBET Ha
KOTOpbIE ONHO3HAYHO CBHUACTEIBCTBYET O COGIIIOEHUN WM HECOONIOACHUH IOPHINIECKIM
JIAIIOM, HHIAUBHAYaTGHBIM TIPEANPHHUMATENEM 0053aTebHBIX TpeGoBaHui, COCTABIIOLIMX
mpeaMeT POBEPKH:
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PexBH3UTHI HOPMATHBHOI'O BriBoa 0
Ne Bonpockl, 0OTpaxkarommue IIPABOBOI0 aKTa, € BBINOJIHEHHH
n/n coepxaHne 00A3aTeNbHBIX yKa3aHHEM HX CTPYKTYPHBIX TpeOoBaHHH
TpeboOBaHHMH €IUHHI], KOTOPHIMH na HET
YCTaHOBJIEHBI 00513aTeIbHbIC
TpebGoBaHHHA

Pemenne CoBera EBpasniickoii Dxonomadeckoii Komucenn or 3 Hos6pa 2016 r. Ne 79 (nanee —
IpaBmia HagIexKamel KIMHHIECKOH NMPAKTHKH EADC); ®enepanbubiii 3akon ot 12 anpeas
2010 r. Ne 61-®3 «O6 oGpamennu JekapcrBeHHBIX cpeacrs» (CoOpanne 3aKOHOAATETHCTBA
Poccniickoii ®enepamuu, 2010, Ne 16, cr. 1815; 2016, Ne 27, cr. 4283) (nanee — 61-03);
®enepaibHblii 3aKoH oT 21 HosOps 2011 r. Ne 323-®3 «O6 ocHOBax OXpaHbI 310POBbSI TPAKIAH B
Poccuiickoli ®enepanun» (CobpaHue 3aKOHOAATEILCTBA Poccuiickoit ®enepannn, 2011, Ne 48,
cT. 6724; 2017, Ne 31, ct. 4765) (mamee - 323-@3); IlpaBHia aKKpeIUTANHH MEIHIMHCKHX
opranu3anuii Ha NPaBo NpoBeleHHs KIMHHICCKHX HCCIeI0BaHN JJeKAPCTBEeHHBIX NPENapaToB
ISl METAIHUHCKOr0 IPHMEHEHH s, yTBepaKIeHHbIC MocTaHoBIeHHeM IIpaBuTebLCTBA Poccuiickoit
®enepannu ot 3 cenTbps 2010 r. Ne 683 (CobpaHue 3aK0HOAATENLCTBA Poccniickoii @enepanuu,
2010, Ne 37, c1. 4697; 2012, Ne 37, c1. 5002) (aanee — IlpaBuia aKKpPEAHTANHH MeXHITHCKHX
OpraHM3anMil Ha NPaBoO NPOBeJeHUs KIHHHIECKHX HccNe0BaHHil JIeKAPCTBEHHBIX MPENapaToB
I8 MEIHIHHCKOro mpumeHenus); TunmoBbie MpaBmia 0683aTeJLHOI0 CTPAXOBAHMA KM3HH H
310pOBBbS MAIMEHTA, YYACTBYIONEro B KIMHAYECKHX HCCIC/OBAHHAX JICKAPCTBEHHOIO
npenapara, yTBepxieHHble mocTanosieHneM IIpaBuTenncTBa Poccniickoii  Penepanmu
oT 13 cenrsbps 2010 r. Ne 714 (CobOpanne 3aK0HOJATEJILCTBA Poccuiickoii ®exepanun, 2010,
Ne 38, cr. 4832; 2014, Ne 43, ct. 5892) (nanee — TunoBsle NpaBAJIa 0053aTeJILHOr0 CTPAXOBAHHA
JKH3HH H 310POBbSl NAIMEHTA, YIACTBYIONIEro B KJIHHHYECKHX HCC/IEN0BAHHAX JIEKAPCTBEHHOTO
npenapara); IlpaBaia Hajjexamedl KIHHHYECKOH NPaKTAKH, YTBEPHICHHbIE NPHKA3OM
MusnncTepcTBa 3apaBooxpanenns Poccuiickoii ®enepanun ot 1 anpeas 2016 r. Ne 200u
(3aperncTpuposano B Munncrepcrse toctanun Poccniickoit ®enepanun 23 aprycra 2016 r.,
perncrpanuonnbii Ne 43357) (manee - IlpaBmaa HauieKamell KJIHHHYECKOH INPAKTHKH);
IpaBuia HaaJIexameii NPON3BOACTBEHHOH NPAKTHKH, yTBEPKACHHbIC IPHKA30M MunncTepcTBa
npoMbImuieHnHocTd M Toprosam Poccmiickoit ®enepammd oT 14 wmons 2013 r. Ne 916
(3aperucTpupoBano B MHHHCTEDPCTBE IOCTHIHH Poccniickoii ®enepanuu 10 centabps 2013 r.,
perncrpanuonubiit Ne 29938) (nasee — Ilpasuna HaJUIe)xameli MPOU3BOACTBEHHON NPAKTHKH);
Mopsimok ocymecTBaeHHs (apMaKoHaN30pa, YTBEPHKICHHBIH INPHKA30M Poc3apaBHan3opa
ot 15 despans 2017 r. Ne 1071 (3aperucTpHpoBaHo B Munucreperse woctunun Poceniickoi
®enepanun 20 mapta 2017 r., perucTpannoHHbIH NeNe 46039) (nanee — Ilopsinok ocymecTBICHHS
dapmakoHan3opa)

aa HET

1. O0mue MOJI0KEHHS

1.1 | YupexxieHre aKKpeJIMTOBAHO JIX Ha qacTh 7 crared 38 61-D3;

IPaBo MPOBEACHHS KIIMHHYECKHX [IpaBuna akKpeAUTAIH
HCCIIE0BAHMH JIEKAPCTBEHHBIX MEIUIHHCKAX OpraHu3anui
[IpenaparoB JJ1 MEAUIUHCKOTO HA MPaBO IPOBEACHUA
IpUMeHeHus? KIMHAYECKAX UCCIIENOBAHHH

NEKapCTBEHHBIX NIpENIapaToB
JULS MEIULIHCKOIO
PHMEHEHHS
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1.2 | KnuHudeckoe uccieI0BaHHe 4gacTh 4 ctatbu 38, yactd 1, 2
JIEKapCTBEHHOTO Ipernapara ctatbu 39 61-03;
IIPOBOAMTCS JIM B YUPEXKICHUHN HA IYHKTHL 5, 6, 21 IIpaBun
OCHOBaHMH pa3pelleHus Ha HaJuIexaliel KIMHUIeCKOH
IIPOBEACHUE KIIMHUIECKOTO IPaKTHKH
HCCIIEIOBaHUS, BBIIAHHOTO
MHUHHCTEPCTBOM 3ApaBOOXpaHEHHS
Poccutiickoit ®enepaunn?

1.3 | Kiiuaungeckoe ucciieroBaHue yacTh 1 cratbu 41 61-®3
JIeKapCTBEHHOT0 Ipernapara Jyist
MEIUIMHCKOTO IIPHMEHEHHUS
IPOBOIUTCS JIU B COOTBETCTBHH C
JIOroBOpoM?

1.4 |JloroBop 0 mpoBEIEHNH KIIMHHUYECKOTO UCCIIEOBAHHUS JIEKApCTBEHHOTO IIpenapara Jyis

MCIOIUIITHCKOTO IIPUMCHCHHUSA COACPXKUT JIN:

YCJIOBHA H CPDOKH IIPOBCACHHUA
JaHHOT'O I/ICCJ'ICI[OBaHI/IH?

IyHKT «1» gactu 2 crateu 41
61-03

onpeneneHue oomei CTONMOCTH
IpOrpaMMbI JAHHOTO UCCIIEIOBAHUS C
yKa3aHHEM CYMMBE],
NpeJHa3Havaromeics 1 BBILIAT
HCCIIEN0BATENIO H
COHCCIIENOBATEIIM?

ITyHKT «2» 9acTy 2 cTaThu 41
61-03

omnpeneneHne GopMbI IPeACTaBICHUS
PE3yNbTaToOB JAHHOTO HCCIIEOBAHUS
B YIIOJITHOMOYEHHBIH (enepanbHbIi
OpraH HCIIOJHUTENBHOH BiacTu?

IIYHKT «3» 9acTH 2 ctaThu 41
61-@3

2. He3aBuCHMBII 3THYeCKHH KOMHTET (Hajee

- HIK)

2.1 | Bxogsar nu B coctaB HOK mnuna, myHKT 11 IIpaBun
obnaparomye He0OXOIMMBIM ONIBITOM | HaJUIeXKaINeH KIIMHAYECKOM
U KBanupuKarmeit st SKCrepTHOH [IPaKTUKHA
OLICHKH HaYYHBIX, MEJULIUHCKUX H
STUYECKUX ACIEKTOB ILIAHUPYEMOTO
KJIMHWYECKOT0 HCCIEHOBAHNS?

2.2 | HOK ocymecTBisier Jiu CBOIO myHKT 12 [Ipasun
JIeSATENILHOCTD B COOTBETCTBHH C HaJuTeXxalneil KIIMHAYeCKOo
YTBEP)KIACHHBIMH UM CTaHIApTHBHIMH | IPaKTHKA
OIIEPAliHOHHBIMH MTPOILIEYPaMH
(manee - COII)?

2.3 | COIIst HOK conepixart Jiu, B TOM YHCIIE:

TpeOOBaHUS K COCTaBY U
KBaTH(UKAIHH WICHOB?

nyHKT 12 [IpaBun
Hapexainel KIMHHYecKoi
NPaKTUKA

cBenenus 06 yupenurene?

myHKT 12 [IpaBun
Haaexxanei KIHMHHIeCcKOH
MMPaKTHKHU

MIOPSAIOK OpraHN3aluy IPOBEACHUS
3acegaHHuiH?

nyHKT 12 IIpaBun
Hagexamei KIMHHYecKoH
IIPaKTHKH
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IOPSIOK PACCMOTPEHHs TOKYMEHTOB | IyHKT 12 TIpaBmn
H TIPUHSTHAS 110 HUM PELICHUH? HaJuIeKalei KIIMHAYECKOH
IPAKTHKH

24

B xozne npunstus pemennii HOK paccMOTPEHBI I CIIEAyomue NOKyMEHTBL:

IIPOTOKOJT KIIMHUYECKOTO HOINYHKT «a» IMyHKTa 13,
UCCIIEIOBaHMSA? HOIIYHKT «K» IMyHKTa 15
TMpaBun HajuIe)KaIIEH
KITMHAYECKON ITPAKTHKH

GpolIropa KcciIenoBaTeNs? HOANMYHKT «6» myHKTa 13
[TpaBwn HagIeKaIIEH
KJIHHUYIECKOH ITPaKTHUKHU
HHGOPMAIMOHHBIH JTHCTOK MOMIIYHKT «B» IIyHKTa 13,
nanueHTa’? HOJIYHKT «r» MyHKTa 15
[MpaBun HajIeXKamEH
KJIHHUYECKON IIPaKTHKH
cBefieHHs 00 ombITe paboTel K HOAMYHKT «T» TyHKTa 13,
KBaTH()HUKAIMH HCCIIENOBATEIIA 110 HOMIYHKT «6» myHKTa 15
COOTBETCTBYIOIIEH crienuansHocTd, | IIpaBmi Hajmexameh
BKJIIOYAsS €ro ONBIT paboThI IO KJIMHAYECKON IPaKTHKH
IIPOBEIEHHIO KIMHAYECKUX
HCCIICIOBaHMH?
CBEJICHUS O METUIIMHCKHUX HOIYHKT «1» ITyHKTa 13
OpraHu3alMaX, B KOTOPBIX I[TpaBun HajuIeKamen
IpeIoJiaracTcs IPOBEICHHE KJIMHAYECKOH NPaKTHKH

KIITHHHYCCKOI'O I/ICCJ'ICI.[OBaHI/ISI?

CBEEHHUs O PETONAraeMbIX CPOKax | HOMIYHKT «e» MyHKTa 13

IpOBEIEeHNS KIIMHIYECKOTO [MpaBun HaiexKamen
HCCIIeIOBaHUSA? KIHHAYECKON ITPaKTHKH
KOIIHsl IOrOBOpa 0043aTEIBHOTO HOITYHKT «K» IIyHKTa 13
CTpaxoBaHUA? IMpaBuit HaIeKaImeH

KIIMHAYECKON ITPaKTHKH,
TwurmoBkie IpaBUiIa
0013aTEIBHOrO CTPaXOBaHHS
JM3HH ¥ 3[0POBBS MAIIMCHTA,
Y4acTBYIOILIETO B
KIMHHYECKUX HUCCIIEIOBAaHUAX
JIEKapCTBEHHOTO IIpernapara

uHpopMaLHg O COCTaBe HOAMYHKT «3» IMyHKTa 13
JIEKapCTBEHHOTO Tpenapara? [MpaBm HajuIeKaIEH
KJIWHAYECKON NPAKTHKU

MaTepHaJIsl, coepaiue omucanue | myHKT 13 Ilpasmn
JeMCTBUM, HaNpaBJICHHBIX HA HauIexanei KIHHIYECKON
IpHUBJICYCHHE NALIMEHTOB, 3M0POBLIX | IPAKTHKH

JI0OpOBOJIBIIEB K YYaCTHIO B
KIHHAYECKOM HCCIICIOBaHHH?

IHECHMEHHBIC MaTepHaJIbl, KOTOPHIC IyHKT 13, IOMIMYHKT «I»
OyayT IpeOCTaBJICHEI yYaCTHUKaM nyHakra 15 ITpaBun
KIIMHUYECKOTO UCCIICAOBAHMA, HajJIeKane KIMHUYECKOH
cojieprKalqye B TOM YHCIIE MIPaKTHKH

uH(OPMAIIHIO O BHIILIATAX U




KOMICHCAIUAX YIaCTHUKaAM
KJIIMHAYECKOT'O HCCIIEOBaHUSA?

2.5 | Ilpunsteie pemeruss HOK nyHKT 14 IpaBun

3aJJOKyMEHTHPOBAHEI JTH? HaJyIexammen KIHHHYECKOR
MPaKTHKH

2.6 | O60 Bcex npuHATHIX pernennsx HOK | nynkr 16 IIpasun
B MHCBMEHHOM BHJIEe coo0OmaeT 1u HajyIexamel KIHHAYECKOH
HCCIIE0BATENIO, OPraHU3aTopy IIPaKTHKA
KJIMHHYIECKOT'O HCCIIE0BAHUS !

2.7 | B xone nposenenns KuHudeckoro uccienosanns HOK obecneunBaer nu:
neproaudecKoe (He pexxe OAHOTO MOIYHKT «B» MyHKTa 15
pasa B roj) pacCMOTpEHHE ITpaBun Hagnexxamen
JOKyMEHTAIlUH HCCIIeJOBaHHs? KIIMHAYECKOH IPaKTUKH
COTJIaCOBAHHUE HOMPABOK B IPOTOKON | MOMITYHKT <OK» MyHKTa 15
KJIIHHUYECKOTO UCCJIEJOBaHUS? IIpaBun Hajexamen

KJIMHUYECKON ITPaKTHKH

2.8 | B ciyuae npuBncdyeHUs 1Jis TMoamyHKT «e» myHKTa 15
MPUHATUS PEIICHHH JIUIL, IIpaBun Hagnmexamen
obnagaromux cenuanbHbBIMU KITMHUYECKOH IPaKTUKU
3HAHUSMH B COOTBETCTBYIOIIHX
obnactsx, HOK He momyckaer nu ux
K YYaCTHIO B IPEHUSIX U
FOJIOCOBAHHUIO?

2.9 | HOK obecneyena jin 3amuTa pas, nyHKT 10, mOAMyHKT «a»
0e30macHOCTh U OXpaHa 3/I0POBBS myHkTa 15, myskr 17 Ipasun
YYaCTHUKOB KIIHHHYECKOTO HajuIexalled KINHHYECKOH
HCCIICJOBaHUS? IPaKTHKH

2.10 | HOK obecnieyeHo Ju XpaHEHHE nyHKT 18 IIpaBun

JIOKyMEHTOB, CBS3aHHBIX C
MIPOBEJICHAEM KIHHAIECKOIO
HCCIIEAOBAHHUS?

HaIexKaed KIMHIYeCKOH
MIPaKTUKH

3. Opranuzanus, 0CymeCTBJAIONMAsI IPOBeeHNE KIUHNIecKoro nceaenosannsa/IOpuauveckoe
JIHIO, HA HMSI KOTOPOT0 BLIIAHO pa3pelIeHne HA NPoBeJeHHe KIHHHYECKOro HCCIeA0BaHHA

3.1 |[Ilomyueno nu pa3pelneHue qacTh 1 crateu 39 61-D3;
MuHuCcTEpCTBa 34paBOOXPAHEHHUS IYHKT 21, moAmyHKT «a»
Poccuiickoit ®enepanyu Ha IpaBo nyHkTa 22 [IpaBun
NPOBEICHUS KIIMHUYECKOTO HaJIeXxale! KIHHHYeCKoR
HCCIIEAOBAHMS JO Havasa ero IIPaKTHKH
NMpoBeeHUA?

3.2 | O6ecneueHo i NpOBEACHHE myHKTHI 7, 20 [IpaBun
KJITHHYECKOTO HCCIEIOBAHUS HaJJIe)Kamel KIMHUYECKON
JIEKapCTBEHHOTO IIpernapara B IIPaKTHKH
COOTBETCTBHH C IIPOTOKOJIOM?

3.3 | O60 Bcex MBMEHEHHAX B IIPOTOKOJI yacTh 4 crateu 40 61-03;

KIIHHHYCCKOI'O HCCICAOBAHN, B
ciyqasax HEOOXOAUMOCTH UX
BHCCCHHA, cooOImaercs Jiu B

myHKTHI 20, 31 [IpaBun
HaJIJIeXKaIel KIIHHUYECKOR
MIPaKTUKU
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MHUHHECTEPCTBO 3PaBOOXPAHEHUA
Poccuiickoit ®epepauun?

3.4 | OBecneueno mu pacmpe/eneHue Ipas | MOAMYHKT «6)» MyHKTa 22
H 00s3aHHOCTEH MEXIy BCEMH [1paBun HajIeKalEH
JIMLIaMH, Y9aCTBYIOIIUMH B KIMHAYECKON TPaKTHKU
KJIMHAYECKOM HCCIICHOBAHHH?

3.5 | Y1BepxaeHBI ¥ JOKYMEHTEHI 1O MOATYHKT «BY» IIYHKTa 22
IOPSIKY IIpoBeeHus KiuHIdeckoro | ITpasun Hapiexarmen
HcclleoBaHMus, COOpY, PETHCTPAlMH U | KIMHAYECKON MPaKTHKK
HPEACTaBICHHUIO JaHHBIX B
COOTBETCTBHH C IIPOTOKOJIOM H
[NpaBuiamMu HajIeKaIIEH
KJIMHMYECKOH MPpaKTHKH (faee -

COII opranusaropa)?

3.6 | O6ecneueH i mepecMOTp GPOIUIOPHI | MOAIYHKT «T» MYHKTa 22,
HCCJIEIOBATENA 10 Mepe MOTyYeHUA nyHKT 28 IIpaBun
HOBBIX JaHHBIX, HE PEXKE OJHOIO pasa | HamlexameH KIMHUIeCKOH
B roa? HPaKTUKH

3.7 | ObecneueHo i NPeIOCTaBICHAE HOAMYHKT «T» MIyHKTa 22
aKTyaIbHOM peqakiiy OpOLIIOPEI [MpaBun HageKamEH
uccienopatemo 1 HOKy? KJIHHUYECKON NMPaKTHKH

3.8 | ObecnedyeHo M BHEAPEHHUE H MOIITYHKTEI «I1», «p» IyHKTa
nojepKaHue cucteM obecnederns u | 22 [Npasun Hajexalei
KOHTPOJIS KAYECTBA B COOTBETCTBUH C | KIIMHMIECKON IPAKTHKH
COIl opranusaropa?

3.9 | Ilomyd4eHo 1M COrIacHe BCEX HOAMYHKT «€» IMyHKTa 22
HPHUBJICYCHHBIX K yYaCTHIO B IMpaBuwn HajuIeKAMEH
KJIMHAYECKOM HCCIEIOBAHUM CTOPOH | KIIHHMYECKON MPAKTHKU
Ha NPeJOCTaBIICHHE IIPIMOro A0CTyIa
KO BCEM JaHHBIM KIIMHUYECKOTO
HCCleoBaHmsl, He0OX0auMoe U1
1eseit MOHUTOPHHTA H ayIHTa
Ka4yecTBa NPOBEACHNUS KIIMHUYECKOTO
HCCIIEIOBaHHA?

3.10 | Hasunauens! nu mna, o6aagaromue TIOAIIYHKT <«OK» ITyHKTa 22
cooTBeTCTBYIOmel kBammbukamueli, | IIpapun HagnexareH
JUIS OKa3aHWsl KOHCYILTaTHBHOM KJIMHWYIECKOH NPaKTHKH
TIOMOIIH HCCIIEA0BATENAM?

3.11 | O6ecneuena HOAMYHKT «3» IMyHKTa 22
KOH(QHUAECHIMATBHOCTD JIMYHBIX IpaBun Hagnexkamen
JAHHBIX YYaCTHHKA MCCIICAOBAHUSA KJIHHUYECKOH MPaKTHKH
MOCPEACTBOM HCIIOIb30BaHUs
IIPUCBOCHHOIO EMY
AIeHTUHUKAITHOHHOTO Koaa?

3.12 | ObecneueHO 1M BeICHHE HOAITYHKT «H» IIYHKTa 22

HHIMBUYAIEHON perHCTpalOHHOM
KapThl KXXIOTO y4acTHHKA
KJIMHAYECKOTO HCCIIETOBAHHA?

ITpaBun Hamexamen
KJIMHUYECKON ITPAKTHKH
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3.13

CdopMupOBaH 1 HE3aBUCAMBIH
KOMHTET 10 MOHATOPHHIY JaHHBIX
JUIS OLIEHKH IIPOBOIMMOrO
KIMHAYECKOTO HCCIIEI0BaHNA?

TIOAMYHKT «K» ITyHKTa 22
IMpaBun HaIeKaLEH
KJIIMHAYECCKON ITPAKTHUKH

3.14

O6ecriedeHo JI XpaHEHHE
JIOKYMEHTOB, OTHOCAIIMXCSA K
KJIMHUYECKOMY HCCIIEIOBAHHIO B
TeueHHE yCTAHOBJIEHHOTO CpoKa?

TOIMYHKT «JI» ITYHKTa 22
IMpasun HaIeKamEH
KIIMHAYECKON MMPAKTHKU

3.15

B cnygae nmpexpameHus
KJIMHHYECKOH pa3paboTKH
HCCIEAYEMOTO JIEKaPCTBEHHOTO
npenapara cooOIEeHOo i 06 3TOM
BCEM YUYaCTBYIOIINM B KIHHHYECKOM
HCCIEOBAHMH CTOPOHAM?

MOITYHKT «M» ITyHKTa 22
TTpaBui1 HaIEKAIIEH
KJIMHHYECKOW IPaKTHKU

3.16

Bce muua, mpuBI€YEHHBIE K
IpOBEJICHUIO TI000r0 U3 3TaNoB
KJIMHMYECKOTO UCCIECIOBAHMUA,
006J1aJaf0T JIH COOTBETCTBYIOIIEH
kpanuuKanuei?

TOJIYHKT «II» ITyHKTa 22
IMpaBuin HaJIeKaNIEH
KJIMHAYECKON IIPaKTHKU

3.17

OpraHnsaTopOM KJIMHUYECKOTO HUCCICHOBAHUS WM IIPUBJICYCHHBIM HM IOpHINYICCKUM JTHIIOM
Ipy HCMNOJIb30BaHHH 3JIEKTPOHHBIX CHCTEM I pa60TI>I C JAaHHBIMH KJIHHHAYECKOI'O
HCCIICJOBAHAA U (I/IJ'II/I) 3JIEKTPOHHBEIMH CUCTEMaMH YJaJICHHOTO JOCTyIIa K YKa3aHHBIM JaHHBIM!

IOKYMEHTAIEHO 0(OPMIIEHO JTH
COOTBETCTBHE CHCTEM JNIEKTPOHHOM
06paGoTKY JaHHBIX TPEGOBaHUAM K
TIOJIHOTE, TOYHOCTH ¥ HaJEKHOCTH
JaHHBIX, a TAKXe CTAOUIBHOCTD
JIOCTHXKEHHUS TPeOyeMOoro pe3ybTaTa
(nanee - BaMOAIHs JaHHBIX)?

HOJIYHKT «a» IIyHKTa 23
IMpaBun HauIEKamIeH
KJIHHAIECKON MPaKTHKH

yrepxaeHsl 1 COIlbr
HCTIONB30BAHMUS HIEKTPOHHBIX
cucrem?

TOIYHKT «6» IMyHKTa 23
I[MpaBun HaUIEKaNICH
KJIMHUYECKON IIPAKTHKU

obecnieuena i paboTa MEKTPOHHBIX
CHCTEM TaK, YTOOBI IpY U3MEHCHUHU
BBEACHHBIX JAHHBIX BHOCHMBIE
W3MEHEHUs OBLIH
3a/I0KyMEHTHPOBaHbI ¥ paHee
BBEICHHBIC JaHHbIE HE OBUIH
yJaJIeHbI?

HOIIYHKT «BY» IIYHKTa 23
ITpaBun HaIeKAIIEH
KJIMHAYECKON MPaKTHKH

obecrieyeHa JIH CHCTEMa 3alUThI
JAHHBIX KIHHHYECKOTO
HCCIIeIOBaHMS, ITPENOTBPALNAIOIIYIO
HECaHKI[MOHHPOBAHHBIN JTOCTYI K
JAHHBIM, B TOM YHCJIE MIOCPEACTBOM
YTBEPXKICHHUS CITHCKA JIHII, UMEIOIINX
JOCTYI K JaHHBIM KIIHHHYECKOTrO
HCCIIEIOBaHUS C IIPABOM BHECCHH B
HUX H3MEHECHHH U PE3CPBHOTO
KOMHPOBAaHWs JaHHBIX?

MOJIYHKT «T'» MyHKTa 23
TTpaBun HajIeKaIeH
KJIIHHAYECKON MTPaKTHKU
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obecrieyeHa JIi COXPaHHOCTh
MaCKMPOBKH KIHHHYECKOTO
HCCIIeI0BAaHMS, IPOBOJUMOTO
CJIENBIM METOJIOM, IIPH BBOJIE H
06paboTKe NaHHBIX B 3NEKTPOHHOMH
cucreme?

MOAMYHKT «» MyHKTa 23
ITpaBun HajueKale
KJIHHAYECKON NIPaKTHKA

3.18 | IloaTeepxaen mu dakt nyHKT 24 IlpaBui
Ipe{OCTaBJICHUSA HCCICAOBATEIIO K HaJUIeXXaled KIMHTIECCKOH
MEIMIUHCKONH OpraHH3aliy [IPaKTHKH
HPOTOKOJIA KITHHUYECKOTO
Uccie0BaHus 1 OpOIIIOpE! B
TeKyIe# pelaKiuy 10 MOANHCAHHA C
MeIULHHCKOM OpraHu3alHei
JIOrOBOpa Ha IIPOBENICHHUE
KIHHHYECKOTO HCCIICHOBAHHSA?

3.19 | Ioaydeno M mucEMEHHOE COTJIACHE HCCIIENOBATEN 1 YIIOMHOMOICHHOTO JILA MEAUIMHCKON
OpraHu3alyy Ha:

MpOBeJCHHE KIMHUICCKOTO HOIIIYHKT «a» ITYHKTa 25

HCCIIEIOBAHMS B COOTBETCTBHH C IMpaBun HajuIeKALIEH

npoTokojoM, [IpaBumamMu KIIMHUYIEeCKON IIPaKTHKH

HajIeKaei KITHHHYECKOH MPaKTHKH

1 TpeGOBaHUAMH 3aKOHOAATENILCTBA

Poccuitckoii Oenepannu B chepe

06paIIeHHs JIEKAPCTBEHHBIX CPEACTB?

cobmoneHue IpoueayphI HOJIIYHKT «6» ITyHKTa 25

PErUCTpalliHy K IPEACTABICHHS [MpaBun HaUIeKanIeH

JIAHHBIX KIIMHUYECKOTO KJIMHAYECKON TIPaKTHKH

HCCIIEOBAaHMSA?

TIpOBE/IeHAE MOHUTOPHHTA U ayauTa? | HONIYHKT «B) I[YHKTA 25
TIpaBun HajUIeKAIIEH
KJIMHAYECKON IIPaKTHKH

XpaHeHHe JOKYMEHTOB, CBA3aHHBIX C | MOIIYHKT «I IyHKTa 25

IpOBEICHAEM KIIHHAYECKOTO IIpasun HaIeKAIIEH

HCCIe0BaHusA, 10 TEX MOp, Imoka KJIMHAYECKON IMPAaKTHKA

OpraHu3aTOp KIHHHYECKOTOo

UCCIIEIOBAaHUS HE COOOIIUT

HCCIIEIOBATENIO U MEAMITHHCKON

OpraHM3alliH, YTO JaHHbIe

JOKYMEHTBI MOTYT OBITH

YHHYTOXKEHbI?

3.20 | 3axmodcH Ju JOTOBOP gactu 1, 14 cTatem 44 61-03;

0653aTeNBHOTO CTPaXOBaHUs PHCKa
NPHYHHEHHS BPpe/ia XKHU3HH, 3[0POBBIO
[aUEeHTa B pe3yJbTaTe IPOBEICHHS
KITMHUYECKOTO UCCIIEIOBAHMs?

myHKT 26 Ipasun
HaJuIeKammel KIMHIIECKON
MPaKTHUKH,

Tunossle npaBuia
00513aTeILHOTO CTPaxOBaHUs
JKU3HH U 300pOBbs NMAlHCHTA,
y4acTBYIOIIETO B
KJIMHHYECKUX HUCCIIEIOBaHUAX

JICKapCTBCHHOTI'O mpenapara
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3.21 | O6ecnedeHo i COOTBETCTBHE CPOKOB | 4acTh 7 crathu 44 61-03
JIOTOBOpa 00s13aTeILHOTO
CTpaxOBaHMS XKHU3HU U 30POBbA
[AIlMEHTa, yJacTBYIOIIETO B
KIIMHAYECKUX HCCIIEN0BaHMIAX
JIEKapCTBEHHOTO Iperapara, CpoKaM
IIPOBENECHUS KIIMHUYECKOTO
HCCIIEIOBAHHMS JIEKApCTBEHHOTO
nmpenapara?
3.22 | [lomy4eHo ¥ 3aIOKyMEHTHPOBAHO JIH:
cornacue HOK Ha npoBenenue ryHKT 27 IIpaBun
KJIMHMYECKOI0 MCClIeJoBaHU Ha 6a3e | Haamexalnei KIIMHUYeCKOH
MEIUIMHCKOM OpraHu3aiuu’? IIPaKTHKH
noaTBepxkaeHue Toro, yto HOK B nyHKT 27 [lpasun
CBOEH NEATENBHOCTH HaJUIeXalled KIMHUIECKOH
pykoBoactByercs [IpaBunamu IIPaKTHKH
HaJyIeKamen KIMHAYECKON
MIPaKTHKH?
3.23 | UccnenyeMble JIeKapCTBEHHBIE MpEMapaThl, HCIOJIB3yeMbIE NPH MPOBEACHUH KIHHHYECKOTO
HCCIICIOBaHHS:
IIPOU3BENIEHEI JIH B COOTBETCTBHUH C 4JacTh 18 cratem 5 61-D3;
TpeboBanusamu [IpaBun Hagnexameidl | myHKTHI 3, 29 [IpaBun
[IPOU3BOACTBEHHOM NMPaKTUKU? HaJUIeXXaled KIMHUYECKOH
IIPaKTHKH;
npusoxenue Ne 13 k
[paBunam Haexamen
IIPOM3BOACTBEHHOM MPaKTUKH
HMEIOT JIH COOTBETCTBYIOLHE yacTh 18 cratbu 5 61-D3;
[IOKAa3aTeN KauecTBa, XpaHATCA H myHKTHI 3, 29 [IpaBun
TPaHCIOPTHUPYIOTCS B COOTBETCTBHH ¢ | HAJJIEXKAIIEH KITHHHYECKOH
IIpaBrnaMu Hamiexainei MpakTUKU | IPaKTHKH,
XPaHCHUS U IIEPEBO3KU npunoxkernue Ne 13 k
JIEKapCTBEHHBIX IpenapaToB? IlpaBrnam Haanexarneit
IPOM3BOICTBEHHOH MPAKTUKU
3aKOIMPOBAHbI 1 MApKHAPOBaHbI I B | 9acTh 18 cratbu 5 61-03;
neisix obecreueHuss MaCKUPOBKH? IMyHKTHI 3, 29 I1paBun
HaJUIeXaled KIMHUYEeCKOH
IpaKTUKH;
npritoxenne Ne 13
IIpaBunaM HaIexalnei
IIPON3BOACTBEHHOH NIPAKTHKH
3.24 | Ha nepBu4HYIO H/HIH BTOPHYHYIO vacth 8 crareu 46 61-03;

YIaKOBKY JICKAPCTBCHHBIX
npenapaToB, NPCAHASHAYCHHBIX I
KJIMHUYECKHX UCCIICIOBaHUH,
HaHCCCHBI JIK HAAITUCHU: ((I[J'[}I
KIMHUYECKHX HUCCIIeIOBAHMI)?

yHKT 29 [IpaBun
HajJexaluey KIIHHHYecKoH
MIPaKTUKH
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3.25 | ObecrieueHo I NPUMCHEHHE nyHKT 30 IIpaBun
CHCTEMBI KOIUPOBAHHUS HaJIeXKaIIeH KIMHAYECKOR
HCCIIEYEMOTO JIEKAPCTBEHHOTO MPaKTHKH
npenapara, BKIodaromei B cebs
MEXAaHU3M, ITO3BOJITIOIIUN B
3KCTPEHHBIX CIydasX GBICTPO
HAECHTAQHIMPOBATH JAHHEIH
JIEKapCTBEHHBIN MPENapar, IpH 3TOM
He JOIMYCKAIOIEH BO3MOKHOCTH
HE3aMETHO PacKpPHITh K07

3.26 | ObGecrieyeHO U HATHIHC nyHKT 32 [IpaBun
HCCIIEAYyEeMOTO JIEKapCTBEHHOTO HaJUIeXalel KIIMHA9ECKOH
npenapaTa B KOJHYECTBE, MIPaKTHKH
He00XO0AUMOM AJIS IPOBEACHHUS
KIHHAYECKOTO HCCIIEIOBAHMSA?

3.27 | IloaTBepKIEHO TH Ka4eCTBO myHkT 32 [pasun
HCCIIELYEMOTO JIEKAPCTBEHHOTO HauIexameil KIMHAYECKON
mpemnapara? IIPaKTHKH

3.28 | JlokymeHTHpYyeTcs JIi HHGOPMALHs O:

MOCTYIIEHUH UCCIEAYEMOTO nyHKT 32 IIpaBun

JIEKapCTBEHHOTO IIperiapara B HaJUIexamel KIIHHIYECKOH

MEJMIMHCKHE OpraHu3aiy? TPaKTHKA

0 BO3BpaTe HCCIECLYEMOTO nyHKT 32 [IpaBun

JIEKapCTBEHHOTO IIpenapaTa? HaJUIexamei KIMHAYECKOR
PAaKTUKH

00 YHHYTOXXCHHH HCCIIENyEMOTO nyHkt 32 [Ipasun

JIeKapCTBEHHOTO Ipenapara? HaJUIexamei KITMHAYECKON
IPaKTHKH

3.29 | OcymecTBseTCs 1M MOCTOSHHASL myHKT 32 [pasun
OLIEHKA 6e30aCHOCTH HCCIEAYEMOTO | HauTexXaled KIMHUYECKOH
JIEKapCTBEHHOTO TpenapaTa? TPaKTHKH

3.30 | ObGecneueHO M yBEAOMIIEHHE BCEX yHKT 32 [IpaBun
BOBJICYCHHBIX B IIPOBEICHHE HaJIeKaIei KITMHUIECKOR
KJIHHMYECKOTO HCCIICJOBAHUA JIUI O | IPAKTHKH
JAHHBIX, KOTOPBIE MOTYT
HEeOIarompHATHO OTPa3UThCA Ha
6€30MacHOCTH ITAIIUEHTOB?

3.31 | O6ecmeueno nu coolbieHue 060 BCeX CEPHE3HBIX U HEMPEABUICHHBIX HEXEIATC/IBHBIX

PEaKIHAX:

BCEM BOBJICUCHHBIM B IPOBCACHHC
KJIMHHYECKOTO NCCIICA0OBaHUA JIHaM

nyHKT 3 crateu 64 61-03;
nyHKT 33 IIpasun
HaJUIeXalel KIIMHAYECKOH
MPaKTHKH
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®enepaipHOl ciTyX6e 1m0 Hax30py B
cepe 31paBoOXpaHEHHS (Jasee -
Poc3npaBHa30p) Yepes
ABTOMaTH3UPOBaHHYIO
AH(OPMAIHOHHYIO CUCTEMY
Poc3apasHanzopa (nanee - AUC

nyHKT 3 cTaThH 64 61-D3;
nyskt 33 [IpaBun
HaJUIeXKaIel KIMHAYECKOH
IPaKTHKH;

MOMYHKT «1» myHKTa 6,
nyukTel 10, 11, 12 ITopsinka

Poc3apasHanzopa), mubo mo OCYIIECTBIICHHUSA
3NIEKTPOHHOH MOYTe ¢papmakoHaI30pa
pharm@roszdravnadzor.ru?

3.32 | ObecmedeHo M MMPEICTABICHHUE B nyskT 33 Ipasun
Poc3apaBHAI30p NEPHOAMIESCKHX HaJUIeKaIedl KITMHUIECKOH
OTYETOB 110 06€30MaCHOCTH [IPaKTUKHY;
HccIeIyeMoro/pa3pabaTbiBaeMoro MOIYHKT «3» IyHKTa 6,
npenapara (nanee - POOb) B nynkt12 [Topanxa
cootBeTctBHE ¢ [Topsankom OCYIIECCTBIICHHS
ocymecTBneHus hapMaKoHan3opa? (apMakoHa30pa

3.33 | ObecneueHo mu cooOIEHHE B nyHKT 22, 25 Tlopsaxa
Poc3apaBHAI30p O JIETAIBHBIX H OCYIIECTBICHHS
(unHr) )KU3HEYTPOXKAIOIINX CEPBE3HBIX (apMakoHaI30pa;
HeTIpeABUACHHBIX HEXeNaTeIbHBIX nyskts! 1.2.1,1.3.1
peaKuusx Ha HCCIEAyeMBIH B X0/IE [punoxenus Ne 11 x
KIMHHYECKUX UCCIIETIOBaHuM [NpaBunaM HaLTEKAIIEH
JIeKapCTBEHHEIH PENapar, B CPOK He | KIMHIYECKON MPAKTHKH
Gonee 7 KaJleHJAPHBIX THEH (€CIIH EADC
HHOE HE MPEeXyCMOTPEHO
0JI00pEHHBIM IIPOTOKOJIOM
KJIMHAYECKOTrO HCCIIeJOBaHHs)?

3.34 | Obecneyeno 14 cOOOIIEHHE B myHKTHI 23, 25 Iopsaka
Poc3apaBHAI30p O CEPbE3HBIX OCYIIECTBIICHHS
HenpeBUICHHBIX HEXeNaTeNbHbIX ¢dapmaxkoHaI30pa
peaxiusix, 3a HCKIIIOUCHUEM peaxuui, | MyHKTBI 1.2.1,1.3.1
YKa3aHHBIX B CTPOKe 3.33 IMpunoxernns Ne 11 x
HACTOSIIEro IPOBEPOYHOTo McTa, B | [IpaBriam Hajrexame#
CPOK He IpeBbInaromuit 15 KJIHHAYCCKON ITPaKTHKA
KaJICHIApHbIX THEH? EADC

3.35 | OGecrieueHo ¥ HaIPaBICHHUE nyHKT 24 Ilopsnka
coobmenuii B PoczapaBHaa3op 1 OCYIIECTBIICHHS
H3K 06 uHo# HHPOpMAIIHMH 110 ¢bapmakoHaI30pa;
6€e3011acCHOCTH, KOTOpas MOXeT nyskT 1.5 punoxenus Ne 11
HU3MEHATH OIICHKY COOTHOIICHUS k [IpaBuiiamM HazsIeKaIle
I10/163a-PHCK HCCIIEAYEMOTO KJIMHWYECKON TIPaKTHKA
TIpenapara, B CpoK He IPEBBIIArOIIIH EADC
15 KaneHaapHbBIX AHEH?

3.36 | OGecneyeHO JIH MPOBEACHUE nyHkT 34 IIpasun

MOHHTOPHHT2 KIHHUYECKOr0
HCCIIEI0OBAHNS B COOTBETCTBHH C
npotokonoM, COITamu,
TpeGOBaHHSIMH 3aKOHOaTeIbCTBA

HaJyexaieil KITHHAYeCKOH
HPaKTHKH




305

Poccuiickoii ®exeparyu 06
06palleHAH JIEKAPCTBEHHBIX CPEACTB?

3.37 | HasnaueHo Jin Puzndeckoe JIHIO, myHKT 34 IlpaBun
o6Jafaroniee HayYHBIMHE | (HJIH) HaIexaIeil KIMHN9eCKoH
CIeLHATLHBIMY 3HAHUSAMH, JJIs MIPAKTHKH
IpOBE/IeHU MOHHUTOPHHTA
KJIMHUYECKOTO MCCIIEOBAHHUS?
3.38 | IIpoBeneHre MOHHUTOPHUHIA KITMHHYECKOTO HCCIIEIOBAHMS obecreunBacT JId:

cobmonenne COII oprannsaropa
KJIMHHYECKOTO UCCIIEAOBAHHS HITH
IPUBJICYEHHOTO UM IOPUIMYECKOTO
nuna

myHKT 34 IIpaBun
HaJUIeXKalei KITMHAYeCKON
MIPaKTHKU

NpOBEpKa HAIMYNS KBAIM(pUKALAH
HCClieIoBaTens H pecypcoB
MEIUIUHCKON OpraHu3alltHy,
HEOOXOIHUMBIX IUIS IPOBEACHHUS
KIMHUYECKOTO HCCIIEA0BAHHS,
BKIIIOYast 1abopaTopuH,
060pyIOBaHHEe U IIEPCOHAN?

TOJIIYHKT «6» IyHKTa 36
IpaBmn HajuIeKaImeH
KIHHHYIECKON IPaKTHKH

KOHTPOJIb Y4€Ta, PACIpeIe/ICHUS U
YCJIOBUH XpaHEHHUS HCCIETYyEMBIX
npenaparoB?

HOAIYHKT «BY» IYHKTa 36
[MpaBun HagIeKaIIEH
KJIHHUYECKOH IIPaKTHKH

KOHTPOJIb COOTIONICHHUS
HCCIIe0BaTeNIeM YTBEPKIACHHOIO
NPOTOKOJIA ¥ BCEX U3MEHEHHUH K
HeMy?

HOJIYHKT «T'» yHKTa 36
[MpaBui HapmexameH
KJIMHUYECKOM IPaKTHKA

KOHTpOJIb IIOATBEPXKACHUA (aKTa
NOJTy4YeHHst 0OpPOBOIBHOIO
IIHCEMEHHOTO COTTacys Kax10ro
y4acTHHKA KIIMHUYECKOTO
HCCIIEI0BaHNS 10 Hadajla ero y4acTHs
B KJIHHUYECKOM HCCIICIOBAaHUH?

HOMIIYHKT «J» ITyHKTa 36
[TpaBun HageKamen
KJIMHUYECKOH [TPaKTHKA

HJIMYHE Y HCCIIeIOBATENs TEKyIIeH
penakiy GpOLIIOPEI, HHBIX
JIOKYMEHTOB ¥ MaT€pPHAJIOB,
HEOOXOUMBIX ISl IPOBEICHUS
KIMHMYECKOT'O UCCIIEIOBAHMSA?

HOJIIYHKT «e» IIyHKTa 36
[MpaBun Hagexamen
KJIMHIYECKON IPaKTUKH

JOBEJIEHHE 10 UCCIe/loBaTeNeH
He0oOXO0MUMOM JUTS IPOBEICHHS
KIMHWYECKOTO HCCIEAOBAHHS
uHpopmanyn?

HOIIYHKT (K» ITyHKTa 36
TpaBun Hagnexamen
KJIIMHUYECKOH MPaKTHKA

IpoBepKa COOMIONCHUS
HCCIIE0BATENIEM KpUTEPHEB 0TOOPa
Y4aCTHUKOB KIMHHYECKOTO '
UCCIIEIOBAHHS?

MOIIYHKT «3» IyHKTa 36
TpaBun HajuIeKaIIER
KITHHAYECKON TTPAaKTHKH
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IpoBepKa MPaBHUIILHOCTH, TOJHOTEI A
CPOKOB PETHCTPALIAY JaHHBIX
KJIMHHYECKOTO UCCIICIOBaHUA?

MOAIYHKTH! «H», «K» ITyHKTa
36 IIpaBun Haanexainei
KIMHAYECKON IIPaKTHKU

IIPOBEPKA NOPsAIKA BEACHUSA
JOKYMEHTOB KIIHHUYECKOTO
KHCCIenoBanus?

HOJITYHKTHI «H» ITyHKTa 36
[IpaBun Hagexammen
KJIMHUYECKON IIPaKTUKH

COOOIIeHHEe HCCIENOBATEIIO O JIIOOBIX
JIOIYIICHHBIX B HHINBUIYalbHOM
PETUCTpallMOHHON KapTe omubKax,
MPOIyCKaxX U Hepa3OopUHBBIX
3aIHCAX?

TNOJIYHKT «JI» ITyHKTa 36
ITpaBun Hamiexalmen
KJIIMHUYECKON IIPaKTHKU

KOHTPOJIb 32 TE€M, YTOOBI
HCIpaBJICHUS B MHIWBHUIyaJIbHOM
PETHCTPAMOHHO# KapTe OpUH
CeaHbl, JATHPOBAHEL, 0OBICHEHBI H
TIOJITACAHbI UCcCenoBaTeneM?

TIOJITYHKT «J1» IMYHKTa 36
IIpaBun Hagexamen
KJIMHAYECKOW MTPaKTUKH

coofIeHue HeereRoBaTeno 06
OTKJIOHEHHUSX OT npoTokoia, COII
opranusaropa, TpeboBanmii [Ipasun
Hajnexamed KTMHUYECKOH MPaKTHKH
U 3aKoHOJarenbcTBa Poccuiickoi
®enepanun 06 oOpameHuu
JIEKapCTBEHHBIX CpeACTB?

MOAIMYHKT «M)» ITyHKTa 36
IIpasun HagIexamein
KJIMHAYECKOH NPaKTHKH

IPUHSITHE MEp I10 YCTPaHEHHUIO U
HEHOMYINEHUIO TOBTOPEHHUS
oTKJIOHeHm# oT npotokona, COII
opranuzaropa, TpeboBanmuii [IpaBun
HaJyIeXalled KIMHHYECKOH NpaKTUKH
H 3aKoHojaTenbcTBa Poccuiickoit
®eneparu 06 obparmeHuu
JIEKapCTBEHHBIX CPEJICTB?

HNOAITYHKT «M» ITYHKTa 36
IIpaBun Hagexamein
KJIMHAYECKOH MTPaKTHKU

3.39

IonTeepxnen nu ¢paxt
[IpeACTaBICHUSA TIUCHMEHHBIX OTYETOB
110 MOHUTOPHHTY KIIMHHYECKOTO
HCCIIEIOBaHHS Ha3HaYEHHBIM JIMIIOM
B IIOPAIKE U CPOKHU, YCTAaHOBJIEHHEIE
COII opranusaropa?

nyHKT 37 [IpaBun
HagIexaled KITMHHYeCcKoH
[IPaKTHKHU

3.40

ConepxxaHue OTYETOB 110
MOHUTOPHHTY KIMHUYECKOTO
HCCIICIOBAHUS COOTBETCTBYET JIX
TpeboBanuaM [Ipapui
HaJIeXKalled KIHHUYECKON
IPaKTHKH?

nyHKT 37 IlpaBun
HaJexalneld KInHu4YecKoi
MpaKTHKH
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3.41

OcyuiecTBIseTCS JIM HE3aBUCHMAd OT
MOHHTOPHHTA OLICHKA COOTBETCTBHS
IIPOBOJMMOTO KIIMHAYECKOTO
uccienopanus npotoxory, COIl
opraHu3aropa, Tpe6oBaHAAIM
3aKoHOHaTeNbcTBa Poccuiickoit
Deneparu 06 ob6palneHuH
JNeKapCTBEHHBIX CPEACTB (anee —
ayAuT KJIMHHYECKOTO
ACCIIeNOBaHNsA)?

myHkT 38 IIpaBun
HaUIeKameR KIMHTIECKOR
MPaKTHKH

3.42

JIns mpoBeICHHS ayIUTa
KIIMHHYECKOT'O HCCIIETOBAHUA
HazHa4YeHEI JIA KBaTHQUIUPOBAHHEIC,
HE3aBHCHMBIE OT BCEX CYyOBEKTOB
KJIMHAYECKOTO HCCIIEIOBaHU UL,
HMEIOIIHME ONBIT IPOBEICHUA
ayauToB?

nyHkt 38 [IpaBun
HaJIeKaleH KIIHHAIECKOA
TPaKTHKH

3.43

OpraHu3aTopoM KIHHAYECKOTO
HCCIICIOBAaHMS YTBEPXKICH JIM IUTaH U
06BeM ayIuTa KIHHHYECKOTO
HCCIIENOBaHUSA?

nyHkT 38 I1paBuin
Hajulexaren KIMHHIEeCKOH
IIPaKTHKH

3.44

Ob6ecrmeueHo JIU IpeKpaleHne
y4acTus B KITMHHIECKOM
HCCJIE[IOBAHAH UCCIIEI0OBATENS U
MEAMITIHCKOM opraHu3aluy B
NeATeBHOCTH, KOTOPBIX 0OHApYKEHBI
cephe3Hble U (WIN) TOBTOPSIOIIHECS
city4ay HecoOMONeHHA
yCTaHOBJIEHHBIX TpeOOBaHHUH K
IPOBEJICHUIO KIMHUYIECKOTO
HCCIICIOBaHUSA?

nyskt 39 IIpasun
HajIeXaniei KIHHHIeCKon
MIPaKTHKH

3.45

OGecrie4eHo 1 BHECEHHE
HM3MEHEHHUH B MPOTOKOJI
KJIMHAYECKOTO MCCIICAOBAHHS B
ciyyae OOHApYKEHHS CEPhE3HBIX U
(W) TOBTOPSIOIIMXCSA CIIy9acB
HEeCcOOIOJEHNS YCTaHOBICHHBIX
TpeGoBaHHi K IIPOBEICHHIO
KIMHIYECKOTO HCCIIEAOBaHMS?

myHKT 39 I1pasun
HaJyIeXaIel KINHAIeCKON
MIPaKTHKH

3.46

O6ecmeueHa 1M BO3MOKHOCTb
NPUHSTHE PELICHHS O
NPHOCTAHOBIICHMH HJIM MIPEKPaIeHHH
KIIMHAYECKOrO HCCIECIOBaHUS
JIEKapCTBEHHOTO Ipenapara s
MEIULIUHCKOr0 IIPUMEHEHHUS B ClTy4ae
BO3HHMKHOBEHHS OIIACHOCTH IS
KH3HH, 3I0POBbS MallMEHTa
(IanHeHTOB), YIaCTBYIOIIETO
(y4acTBYIOIINX) B KIIHHHYECKOM
HCCIe0BaHNUN?

yacTh 6 crateu 40 61-O3
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3.47 | ITuceMeHHOE cOOOIMIEHHE O yactH 6,7 ctareu 40 61-03;
3aBepIICHHH, TPHOCTAHOBICH Y WK | myHKT 40 ITpasun
TIIpEeKpaIleHIH KIMHHYECKOTO HaJyIe)xamei KITMHAYeCKOH
HCCIIEIOBAHKS HAPaBJICHO JIK B MPAaKTHKH
Munzapas Poccus B CpoK He
IPEBHINAIONINE IITH PabouuX AHEH
CO JIHS 3aBEPIICHUA?

3.48 | Ilpu npoBeneHNH MHOTOLICHTPOBBIX KITMHMIECKUX uccieoBaHmii 06ecIeYeHo JIn:
IIPOBEICHUE KIIMHHYIECKOTO IMoxnyHKT «a» myHKTa 41
FCCIIeI0BaHHs BceMH Menunuackume | [IpaBun Hauiexamei
OpraHu3alysMH B CTPOrOM KJIMHHIECKON IPaKTHKH
COOTBETCTBHH C IPOTOKOIIOM
KITHHAYECKOTO UCCIIeIOBAHHS?
pa3paboTKa HHAUBHIYaIbHBIX IMoamynkt «6» myHkTa 41
PETUCTPAIIHOHHBIX KapT, [MpaBun HagsIEKALIEH
[O3BOJLIIOMMUX COGpaTh TpebyeMble KJIMHHYECKON ITPaKTHKH
JIaHHEIE U3 BCEX MEIUITMHCKHUX
opraHu3aii?
JIOKYMEHTaIbHOE 3aKpeIlieHue npas | [IOAMYHKT «B» IIyHKTa 41
U 003aHHOCTEN MEOULIMHCKUX TpaBun HajIeKaLEN
OpraHuM3alyil i HCCIIeoBaTENeH? KJIMHHYECKON IPaKTHKH
IPEeIOCTAaBICHUE MEIUIIMHCKUM [ToAnmyHKT «B» MyHKTa 41
OpraHu3aIysIM H UCCIIEIOBATEIAM TpaBui HajuIeKaLEH
npotoxoina, COII opranusaropa, KIMHHYECKON IPaKTHKH
HHCTPYKIUH T10 3aII0JIHEHHIO
HHIUBHIYTBHEIX PETHCTPAIIHOHHBIX
KapT 10 HayaJla KIMHUYECKOTO
HCCIIeOBaHUSA?

3.49 | IoarsepxzeH i GakT myHKTH 9, 61 TIpaBui

TIPEICTABICHAS B TPEXMECAYHBIH
CpOK OTY€Ta O pe3yJIbTaTax
KJIMHHYECKOTO HCCIIE0BaHUA B
Mumnsapas Poccun?

HaJyIeKaleil KITMHAYeCKON
HPaKTHKH
gacTtb 11 ctateu 40 61-03

4. Opranusanus paboTbl HCCIEA0BATE/IA

4.1

PyKoBO/IMTEIEM MEIULIMHCKOH OpPraHu3aliy 06eCeueHo JIH:

Ha3HAYECHHUE OTBETCTBEHHOTO
HCCIEeN0BaTeNs, UMEIOMIETO
7e4e0HYIO CIIeNHATbHOCTD,
COOTBETCTBYIOINYIO TPOBOAUMOMY
KIIMHHYECKOMY HCCIIEJOBAaHUIO, CO
cTaxxeM paboTHI 10 IporpaMMam
KJIMHAYECKHUX MCCIIEOBaHUH HE
MEHee 4eM TpH roja?

yacth 1 crateu 40 61-03;
nyHKT 42 IlpaBun
HaAJeKaIed KIMHHIeCKOH
MPaKTHKH

2) Ha3HAYEHME COUCCIIE0BATENEH U3
yucla Bpaueil Tod MEIMIIMHCKON
opraHu3anuu?

yacTh 1 crateu 40 61-D3;
myHKT 42 [IpaBun
HaJyIexKalei KIMHAYECKOH
MPaKTHKH
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COOOIIEHHE B YIIOTHOMOYECHHBIH
¢enepabHBIH OpraH
HCIIOJHUTEIBHOMN BIIaCTH, BEIIaBIIHIMA
pa3peluecHIE Ha IPOBEICHAE
KJIMHMYECKOTO HCCIEA0BaHuUA, O
Hayalie KIIMHAYECKOro UCCICAOBaHNUS,
B CPOK, HE IPEBHIIIAOMIHAHN TPEX
pabotumx AHEH €O Hs HadaIa
TIPOBE/ICHHS TAKOTO HCCIIEN0BAHUA?

gacTh 3.1 craten 40 61-03

[IPAHSATHE PELICHHS O
IPHOCTAHOBJICHNH KITMHAYECKOTO
HCCIEIOBAHHA JIEKAPCTBEHHOIO
npenapara Ha 6a3e y4peKICHU, B
Clry4ae BOSHUKHOBEHHs OIIACHOCTH
VTS XKHM3HH, 300pOBBs MAI[HECHTA,
Y4YaCTBYIOMETO B KITHHHYECKOM
HcceOBaHuH ?

gacTb 6 ctated 40 61-D3;
myHKT 58 IIpaBui
HajyiexKalneil KIMHAIeCKOH
MPaKTHKH

42 | Obecreueno u OATBEPKICHO JIH O3HAKOMIICHHE HCCIIENIOBATENIS ¥ COMCCIIEOBaTeNIeH:

C pe3yNbTaTaMH JOKIMHAYECKOTO yacTh 3 cratei 40 61-O3;
HCCJIEIOBAHMS HCCIIENYEMOro myHKT 43 IlpaBun
JIEKapCTBEHHOTO IIpenapara, HaJUIeXKaIeH KITMHUYECKOH
aKTyaJlbHOU Bepcuel OpoImOpE! MPaKTUKH
UCCIIeI0BaTENA?

IPOTOKOJIOM KIIMHHYECKOTO gacTh 3 cTathd 40 61-03;
HCCIIEI0BAaHMS JIEKAPCTBEHHOT'O myHKT 43 IIpaBun
npenapara? HajyIe)xammei KITHEHIeCKOH

IPaKTHKH
JOKYMEHTaMH M JaHHBIMH, yacTh 3 cratbk 40 61-D3;
HMMEIONIMMY OTHOLICHHE K myHKT 43 [IpaBui
[IPOBEAEHHIO KIMHHYECKOTO HayIexammei KIIHHIYECKOH
UCCIIeOBaHUS? MPaKTHAKH

4.3 | OcymecTBieH j# OTGOp MANMEHTOB- | YacTb 2 CTaThH 40 61-03;
YYaCTHHKOB KJIHHMYECKOTO nyHKT 44 IIpasun
HCCIIEIOBaHMS, KOTOPBIE IO HaJUIeKaIe! KIMHAYECKON
MEAMIHHCKAM NTOKa3aHUSIM MOTYT MIPaKTHKH
OBITH IPUBJICUCHBI K YYaCTHIO B
KJIHHMYECKOM HMCCIIEIOBaHHHA
JIEKApPCTBEHHOTO Ipenapara?

4.4 | ObGecrieueHO U OKa3aHUE yacTh 2 cTaTthu 98 323-D3;
METHIMHECKOM TOMOIIHY YYaCTHHKAaM | 9acTh 2 cTathu 40 61-D3;
KJIHHAYECKOTO HCCIIEIOBaHUA nyHKT 44 IIpaBun
JIEKapCTBEHHOTO Ipenapara’? HaJUIeKaleH KIIHHIYECKOR

IPaKTHKH
4.5 | UccnepoBarens pacrojiaraeT JId nyHKT 46 IlpaBun

pecypcaMu, HEOOXOIUMBIMH IS
HpOBeEHUs KIMHHIECKOTO
HCCIIEIOBAHUS, BKITIOYAsd
naGoparopuu, 060pyI0BaHHE U
nepcoHan?

HaJUIeXaled KIMHAYeCKON
MIPaKTHKHU
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4.6 | OGecrieueHO I YBEIOMJICHHE nyHKT 47 IpaBui
JeYyalMx Bpadel y9aCTHHKOB Haexale! KIMHAIeCKOR
KJIHHUYECKOTO UCCIeJoBaHus 00 TPaKTHKH
y4acTU¥ TOCTIETHUX B KIIMHIIECKOM
UCCIIEJOBAHHH ?

47 | ObecnedeHo i coOMOAECHHE nyrkTs! 3, 7, 48, 50 I1pasu
MPOTOKOJA KIIMHHYIECKOTO HaJUIEXKaIe! KIMHHIECKON
UCCIIeIOBaHHsA? IPaKTHKH

4.8 | Bce OTKIIOHEHHS OT MMPOTOKOJIA nyHKT 48 IIpaBui
KJIMHHYECKOTO MCCIIEI0BaHUS HajyIexamei KITMHHIECKON
0(hOpMIICHBI T HCCIIEA0BaTEIeM PaKTUKH
JOKYMEHTAIBHO?

4.9 | ObGecrnieueHo JIM HANPABJICHUC nyHKT 48 IIpaBun
OpraHu3aTOPy KIHHAYECKOTO HaJUIeXKame KIHHWIECKOR
HCCIIEZIOBAHMSI COTVIaCOBAHMs BCEX IIPaKTHKH
OTKJIOHEHUH OT MPOTOKOJIA
KJIMHAYECKOTO HCCICIOBaHMA?

4.10 | Uccnenosarens npoundopmupoan ju HOK o:

OTKJIOHEHHAX OT MIPOTOKOJIA HIIH MYHKT 48, NOAIYHKT «a»
HU3MEHEHUSX IPOTOKOJIA myHkTa 49 [IpaBun
KIHHAYECKOTO UCCIIEOBaHHA? HaJUIeXaIei KIMHIIECKOM

IIPaKTHKH

BCEX M3MEHEHHSX, HEIIOCPEICTBEHHO | OMIYHKT «6» myHKTa 49
BJIMSIOIIMX Ha IPOBEJCHHE Tpasun HajuIeKaINEH
KITHHHYECKOTO UCCICAOBAHHS ¥ (MIH) | KITMHAYECKOM NPaKTHKH
YBEIMYHBAIONMINX PHCK IIPH yJacTHH B
KIHHAYECKOM HCCIIEIOBAHUM?

BCEX HEXEJATENbHBIX PEakuiIX Ha NOIIYHKT «BY» IyHKTa 49
HCCIEYEMBIH IeKapCTBEHHBIA IMpaBun Ha[yIeKaIIEH
npemnapar, KOTOPHIE ABJISIOTCS KJIMHAYECKON IPaKTHKH
OJHOBPEMEHHO CEPHE3HBIMH H
HepeIBUACHHBIMHA?

HOBBIX J@HHBIX, KOTOPBIE MOTYT MOJIYHKT «I'» IyHKTa 49
CBHJIETENLCTBOBATH O BO3PACTaHHU IMpasun HaeKameH
PHCKa JUIA YIACTHAKOB KIMHHIECKOTO | KIHHIIECKOH MPAKTHKY
HCCIIeIOBaHHS I MOTYT

HeOIaronpUsATHO MOBJIMATE Ha X0

KIHHHYECKOTO HCCIESI0BaHMUA?

4.11 | OGecneueHO M IPUMECHEHHE nyHkTH 3, 50 IIpaBun
Y4YaCTHHKAaMH KIIMHHYECKOTO HaJuIexKamed KIIMHHIECKOR
HCCIIEI0BAHMS HCCIIEAYEMBIX IPaKTHKH
JIEKapCTBEHHBIX IIPENApaToB B
COOTBETCTBHH C IIPOTOKOIOM?

4.12 | ObecneueHo i COOMIONACHUE nyHKT 50 [IpaBuin
IpeayCMOTPEHHOM IIPOTOKOIOM HaJuIeKamei KIIMHHIECKON
METOIMKH PaHIOMH3AIHHN? IPaKTHKH

4.13 | PackpbiTHe JTH PaHJOMH3AIHOHHOTO | MYHKT 50 [IpaBun

KOJia OCYIIECTBIIACTCA JIH TOJIBKO B
COOTBETCTBHH C HpOTOKOJIOM?

HajyIexKale KINHHIeCKOR
MPaKTHKH
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4.14 | CooOmieHo I TpEXIEBPEMEHHOE myHkT S0 IIpaBun
PacKphITHE KOZa HCCIETYEMBIX HaAJIeXaImel KTMHAYECKOH
JIEKapCTBEHHBIX IIPEIIapaToB HpaKTHKH
OpraHU3aTopy KJIMHHYECKOTO
HCCIIEIOBaHUA?

4.15 | ObecneyueH u 3aJ0OKyMEHTHPOBaH JIM y4ET HCCIIELYEMBIX JIEKAPCTBEHHBIX MIPENapaToOB 1 (nn)
IpenapaToB CpaBHEHHUS IIOCPEICTBOM BeICHHS ydeTa HX:

MOCTYIUICHHA ? mysKT 51 IIpaBun
HaJIJIeKaInel KIMHAYECKOH
IPAKTHUKH

($aKTH9IECKOTro HAINYHSA? myHKT 51 TIpaBuin
HaJJIeXKaIeld KTHHAYECKOA
MPAaKTHKH

KOJIMYECTBA KCIOJB30BaHuA KaxXabM | MyHKT 51 IIpaBun

Y4aCTHHKOM KIMHHYECKOTO HaJIeKameil KIIMHAYeCKOoH

HCCIIEXOBAaHMA? IPaKTHKA

YHHYTOXCHHUSA? myHkT 51 [Ipasmi
HaJUIeXaIei KIMHIYECKOH
IIPAKTHKH

BO3BpaTa OpraHH3aTopy nyHKT 51 IIpasun

KJIMHUYECKOTO HCCIIEOBaHU? HaJIeXameit KITMHAIeCKOH
IIPAKTHKH

4.16 | Ob6ecneueno nu Benenne 3anuceif mo | myHKT 51 [pasun
y4eTy HCCIeMyEMBIX JIEKAPCTBEHHBIX | HaAIeXared KIMHUIeCKOH
IpenaparoB ¥ (WIH) IpenapaToB MIPaKTUKU
CPaBHEHHUS B COOTBETCTBHH C
TpeGoBanusmu [IpaBun Hagnexamen
KJIMHHYECKON MPAKTHKHA?

4.17 | OGecmeueHo JId BEACHUE 3alIUCEH, nyHKT 51 [IpaBun
MIOATBEPKNAIOIIHUX, YTO YYaCTHUKH HaJJIeXKaIei KIIMHAIECKOR
KJIHHHYECKOTO HCCIIEA0BaHUs IIPAKTUKH
MOJIyYaId HCCIIEAYEMBIE
JIEKApCTBEHHBIE TpenapaTs U (HIIH)
mpemnaparbl CpaBHEHHS B J03aX H
KOJIMYECTBaX, NMPeIyCMOTPEHHBIX
IIPOTOKOJIOM KJIHHMYECKOro
HCCJIEIOBaHUS 7

4.18 | VuacTHHK KIMHHYECKOTO HCCIeN0BaHus (IIAIIHEHT) WK €r0 3aKOHHBIA IPEICTABUTEIh

HUHPOPMHUPYETCS JTH UCCIIENOBATEIEM O

ClIeIyIOIEM:

KJIMHAYECKOE HCCIICIOBAHNE HOCUT
9KCIIEpUMEHTANBHBI XapaKkTep?

THOJIIYHKT «ay MyHKTa 52
ITpaBui HajIeXKaEH
KJIMHHYECKOH NPaKTHKA

y4acTHe B KIMHHYECKOM
HCCJIeJOBAaHHH SABJIETCA
JI06pOBOTTBHBIM?

yacTh 1 crareu 43 61-D3;
HOAMYHKT «a» IIyHKTa 52
[IpaBun Hagaexammen
KJIMHA9IECKON TPaKTHKU
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CYILECTBYET BO3MOXKHOCTb
OTKa3aThCA OT y4acTvd B
KIMHAYECKOM HCCIIeIOBaHHH Ha
o060l cTau| NMPOBEICHHS TaKOTO
UcClleI0BaHMs?

yacTh 4 crareu 43 61-D3;
TOJMYHKT «a» IyHKTa 52
TIpaBui HaIexalen
KJIMHAYECKON MMPAKTUKA

1IEJTH KIIMHUYECKOr'o nccnenosannﬂ?

IYHKT «4» 4acTi 2 CTaTbH 43
61-03;

HOJMYHKT «6» IyHKTa 52
TIpaBui HajuIeKAIIEH
KJIIMHA9IECKOM ITPaKTHUKU

IIPOJOKUTENBHOCTH KIIMHAYECKOTO
HCCIIeIOBAHKNA?

IIYHKT «4» 4acTH 2 cTaThy 43
61-®3;

TIOJIIYHKT «G» MyHKTa 52
TIpaBun HajUIEKAIEH
KJIIMHAYECKOM MTPAKTUKH

IpUOIM3UTEIEHOM KOJIHIECTBE
Y4aCTHHKOB?

TOJMYHKT «6» MyHKTa 52
IMpaBun HajUIEKaLIEH
KJIMHAYECKOH NPaKTHKH

BapHaHTaX JICYCHHs B IPOHECCE
KJIMHAYECKOTO HCCICTIOBaHUA H
BEPOATHOCTH CIIY4AHHOTO
pacnpeneneHus B OOHY U3 TPYyIIIT
neqyeHus?

IyHKT «3» 9acTH 2 cTaThi 43
61-03;

THOIYHKT «B%» ITYHKTa 52
[TpaBun HajUIEKAIIEH
KJIMHUYECKON NTPAKTHKH

NpOLEAYPaX KIHHHYECKOTO
HCCIIeIOBaHUS, BKIIOYas BCE
MHBa3MBHEIE IPOLELYPBI?

HOAIYHKT «T'» ITyHKTa 52
Tpasui HauIeKALIEH
KIMHAYECKON NMPAKTHKH

00S3aHHOCTAX y4aCTHUKA
KJIMHAYECKOTO HCCIIe0BAHAA?

IIYHKT «5» 4acTH 2 CTaThu 43
61-03;

HOMITYHKT «J» ITYHKTa 52
IMpaBun HaJUIEKAMIEH
KIMHUYECKON NMPAaKTHKH

OXHUIAEMBIX PUCKaX U (WJIH) I0JIb3€
JJ1sl Y9aCTHHAKA KIIHHHYECKOTO
HCCIEOBaHMS, B TOM YHCIIE UL
SMOpHOHa, IIOA UM TPY/THOTO
pebenka?

IIYHKT «2» 9acTH 2 cTaThH 43
61-03;

TOJIMYHKT «e» IyHKTa 52
[MpaBun HaqIeKalIeH
KITMHUYECKON IIPaKTHKA

HHBIX, IOMAMO IPEAYCMOTPEHHBIX
HIPOTOKOJIOM, TIPOLeypax HiIH
MeToJax JedeHus, KOTOphIE MOTYT
OBITH JOCTYIIHB]I YYaCTHHKY
KJIMHAYECKOTO HCCIEI0BAHUA?

IYHKT «2» 4acTH 2 CTaThH 43
61-®3;

TIOIYHKT (OK» IIYHKTa 52
[MpaBun HajUIEXKaIIEH
KJIIHHAYECKON ITPaKTHKU

KOMITEHCAI(MH U (KJIH) JICUCHHUH,
JOCTYITHOM YJacTHHMKY KIHHAYECKOTO
HCCIIEOBAHMA B CITyyae NPUYMHCHHS
Bpela ero 3/I0POBBIO B PE3YJIbTATe
y4acTUs B KIIMHAYECKOM
HCCIIEIOBAHHH?

IYHKT «6» 4acTh 2 cTaThu 43
61-03;

HOIIYHKT «3» IIYHKTa 52
[TpaBsun HaUIEKaAIIEH
KIMHAYECKON NPaKTHKA
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IIAHUPYEMBIX BBIILIATAX YIaCTHHKY
KJIMHHYECKOr0 HCCIEA0BaHu 3a €ro
y4acTHe B KIIMHUYIECKOM
HCCIIEIOBaHUH?

TOZIIYHKT «H» IIyHKTa 52
ITpaBun HapnexameH
KIIHHAYECKON MPaKTHKH

IJIAHUPYEMBIX Pacxojlax yJacTHHKa
KJIMHAYECKOr0 HCCIeAOBaHus,
CBS3aHHBIX C €r0 YJaCTHEM B
KJIMHAYECKOM HCCIICIOBAHUN?

TIOIIYHKT «K» IYHKTa 52
IMpaBui HauIeXKaIen
KJIIMHAYECKON ITPaKTHUKA

O TOM, YTO ITOJIITHCAHUE
MHQPOPMAIIHOHHOTO JINCTKA MAHEHTA
CO CTOPOHBI Y9aCTHHKA
KIIMHUYECKOTO UCCIEN0BAHHS HIIH €T0
3aKOHHOI'O NPeICTaBUTENS, HACT
paspereHne Ha JOCTYII JIALY,
Ha3HAYECHHOMY JUIA IIPOBEIICHAS
MOHHMTOPHHTA, ayIUTOPOB,
HE3aBHCHMBIX 3THYSCKHX KOMUTETOB,
YIIOJTHOMOYEHHBIX OPraHOB K
MEIMIMHCKAM 3allHCAM YYaCTHHKA
KIMHHYECKOr0 HCCIIEIOBaHUS?

TOIMYHKT «JI» ITYHKTa 52
[MpaBun HajuIeKaIIEeH
KJIIHHAYECKON ITPaKTHKH

0 TOM, 9TO 3allMCH,
HACHTHQHUIHPYIOIIKE YIYaCTHUKA
KIMHHYECKOTO HCCIIEAOBAHNUA,
XpaHATCA B TaHEe, PACKPHITHE HX
JIOITyCKaeTcs B COOTBETCTBUH C
3aKOHOATENLCTBOM Poccuiickoit
Genepanuu?

IIHKT «7» 4acTH 2 CTaThH 43
61-03;

HOMIYHKT «M» ITyHKTa 52
TTpaBui HaJIeKalIEH
KJIMHAYECKOH IPaKTHKA

YCIIOBHSIX O3HAKOMJICHHUS ¢ HOBOH
nHpopManueif, CocoOHOH NOBIHATH
Ha JKeJIaHHue [POJOJIKATh y4acTHe B
KJTHHHYECKOM HCCIIE0BaHUM?

TIOJIYHKT «H» ITyHKTa 52
I[NpaBun HajexKaIIeHn
KJIMHAYECKONA MPaKTHKU

JHNAX, K KOTOPEIM MOXHO
00paTUTHCS I IOy UCHUS
JOTOJHATENBHOM HH(POPMALIHH O
KIMHAYECKOM HCCIIEIOBaHHH, H
npaBax y4acCTHHKOB KIIMHHYECKOTO
HcCeNOBaHuA?

TOJIYHKT «0» IIYHKTa 52
IMpasun HauIeKanIeH
KITHHIYECKON IIPAKTUKU

0 BO3MOXHBIX 00CTOATENBCTBAX U
(WH) IpUYHHAX, II0 KOTOPBIM
y4acTHe JIMLA B KIHHAYECKOM
MCCIIEIOBAHNH MOXET OBITh
IpeKpameHo?

TOJIYHKT «II» ITyHKTa 52
TMpaBui HajuIEKAIIEeH
KJIMHAYECKON IPaKTHKH

000 Bcex M3MEHEHHIX B JOKYMEHTaX
U JaHHBIX KJIHHHYECKOTO
HCCJICNOBAHUS, KaCAIOMUXCSA €TO
y4JacTHs B KIMHAYECKOM
HCCIEI0BaHHH?

myHKT 55 IpaBun
HajpIexamed KIHHIIeCKOR
IPaKTHKA
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4.19

3a¢ukcupoBat i pakT
IPEIOCTaBIEHHS YYaCTHHKY
KJIMHHYECKOTO HCCTICIOBAHUS U (MIIH)
€ro 3aKOHHOMY IIPEICTaBHTEIIIO
BpEMEHH /ISl IPHHATHS peleHHs 00
y4YaCTHH WM OTKa3e OT ydJacTHs B
KJIMHHAYECKOM HCCIICIOBAaHUH IIEpe]
MIOJTy4eHHeM HH(POPMHAPOBAHHOIO
coryacus?

nyHKT 54 [Ipasmi
HaJUIeXaIel KIMHUIECKOH
IIPaKTHKH

4.20

OGecrieueHo JIu IIPeOCTABIICHHE
YYACTHHKY KIHHHYECKOTO
HCCIIEIOBaHMS U (UJIH) €TO
3aKOHHOMY IIPEACTABUTEIIIO
IIOIIIMCAHHOTO ¥ TATHPOBAHHOIO
SK3eMILIspa HHPOPMALIHOHHOTO
JIACTKA MAIlEHTA Nepe]] BKIIFOYCHHEM
€ro B KIIHHAYECKOE UccaefoBanue?

myHkT 55 IIpaBun
HauIexXane KIHHHYEeCKOH
MPaKTUKH

4.21

Ob6ecneueHo I NOAIHCAHUE
HHPOPMHPOBAHHOTO JTHCTKA
MAIMEHTa KaKIbIM YYaCTHUKOM
KJIHHHYECKOTO HCCIIeIOBaHus 160
€ro 3aKOHHBIM IIPEACTAaBUTEIEM 10
Hayvajia IpOBeICHHS TaKOTo
HCCIICIOBaHUA?

4acTh 3 cratey 43 61-P3;
yHKTHI 4, 55 IIpasun
HaJUIeKaIneH KITHHHYESCKON
MIPaKTHKH

422

B ciygae y4acTus B KQ4eCTBE
MAIIEHTOB JeTelt obecredeHo Jiu
TIOJTyYeHHE ITUCHMEHHOI'O COTIacHs
HX poauTesell/yCsIHOBUTENeH?

4yacTh 5 crateu 43 61-D3;
qacTh 2 crateu 20 323-3

4.23

YyacTHHKaMH KJIHHHYECKOTO
HCCIICIOBAHMS HE ABJISIOTCS JIH
MAMEHTHI, OTHOCIIHECS K
KaTeropHsM rpaxaaH, 0003Ha4e€HHBIM
4acTeIO 6 cTaThu 43 61-03?

qacth 6 crateu 43 61-03

424

OpranusaTopy KIHHHYECKOTO
HCcleoBaHus coodmaercs i 060
BCEX CEPhE3HBIX HEXKENATENBHBIX
peaKIusX, 3a HCKIIOYCHHEM TEX,
KOTOPBIE B TPOTOKOJIE HIIH B
Opormope ornpeeneHsl Kak He
Tpebyrolue HeMeIEHHOTO
COOOIIEeHNSs B YCTAaHOBJICHHEIC
IIPOTOKOJIOM CPOKH?

nyHKT 56 [Ipasun
HaJyIeXamed KINHHIeCKOH
MIPaKTUKU

4.25

ObecreyeHo 11 IPeIOCTABIICHUE
OPraHHu3aTopy KINHUYECKOIO
HCCIIeIOBaHHS NIOJPOOHOTO
IIHCEMEHHOTO OTYETA O CEPhE3HBIX
HE)KeJIaTeNbHBIX peaKIuax?

nyHKT 56 [Ipasmi
HayIeXanied KIHHHIESCKOM
IPaKTUKHU
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4.26

O6ecredeHo JIM NPeJOCTABICHHUE IO
3aIpocy OpraHu3aTopa KIHHHIECKOTO
uccnenosanus, HOK, Munucrepcrea
u (wm) PocanpaBHanzopa moboit
JIOTIOJTHUTEBHOH HHbOpMauu
OTHOCHTENBHO CITy9as CMEPTH
Y4YaCTHHKa KITMHUIECKOTO
HCCIIeJOBaHMs, B TOM YHCIIE
IIPOTOKOJIa BCKPHITHS U IIOCMEPTHOT'O
SIHKpH3a’?

yHKT 57 IIpaBun
HaJUIe)Kamed KIIMHAYECKOH
IMpPaKTHKH

4.27

O6ecneueHo i nHGOpMUpOBaHHE
PYKOBOJHUTENS MEAULIUHCKON
OpraHu3aIliy U OpraHu3aTopa
KIIMHUYECKOTO HCCIICIOBAHUS B
cllydae BOSHUKHOBEHHS ONTaCHOCTH
JUISL XKM3HH, 3J0POBbs YIaCTHHKA
KJIMHUYECKOT'O MCCIIEeJOBaHU, B
TedeHue 24 yacos?

yacTh 6 crateu 40 61-03;
myHKT 58 I1paBun
HaIIeKaleH KIMHAYCCKOH
MPaKTUKH

4.28

B ciiygae mocpouHoro npexpamnieHus
KJIMHHYECKOTO HCCIIEAOBAHMS HIIH €T0
IIPHOCTAHOBJIEHUS 00€CIIEYCHO JIH
He3aMeUTHTENbHOE HHOPMHUPOBAHUE
HccegoBareneM H (UiH)
MEIUIUHCKON OpraHusammei
Y4aCTHHKOB KJIMHHYECKOT'0
UCCJIEIOBAHHUS, IIPEIOCTABIICHHE UM
He0O0X0JMMOro HaOMIOIEHHS H
JIedeHun?

nyHkT 58 [IpaBun
HaJIeKalnel KIMHUYECKOH
MPaKTUKH

4.29

B ciy4ae mocpo4HOro npexpameHus
KJIIMHAYECKOTO HCCIIEIOBAHHS HITH €ro
IIPHOCTAHOBIICHUsI 00ECIIEYCHO JTH
He3aMeUTHTENbHOE HH(OPMHPOBAHUE
HCClIeIoBaTenieM U (HIK)
MEIUIMHCKON opraHu3anuei
opranusatopa u HOK ¢
IIpe0CTaBICHHEM OAPOOHOTO
THCBMEHHOTO 00BACHEHUS NPUUIHH
MIPHOCTAHOBIICHUS WM IPEKPALCHUS
KJINHHYECKOTO UCCIICOBAHUS?

myHkT 58 IlpaBun
HaJexarnei KJIMHHYeCKOMH
MIPaKTHKH

4.30

OO6ecre4eHo 1 MOJIHOE H
JOCTOBEpHOE BEACHUE BCeX, 6e3
HCKITIOYEHHUS, JOKYMEHTOB
KJIMHUYECKOI0 UCCIICOBAHMS?

nyHKT 59 IlpaBun
Hamexalneid KITMHH4YecKoH
[IPaKTUKHU

4.31

ObecnevueHo I XpaHEHHE
JOKYMEHTOB KJIHHHYECKOTO
HCCIICIOBaHHA?

nyHKT 60 IIpaBun
HapIexalne KIIMHHYecKoi
MpaKTUKHU
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432 | Uccnemosarens nponndopMupoBat myHKT 61 [IpaBun
JIM PYKOBOAWTENA MEIMIIMHCKOH HajUIeXKalle KIIMHAYECKOH
OpraHp3allvy O 3aBepIICHUN IPaKTHKH
KJIMHAYECKOTO HUCCIIEOBAHNUS?

4.33 | UccnenoBarennb IpeACTaBUI JIH nyskt 61 ITpasun
OpraHH3aTopy HCCIICZIOBAaHUS H HOK | mHamnexainei KITMHHIECKON
[IOATOTOBJICHHBIA HM B COOTBETCTBHY | IIPAKTHKH
¢ nyakToM 9 ITpaBun HaexameH
KIMHAYECKON NMPAaKTHKHU OTYET O
3aBepIIECHUH KITHHUYECKOTO
UCCIIEIOBAHMSA?

434 | ObecnieueHo U MPOBEACHUE gacTh 1 crateu 38, dacTs 12
KJIMHUYECKOTO HCCIIeJOBAHHS craTtbu 40 61-03;
JIeKapCTBEHHOTO IIpenapara B myHKT 45 Ipasuin
coorBeTcTBHH ¢ [IpaBunamu HaJuIeKamel KIHHIIECKOR
HaJUIeKaIEeH KIMHNYECKOH MPaKTAKKA | IPAKTHKH
1 TpeGOBaHUSMH 3aKOHOATENBCTBA
Poccuiickoit ®eneparuu B chepe
oGpanieHHnsl JIEKapCTBEHHBIX CPECTB?

(nomxHOCTH ¥ PVIO IODKHOCTHOTO JIAIA, 3aM0JHUBIICTO IPOBEPOUHBIH JIMCT, IIOAIHKCE, JaTa)

(zoipxHOCTh M DY T0IDKHOCTHOTO JTHIA IOPHHHYECKOr0 JIULE, IIPHCYTCTBOBABIICTO Y
3a0THEHHH IPOBEPOTHOTO JINCTA, TIOIIHCh, [1aTa)




[Mpunoxenue Ne 39
K nprKa3sy ®ezepanbHOH CIry k05l
TI0 HaA30py B cdepe 3/paBOOXpaHCHU

or LY AL Ne TYIE

®opma

IIpoBepoYHbLIii JTHCT
(CITHCOK KOHTPOJILHBIX BONPOCOB),
ucroab3yeMblii @exepanbHoii cayxboif no Haa30py B cepe 3ApaBOOXpaHEHHSA
U ee TePPHTOPHAILHLIMH OPTaHAMHE NPH NPOBE/ICHHH MIAHOBLIX MPOBEPOK npH
ocymecTBIeHHH (eaepaabHOro rocylapcTBeHHOro Ha30pa B cepe oOpanieHHst
JICKAPCTBEHHBIX CPEACTB
(cobmonenue cyGbeKTaMH 00palleHHs JIEKAPCTBEHHBIX CPENCTB
yCTAHOBJ/IEHHBIX TPeOOBaHMil K Ka9eCTBY JIEKAPCTBEHHBIX CpeacTB)

(HaPHVICHOBaHPIe oprasa, OCYMIECTBIIAOHIETO TUIAHOBYIO I'[pOBCpKy)

1. Bun roCyJ1apCTBEHHOTO KOHTPOJIS (namzopa)

2. TlpemMeT TUIaHOBOH TNPOBEPKH IOPUIMYECKHX JHMI[ M MHIMBHAIYIBHBIX
IpeTpUHMMATeNIel OrpaHHIMBaeTCs 0053aTebHBIMU TpeGOBaHUIMH, COOIIOACHHE KOTOPBIX
gBIsieTCs HAHOOJee 3HAYMMBIM C TOYKHM 3pPEHHS HEJOIYIICHHS BO3HUKHOBCHUA YIPO3BI
PUYMHEHHS Bpeia XU3HH, 30POBBIO IPaX/IaH, U31I0KEHHEIMU B dopMe IPOBEPOTHOTO JIUCTA
(CTIACKA KOHTPOJIBHEIX BOMPOCOB).

3. HanMeHOBaHHMe OPHAMYECKOro JIAIQ, (aMunus, WM, OTIECTBO (mpH HAJIAYHH)
MHIMBHIYalbHOIO peanpUHUMATENS:

4, Mecto MIpOBEACHUS [IJIaHOBOM MIpOBEPKU C 3aloJIHEHHEM IIPOBEPOYHOTIO JHUCTA.

5. PexBU3HTHI PUKA3a O POBE/IEHAHN IIaHOBOH IIPOBEPKH: OT Ne

6. VueTHBIH HOMEp [POBEPKY M [1aTa [PHCBOEHNs YIETHOTO HOMEpa IIPOBEPKHU B EnuHOM
peectpe TIPOBEPOK:

7. JIOMXHOCTB, (aMAIMs M HHUIUAIB! JOJDKHOCTHOrO JIHIA (yu1r), TPOBOAAMIEro(HUX)
IUIAHOBYIO IPOBEPKY:

1. ;

2. ;

8. ITepevueHs BONPOCOB, OTPaXAarOINX COAEPXKAHNE 0013aTeNbHBIX TpeOOBaHHii, OTBET HA
KOTOpbIE OJJHO3HAYHO CBHUETENBCTBYET O COOMIONEHNH HIIA HEeCOOJIIONEHHH IOPHINIECKAM
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HpeIMeT IIPOBEPKU:

BriBog 0
PexBH3HTHI BbINOJIHEHHH
Ne Bomnpocsl, oTpakaiomue cogep kxaHue HOPMATHBHBIX | TpeGoBaHHI
n/n o0s13aTeJIbHBIX TPeOOBaHHH NpaBoOBBIX a HeT
aKToOB, C
yKa3aHHEeM HX
CTPYKTYPHBIX
€IMHHII,
KOTOPBIMH
YCTAHOBJICHBI
obsi3aTebHbIE
TpeboBaHHUS
1. | ®apManeBTHYeCKas CHCTEMA Ka4eCTBA
[TpaBwia opraHW3anuu IPOW3BOACTBA W KOHTPOJISL Kad4ecTBa JIEKAPCTBEHHBIX CPENCTB,
YTIBEpXKICHHBIE IIpUKa3oM MUHHCTEpPCTBa INPOMBINUIEHHOCTH W TOoproBmu Poccuiickoii
®enepanuu ot 14 urona 2013 r. Ne 916 (3apeructpupoBaHo B MUHHCTEPCTBE IOCTHIINH
Poccun 10 centa6ps 2013 r., peructpanmonasiii Ne 2993 8) (nanee — [IpaBuiia opraHu3anium
IIPOU3BOJICTBA)
1.1. | dapmaneBTHYECKAs CHCTEMA KaueCcTBa nyHKT 12. (1.7)
JOKYMEHTAIBHO OopMIieHa u? [IpaBun
OpraHU3aIiH
MIPOU3BOJICTBA
1.2. | IIpousBoxuTeneM yTBEp:KAEHO JTH PYKOBOACTBO I10 nyHkT 12. (1.7)
Ka4yecTBy? IIpaBun
OpraHu3alun
IIPOH3BOJICTBA
1.3. | IIpousBoauTteneM yTBEpKACH U JOKYMEHT, myHKT 12. (1.7)
coJiepKalui onucaHne CHCTEMBI YIIPaBICHU ITpaBun
Ka4yeCTBOM, BKJIFO4as OTBETCTBEHHOCTh OpraHu3aIiy
pYKOBOACTBa? IIPON3BOZICTBA
1.4. | dapmaneBTHUECKas cucTeMa KadecTBa BKIo4YaeT id | myHKT 9. (1.4)
OCYINECTBIICHHE YIIPaBICHHUs pUCKaMH I KaduecTBa? | 0) (Xiv)
[IpaBun
OpraHu3aluu
NIPOHM3BOACTBA
1.5. | Pa3paborans! 11 akTyajqbHble JOKYMEHTEL, myHkT 9.(1.4)
ONpEEAIOIUE OTBETCTBEHHOCTD H 00A3aHHOCTH ) (V)
nepcoHana’? [TpaBun
OpraHu3aIuH
IPOM3BOACTBA
1.6. | IIpuHATEHI MepHBI M YTBEpXKAEHA JIH JOKYMEHTalHU, nyHKT 9.(1.4)
obecreunBaroas IpOU3BOACTBO, IOCTaBKY U e) (vi)
HCIONb30BaHUE HAIIEKAIMX UCXOTHOTO ChIPhs U ITpaBun
YIIaKOBOYHBIX MaTepHalIoB? OpraHu3anud
MPON3BOJCTBA
1.7. | IlpuHATHI MEpHI M YTBEpXKIEHA I JOKyMeHTanus no | myHKT 9.(1.4)
BEIOOpY M KOHTPOJIIO TOCTaBLIMKOB, e) (vi)
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MOATBEPIKAAIONINE, YTO KaXiasl TOCTaBKa [MpaBua
OCYIIECTBILIETCS YePE3 YTBEPHKICHHYIO LCTIb OpraHU3allud
TOCTABOK? TPOU3BOJICTBA
1.8. | BHenpeHs! J HpOINECCH], 00ECIEUNBAOIINE myHkT 9.(1.4)
yIpaBJieHHE JEATEIBHOCTBIO, meperaBaeMoi JUis x) (vii)
BHITIOJIHEHHS JIPYTo# OpraHu3aluy (YrpaBicHHE ITpaBun
ayTCOPCHUHIOM)? OpraHu3aluH
IPOU3BOJICTBA
1.9. | YTBepx/aeHa i JOKyMEHTalHs, obecrednBaromast nyHkt 9.(1.4)
yIpaBJieHHe IeATEIBHOCTBIO, niepeaBaeMoi JUIs x) (vii)
BBINIOJTHEHHS IPyroil opraHu3alui (ynpaslIeHHE ITpaBun
ayTCOPCHUHIOM)? OpraHu3aliH
[IPOU3BOJICTBA
1.10. | JloxymMeHTaIbHO HOATBEPKIACH JIH IIPOLIECC nyskT 9.(1.4) 3)
HOCTOSHHOTO KOHTPOJIS COCTOSTHUSA 3 QEeKTHBHOCTH (viii)
TIpolecca MPOU3BO/CTBA U Ka4eCTBA JIEKAPCTBEHHOTO [MpaBun
cpeAcTBa mMyTeM pa3paboTKy U HCIIOIB30BaHMS OpraHu3aluH
3¢()EKTHBHOTO MOHHTOPHHI'A H KOHTPOJIBHBIX IPOU3BOJICTBA
cucreM?
1.11. | Pe3synpTaTsl MOHHTOPHHIA JIEKAPCTBEHHOTO CPEACTBA | IYHKT 9.(1.4)
H TIPOIIECCOB HCIONB3YFOTCS JIH TIPH BBITYCKE CEPHH, ) (ix)
TIpH PacCieI0BaHUH OTKIOHCHUH | IS IPHHSATAS [IpaBun
TIpeIyIpexkAaloInX Mep B u3bexaHHue OpraHu3aLHH
HOTEHIMATBHBIX OTKJIOHEHHH? IIPOU3BOJICTBA
1.12. | IIpoBoamTes 1M KOHTPONB POMEXKYTOUHOH nyHkT 9.(1.4)
IIPOJIYKIIMH B COOTBETCTBHH C yTBEPXKACHHOH K) (X)
JIOKYMEHTaIHe? ITpaBun
OpraHu3aLuH
TIPOH3BOJICTBA
1.13. | JlIoKkyMeHTalIbHO IOATBEPKIACHBI JIU PE3yNbTAThL nyskt 9.(1.4)
KOHTpOJIA 32 TyqIICHAEM OCPEIICTBOM BHENPEHHS ) (xi)
YCOBEpIICHCTBOBAHMH, OCHOBAHHBIX Ha aKTYaJIbHBIX IIpaBun
3HAHWAX IpoIlecca i IPOLYKIMH? OpraHu3aluy
IPOU3BOJICTBA
1.14. | PaspaboTan 1 JOKyMEHTAIBHO YTBEPXKICH JIH nyskT 9.(1.4)
HOPAJOK OMPEAEIEHHS U IOCTIEAYIOMEr0 0) (xiv)
TPHMEHEHHs KOPPEKTHPYIOMHX | (WTH) IIpaBun
TIpeIyNpEXIAIOMHUX ASHCTBAN PH PacCIeIOBAHUN | OpraHH3alMH
HECOOTBETCTBHH? IIPOU3BOJACTBA
1.15. | DbdeKTHBHOCTD KOPPEKTHPYIOMKX ¥ (HIIH) myHkt 9.(1.4)
TIpeAYIPEXTAIONHEX JSHCTBAN NIPX PacC/Ie0BaHUH 0) (xiv)
HECOOTBETCTBHI MPOBEPAETCS M OIIEHHBACTCA X B [Tpasun
COOTBETCTBHH C IPUHLIAIIAMH YIPABJICHH PUCKaMK | OpraHH3alyH
Juis KadecTBa? IPOU3BOJICTBA
1.16. | Beoz exapcTBEHHBIX CPEACTB B IPKIAHCKUH nyekt 9.(1.4)
06OpOT [0 BBLIAYH YIOJIHOMOYCHHBIM JIHIIOM m) (xv)
paspeleHus Ha BHIIYCK He JOIyCKaeTCs m? [TpaBun
opraHu3aldu
IIPOHU3BOJCTBA
1.17. | VIBepxkacHa M TOKyMEHTAILHO OQOpMIICHA JIH nyHkt 9.(1.4)
npouexypa yAOCTOBEPEHHS YIIOJHOMOYCHHBIM ) (XV)




320

JIMIIOM, YTO KaXkIas cepus JieKapcTBeHHOro cpeacTtsa | IIpasun
ObUTa MPOM3BEIeHA M IPOKOHTPOJIMPOBAHA B OpraHu3anuy
COOTBETCTBHH C TPeOOBaHUSIMH PETHUCTPALIOHHOTO IIPOU3BOCTBA
Jocee?
1.18. | YTBepxmeHa 1 JOKyMEHTAIHHO oopMiIeHa 1 myHkT 9.(1.4)
mpoleIypa IIPOBEACHUS CAMOMHCIIEKINH, B ¢) (xvii)
COOTBETCTBHH C KOTOPO# PEryIIPHO OLIEHUBAIOTCS IIpaBun
3¢ HeKTUBHOCTD U IPHIOAHOCTH papMaLEBTHUYECKOH | OpraHM3al[uu
CHCTEMBI KayecTBa? HIpOM3BOACTBA
1.19 | Ompenenena u JOKYMEHTAIBHO OOPMIICHA JIH nyskT 10. (1.5)
OTBETCTBEHHOCTh PYKOBOZCTBA IpEANIPUATHS 32 IMpaBun
Hanuaue 3¢p¢ekTuBHON PpapManeBTHUECKON CUCTEMBI | OpraHM3allHH
Ka4yecTBa H HEOOXOIMMBIX PeCypcoB? MPON3BOACTBA
1.20. | OnpeneneHs! 1 JOKYMEHTAIBHO 0053aHHOCTH, nyskT 10. (1.5)
OTBETCTBEHHOCTH H ITOJTHOMOYHS KaKAOTO [pasun
paboTHHKa? OpraHu3aIuu
TIPOM3BOJICTBA
1.21. | O6513aHHOCTH, OTBETCTBEHHOCTD H ITOJTHOMOYHS myHKT 10. (1.5)
JIOBEJIEHBI JIM JI0 CBEACHHUS KaXKA0ro pabOTHHKA H [TpaBun
BBIOJTHSIOTCS BO BCEX MOAPA3ICICHUAX OpraHu3aLun
IPOU3BOIUTENS? IIPOM3BOJCTBA
1.22. | IIpoBoasTcs ¥ JOKyMEHTAIBHO O(QOPMIIEHE! JIH nyHkT 11. (1.6)
nepuoandeckre 0030psl GyHKIMOHUPOBAHHS IIpaBun
¢apManeBTUYECKOM CHCTEMBI KauecTBa ¢ OpraHH3anuH
BOBJIEYEHHEM B OTOT NPOLIECC PYKOBOJACTBA UL IIPOU3BOJICTBA
IIOCTOSHHOTO YJIyYIICHHS MPOIYKIUH, IPOIIECCOB U
caMoi CHCTEMBI?
2. | Ilepconan
IpaBuna OpraHM3allii IPOU3BOACTBA M KOHTPOJIA Ka4yecTBAa JICKAPCTBEHHBIX CpPEICTB,
yTBEpIKJICHHBIE MPHUKa30M MHHHCTEpPCTBA NMPOMBIIUIEHHOCTH H TOpropiu Poccuickoit
denepamyu ot 14 mons 2013 r. Ne 916 (3apeructpupoBasbl B MHHHCTEPCTBE IOCTHIIAH
Poccun 10 centsaops 2013 r., peructpanuoHssiii Ne 29938)
(nanee — [IpaBuia opraHu3aliy IPOH3BOACTBA);
TTopsmoK aTTecTaliiy YIIOTHOMOYSHHOTO JIMLA IPON3BOIUTENSA JIEKAPCTBEHHBIX CPEACTB
JUIS MEMIMHCKOTO IPUMEHEHH, YTBEPXKICHHBIH pruka3zoM Mun3sapasa Poccun ot
01.11.2013 Ne 811n (3apeructpupoBan B Muntocte Poccuu 16 nexabps 2013 r.,
perucTpanroHHbiit Ne 30602) (nanee — [Topsnok aTTecTanyn)
2.1. | UMeeTcs v B HANWYMHA KBAM(PUIUPOBaHHBIH nyHKT 25. (2.1)
TIepCOHAJI, UIMEIOIIHI OIBIT PaboTEI O IIpaBun
CHEeNHATBHOCTH? OpraHU3aIH
IPOM3BOACTBA
2.2. | IlpexncraBneHa nu 4eTKas OpraHU3allHOHHASL HMYHKT 26. (2.2)
CTPYKTYpa NpeanpusaTUs? [IpaBun
OpraHu3aIu
TIPOM3BOJICTBA
2.3. | MeroTcs ¥ B HAIMYHK aKTyalbHblE JOJDKHOCTHBIE | IMYHKT 26. (2.2)
HUHCTPYKIIHH, B KOTOPBIX H3JI0XKEHBI JOJKHOCTHEIE ITpaBun
0013aHHOCTH PabOTHUKOB, 3aHUMAIOIINX opraHmu3anuu
OTBETCTBEHHBIE JIOJDKHOCTH? IPOM3BOACTBA
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2.4. | OTcyTCTBYeT Jid HEOGOCHOBAHHOE MyOIMpOBaHHES nyHKT 26. (2.2)
o6s3aHHOCTEH M PyHKIIHIH paOOTHHKOB? [TpaBun
opraHu3alud
TIPOM3BOICTBA
2.5. | OrcyTeTBytoT /1 Citydau, KOrza Kakue-1u60 nyHKT 26. (2.2)
06513aHHOCTH HE 3aKpEIJICHBI HH 33 OJHHM U3 IMpaBun
paGoTHHKOB? opraHu3aIH
IPOU3BOACTBA
2.6. | AttecToBaHO m YIIOJIHOMOYEHHOE JIMIO | IYHKT 29
IIPOM3BOJUTENS.  JIEKApCTBEHHBIX  cpencts  1uii | IIpaBm
MEIUIHHCKOTO IPUMEHEHUS 7 OpraHmu3anyu
IIPOU3BOJICTBA;
yHKTHI 1- 4
IMopsinka
aTTecTaIiH
2.7. | YoiHOMOYEHHOE JIUIO COCTOMUT JIX B IITaTe ITyHKT 29
IIpeATpUATHS ? ITpaBun
OpraHu3aluy
IPOU3BOJCTBA
2.8. | Paspabotana u BHenpena mu mporpamma oGyuenns | myHKT 33. (2.8)
JUIS TIEPCOHAJIA TIPOM3BOACTBEHHBIX 30H? [IpaBun
OpraHu3alnuy
IIPOM3BOJCTBA
2.9. | Paspabotana u BHenpena mu nporpamMma ofydenus | myHKT 33. (2.8)
JUI TIEPCOHANIA KOHTPOJIBHBIX JIabopaTopuii? IIpaBun
OpraHp3alyH
MIPOM3BOCTBA
2.10. | Paspa6oTana 1 BHeapeHa M IporpamMMa o0y deHUs nyskr 33. (2.8)
TEeXHHYECKOTO TIEPCOHANA IPOM3BOJCTBEHHEIX 30H H | [Tpasmn
KOHTPOJILHBIX TOMEIEHHH? OpraHu3alyH
IIPOM3BOACTBA
2.11. | Pa3paGoTan 1 BHEIpeH i KOMILIEKC MeponpusTiii | myHKT 38.
TI0 TIPOM3BOJICTBCHHOM TMIHEHE C YIETOM (2.13)
0COOEHHOCTEH KOHKPETHOTO IPOU3BOJCTBA? ITpasun
OpraHp3aluH
IPOM3BOJICTBA
3. | doxymeHTanus
IIpaBuna OpraHu3aldi MPOM3BOJACTBA M KOHTPOJIL Ka4eCTBa JIEKAPCTBEHHBIX CPEACTSB,
yTBEpXKJICHHBIE TPHKa3oM MHHHMCTEPCTBA NMPOMBIIUICHHOCTH H TOPTOBIH Poccuiickoit
Genepamuu ot 14 mrons 2013 r. Ne 916 (3aperucTpupoBaHo B MHEHHCTEPCTBE FOCTALUH
Poccuu 10 centabps 2013 r., peructpanuonHsit Ne 20938) (nanee — I1IpaBria opraHa3anuu
IIPOU3BOJICTBA)
3.1. | BHenpeHa u KOMILIEKCHas CHCTeMa HOKyMeHTanuu? | MyHKT 99. 4.1)

IIpaBun
opraHu3anuH
IPON3BOACTBA
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3.2. | OcymecTssieTcs i KOHTPOIb 33 CHCTEMOH nyHkT 99. (4.1)
JIOKYMEHTAIHH ? [paBun
OpraHy3aluH
TIPOM3BOJICTBA
3.3. | IIpoBenena u oopmieHa JIi BATHIANAI CACTEMBI nyHkT 99. (4.1)
JOKYMEHTAIHH? [TpaBun
OpraHu3aluH
MPOHU3BOLACTBA
3.4, | IIpoBOAATCS X MEPONPHATHS LIS 00CCTICYCHHS nyHKT 99. (4.1)
LIeTOCTHOCTH 3aImuceii B Te4eHHE CPOKA XPAHEHHs? [NpaBun
Oprasu3aluH
IPOH3BOJICTBA
3.5. | YcraHoBieH 1M HOPSAOK pa3paboTky, opopMIeHHS, | IIyHKT 100.
BBLIa4H, U3BATHA JOKYMEHTOB H BHECCHHS B HUX 4.2)
H3MeHeHuH? [IpaBun
OpraHu3aluH
IPOU3BOJCTBA
3.6. | PernameHTHpyromue JOKYMEHTHI IIOJITHCAHBI JIH myHkt 101.
JIMIIAMH, MMEIOIIMMH NIpaBo HNOJIKCH, C yKa3aHHEM (4.3)
Jatel? [MpaBun
OpraHu3aluH
IPOU3BOJCTBA
3.7. | YcraHoBieH u CpoK AEHCTBHS PErIaMEHTUPYIOIMX | IYHKT 101.
JIOKYMEHTOB? 4.3)
[TpaBuin
OpraHU3aLHUH
IPOHU3BOACTBA
3.8. | VICK/IIOUeHO ¥ HCIONb30BaHHe yCTapeBIuX Bepemit | myHkT 103.
pPErJIAMEHTHPYIOIIHX JOKYMEHTOB? 4.5)
[IpaBui
OpraHu3aluH
MPOM3BOZCTBA
3.9. | JloxyMeHTH! pery/IIpHO IIEpeCMaTPHBAIOTCA U nyHkT 103.
aKTyaIH3UPYIOTCS JTH? (4.5)
IIpaBun
OpraHu3alyuH
TPOU3BOJICTBA
3.10. | JloxyMeHTanus Ha CEPHIO XPaHHUTCS JI B TCUCHHC nyHkt 109.
OJIHOTO TO/Ia IOCTIe OKOHYAHHMS CPOKa rOXHOCTH 3T0# | (4.11)
cepun? ITpasun
opraHu3alyd
IPOU3BOJCTBA
3.11. | JlokymeHTan®s Ha CEPUIO XPAHUTCS JIM HE MCHEE nyHkT 109.
IISTH JIET IIOCJIE OICHKH COOTBETCTBUSA CEPHUH 4.11)
YIIOJIHOMOYEHHBIM JTHIIOM? [IpaBun
OpraHu3aluH
IIPOU3BOJCTBA
3.12. | Kpurrueckas qoKyMeHTALHs, BKITIOYas HCXOAHBIC myHkT 110.
JaHHEIE, TONTBEPKAAIOIIHe HHOOPMAIIHIO (4.12)

PErUCTPatiOHHOI'0 JOCBE, XpaHUTCs JIK Ha
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TPOTSHKEHUH CPOKA JEHCTBHS PETHCTPALIHOHHOTO [TpaBun
YIOCTOBEPEHHS? OpraHu3anuu
IPOM3BOACTBA
3.13. | MmetoTcs M YTBEPXKACHHBIE CIENMUKALUK Ha myHKT 111.
HCXOJIHOE CHIPBE C YKa3aHUeM JaThl YTBEPKICHHSA? (4.13)
IIpaBun
Oprasu3aliH
IPOU3BOJICTBA
3.14. | IMeroTca ik yTBEp)KACHHBIE CIIENU(HKAINY Ha myHKT 111.
YMaKOBOYHBIE MaTEepHAJIbI ¢ YKa3aHHEM JIaThl (4.13)
yTBEpXKAEHHs? ITpaBun
OpraHM3aluu
IPOH3BOJICTBA
3.15. | iMetoTcs 1 yTBEp)KACHHBIE CIEMHKAUK Ha nyHKT 111.
TOTOBYIO IPOAYKITHIO C YKa3aHHEM J1aThbl (4.13)
YTBEpKICHHSA? IIpaBun
OpraHu3aluy
IPOHU3BOCTBA
3.16. | MmMerotcs M yTBEp)KICHHBIE clIEMHKALNH Ha myHKT 113.
IPOMEXKYTOUHYIO M Hepac(hacoBaHHYIO IIpoIykuio ¢ | (4.15)
yKa3aHHEM JaThl yTBEPKACHHA? [IpaBun
OpraHu3aluu
IIPOU3BOJICTBA
3.17. | UmeroTcs mu pernaMenTh MPOM3BOCTBA (IIycKOBOH, | mMyHKT 115;
OIIBITHO-TIPOMBIILTEHHBIA MM IIPOMBIIIICHHBIH) Wik | myHKT 117
yTBEPKIEHHbIE PYKOBOACTBOM TEXHOJIOTHIECCKHE (4.18).
HHCTPYKIMH Ha KaX10€ IPOU3BOAUMOE [Tpasun
JIEKAPCTBEHHOE CPEICTBO? OpraHu3alH
IPOH3BOACTBA
3.18. | [l KaXmoro JeKapcTBEHHOTO CPEACTRa, pasmepa M | myHKT 118.
THIA YIIAKOBKH IIPOM3BOJHTEIIEM YTBEPXKACHBI M (4.19) Ilpasun
MHCTPYKIIMH 110 YIIaKOBKE? Oprasu3aLiy
IPOU3BOJICTBA
3.19. | Jlocke Ha cepHIO COACPXKHUT JIK 3aIIUCH 10 nyHkKT 119
IIPOM3BOJICTBY CEPHH, KOTOPHIE OCHOBBIBAIOTCS HA ITpaBun
NPOMBILUIEHHBIX PErJIaMEHTaX ¥ TEXHOJOTHIECKUX | OpTraHM3allkH
HHCTPYKIMAX? IPOU3BOACTBA
3.20. | Jlocke Ha cepHIo COMEPIMT JIH 3aMKCH IO yNakoBKe | MyHKT 119
cepyH, KOTOPHIE OCHOBBIBAIOTCS Ha IPOMBIIUIEHHBIX | [IpaBin
peraaMenTax U TEXHOJIOTHYESCKUX HHCTPYKIMAX? OpraHH3allH
TIPOM3BOICTBA
3.21. | Jocee Ha CepHIO COAEPIKUT JIH IOKYMEHTBI, myHKT 119
HOATBEPKAAIOLINE [TPOU3BOACTBO CEPHH, KOTOPBIE IpaBun
OCHOBBIBAIOTCS HA IPOMEIIUICHHBIX PETJIAMEHTaX H | OpraHU3aliy
TEXHOJIOTHYECKUAX HHCTPYKIHAX ! IPOM3BOACTBA
3.22. | locke Ha cepHIO COAEPKMUT JIK JTOKYMEHTHI Ha myHKT 119
pean3anuio Cepuu? [IpaBun
OpraHH3aluH

IIPOU3BOJICTBA




324

3.23. | 3anucu Mo NpoU3BOACTBY CEPHH IMIPOAYKIIHH nyHKT 121
0(OpMIIAIOTCS JTH IOKYMEHTAIBHO OMHOBPeMeHHO ¢ | ITpaBui
BHILIOJIHCHHEM COOTBETCTBYIOLIEH Omepaun? OpraHu3aLuH

IPOU3BOJCTBA

3.24. | Ha xaxayro mpoM3BEICHHYIO CEpHIO MM YacCTh oyHKT 123.

CEpUH COXPAHAIOTCS JIU 3aIIHCH 110 YIIaKOBKE cepun? | (4.21)
[Tpasun
OpraHH3alluH
IPOU3BOACTBA

3.25. | Ha nmpreMKy Ka)XI0H MOCTaBKH KaXX0ro BUAA myHKT 125.
HMCXOIHOTO CHIPhS HMEIOTCH JIU B HAIUNIUH (4.22)
yTBEPIK/ICHHBIE IIPOU3BOIUTENEM IPOLIEAYPHI U [TpaBui
HOATBEPXKIAIOIIHE 3AIHCH? OpraHu3aluH

IIPOU3BOJICTBA

3.26. | Ha mpuemMky kaxo#i IIOCTaBKU IIEPBHYHEIX, OyHKT 125.
BTOPUYHBIX H MEYATHBIX YIIAKOBOYHBIX MATEPHATIOB (4.22)
HUMEIOTCS JIM B HAJIMYMH YTBEPKACHHBIC
IIPOM3BOUTEIIEM MIPOLETYPHI M IOATBEPKAAIOMIE
3amucu?

3.27. | Ilpoussoautenem yrBepxacHE! H OQOPMIIECHE! JIH myHKT 128.
JOKYMEHTAIBHO IIpoUe/yph 0 0T6opy 1pob, (4.25)
coiepIKalue CBeIeH s 06 HCIIOIB3YeMBIX MeTozax 1 | [TpaBuin
060pyI0BaHUH, KOJIHYECTBAX, KOTOPbIE OIKHEI OpraHu3aliH
OBITH OTOOPAHBI, ¥ MOOBIX MOJUICKAIINX IIPOU3BOICTBA
COOITIOAECHHIO MepaxX MPeIOCTOPOKHOCTH BO
n36exanre KOHTAMHHALIMY MaTepyalia M moboro
yXyAIIEHHs ero KagecTna?

3.28. | ITponssonuTesneM yTBep X IEHBI B OGOPMIICHDI JIH myHKT 129.
JTOKYMEHTAIEHO METOIMKH HCIIBITAHAS HCXOJHOTO (4.26)

CHIPBA C YKa3aHHEM HCIIOIB3YEMbIX METOJ0B H I[NpaBun
oGopynoBaHus? OpraHu3aluH
IIPOU3BOJCTBA

3.29. | IpomsBoauTenem yrBep AcHE! B 0QOPMIICHBI JIH myHKT 129.
JOKyMEHTAIHHO METOMKH HCIBITAHUS YIIAaKOBOIHBIX (4.26)
MAaTepUaJIoB C YKa3aHHEM HCIOIb3yeMBIX MeTO0B U | TIpaBmit
oGopynoBaHHusA? OpraHu3alidi

HPOH3BOJICTBA

3.30. | IIpousBoauTesEM YTBEPXKACHEI H OGOPMIICHEI JIH myHKT 129.
JOKYMEHTAIBHO METOJIMKM MCIBITAHUSA NIPOAYKIIHH (4.26)

Ha pasIHYHBIX CTaJUSX POH3BOJCTBA ¢ yKkasaHueM | [IpaBui
HCIIOJIB3yEMbIX METOJOB H 000pyIOBaHHS? OpraHu3alud
POU3BOACTBA

3.31. | IlpoBeneHHbIE HCTTBITAHAS OGQOPMILIOTCS I oyHKT 129.

JOKyMEHTaNbHO? (4.26)
[IpaBui
OpraHu3aluH
MIPOH3BOJICTBA

3.32. | IIpousBoauTeeM yTBEPXKACHBI H OGOPMIICHBI JTH myskt 130.
JOKyMEHTAJIBHO MPOIEAYPHI, yCTaHABIHBAIOIIHE (4.27)
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TIOPSIOK BBITYCKa ¥ 3a0pakOBKH CHIPBA B IMpaBun
IPORYKIMH? OpraHu3alluu
POU3BOJICTBA

3.33. | BemyTcs ¥ COXpaHSIOTCA JIM 3allUCH 0 peaim3alliy | IyHKT 131.
KaXKIOH CEepHH MPOAYKIIHH? (4.28)

IIpaBun
OpraHU3alHH
MIPOM3BOACTBA

3.34. | PazpaGoTaHbl M aKTyaJIbHBIC HHCTPYKLHH 1O myHKT 133,
3KCILTyaTal[iy OCHOBHBIX €IHHHIL (4.30)
TIPOM3BOJCTBEHHOTO H KOHTPOJIBHO- aHATHTAIECKOTO IpaBuit
o6opynoBaHus? OpraHu3aluH

MPOM3BOACTBA

3.35. | PerucTpaunoHHBIC KypHAIBI UCTIOIb30BAHUA nyHKT 134.
noMeIeHui, 060pyIOBaHuUsA, METOIOB, IIPOBEICHAA 4.31)
KaTHOPOBKH, TEXHHYECKOTO 0OCITyKHBAHUS, OTHCTKH ITpaBmi
WM peMOHTa OGOPMILIOTCS JIH JOKYMEHTAIBHO Oprasu3aluH
OIHOBPEMEHHO C BHIIOJIHCHAEM COOTBETCIBYIOIIEH | IPOU3BOZCTBA
ormepanuu’?

3.36. | PerucrpannoHHbIE )KyPHAIIBI HCTIONB30BAHHS nyHKT 134.
HOMEIINEeHUH, 000pyXOBaHUs, METOIOB, TPOBEACHHUA (4.31)
KanHGPOBKH, TEXHUYECKOTO 06CIy KUBaHus, O4MCTKY | [IpaBiin
MM peMOHTa 0QOPMIIAIOTCS JIK IOKYMEHTAILHO C OpraHu3aluH
yKa3aHHeM JIaT | JIHL, BRIIOJTHUBIIAX 3TH paGoTsl? IPOU3BOACTBA

3.37. | Benercs i yueT JOKyMEHTOB B paMKaX CHCTCMBI mysKT (4.32)
yIpaBJIeHAs Ka9eCTBOM?

4. | IIponsBoacrBo
IIpaBuia OpraHM3aniy IPOM3BOACTBA M KOHTPOJS KadqecTBa JICKAPCTBEHHBIX CPCICTE,
YTBEpXKIEHHbIE NMPUKa3oM MHHHCTEPCTBA NPOMBIILIEHHOCTH H TOProBIHA Poccuiickoit
OGenepanuu ot 14 mrons 2013 r. Ne 916 (3aperucTpupoBaH B MunucTepcTBe IOCTHIIHA
Poccuu 10 cenTs6ps 2013 r., peructpanuonnbit Ne 29938) (nanee — [NpaBuia opranu3anyuu
IIPOM3BOJICTBA)

4.1. | Bce nocrynaronue HCXOTHOE ChIPEE U YIIAKOBOYHBIC | IYHKT 138.
MAaTepHaIbl, MPOMEXKYTOTHAA M HEpacpacoBaHHAS (5.3)
IIPOYKI¥A IPOBEPIOTCS JIX Ha COOTBETCTBHE [TpaBun
3aKasy? OpraHu3aluH

POU3BOJICTBA;
myHKT 141.
(5.6)
[IpaBun
OpraHu3aluH
IPOU3BOJICTBA
4.2. | Tapusie MecTa MapKupyrOTCS JIH? myHkT 138.
(5.3)
[TpaBun
OpraHH3aLuH
IpOU3BOJCTBA

4.3. | Mocrynaronye HCXOMHOE CHIPbE U YTIAKOBOTHBIC myHkT 140.

MaTepHasbl HOMEIAIOTCS 11 B KapaHTHH 110 (5.5)
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TIOJTYYCHHS pa3pelleHys Ha HCIIOJIB30BaHNe [IpaBun
HCXOJHOTO CBIPbA? OpraHu3aIuu
POU3BOJICTBA
4.4. | IlpousBeneHHas TOTOBas IPOIYKUHS IIOMEIacTcs T | myHKT 140.
B KapaHTHH JI0 TIOJTY4€HHUs pa3pellcHHs Ha BEITYCK (5.5)
rOTOBOM MPOIYKIHMHU? IIpasun
OpraHu3aliH
IPOU3BOJICTBA
4.5. | Ycnoeusa xpaHeHHs MCXOAHOTO CHIPbS COOTBETCTBYIOT M | myHKT 142. (5.7)
TpeGOBaHUAM HOPMATUBHOM JOKyMEHTALIMH IIpaBun
npou3BoAUTEIIA? OpraHu3anH
TIPOU3BOJACTBa
4.6. | YcnoBua xpaHeHUs YIaKOBOYHBIX MaTEPHAJIOB nyHkt 142. (5.7)
COOTBETCTBYIOT JIH TpeGOBaHUAM NMPOM3BOAUTENSA? [NpaBmn
OpraHu3alunn
NPOHM3BOJCTBA
4.7. | YcnoBus XpaHeHHs FOTOBOM MPOXYKIHH COOTBETCTBYIOT | MyHKT 142. (5.7)
71 TpeGOBaHUAM K XPAHEHUIO, YTBEP)K/ICHHBIM B ITpasun
npouecce perncrpaunu? OpraHu3alvH
POM3BOCTBA
4.8. | HcxoaHoe chIpbe XPaHUTCA U B MOPAJIKE, nyHKT 142. (5.7)
ofecrnevuBaroIeM pa3ieieHHe Mo CepHAM? IIpasun
OpraHH3al|H
NPOHM3BOACTBA
4.9. | YmakoBovHBIe MaTeEpHaIbl XPAHATCA JIH B IIOPAIKE, nyHKT 142. (5.7)
ofecrneunBaloeM pasielieHHe 10 CepUsIM? IpaBun
OpraHH3alyy
MPpOHU3BOACTBA

4.10. | I'oToBas MpoAyKLKsS XPAHUTCS JIX B INOPSIKE, nyHkT 142. (5.7)

obecrnieyrBaloIeM pa3ieleHue 1o CepusiM? IIpaBun
OpraHM3aliu
IIPpOU3BOLACTBA

4.11. | Bce ucxomHoe CBIpbe, YIIaKOBOYHEIE MaTepHAJIBI H nyHKT 142.
OPOAYKIUS XPaHATCS JIM B IOPSAJKE, 5.7
o6ecrneunBaroIeM 049€peIHOCT HCIIOIb30BaHMS IIpaBun
CKJIaJICKHX 3a1acoB? Opra"H3aIu

MPOU3BOJCTBA

4.12. | He nonyckaercs 11 OAHOBPEMEHHOE MIIH IMyHKT 144,
IocJIeI0BaTeIbHOE IPOBEACHUE Ollepalyil ¢ 5.9
pa3NHYHBIMH IPOJYKTaMM B OJHOM H TOM XK€ [IpaBun
IIOMEINEHIH, 32 HCKITIOUYEHHEM TEX CIy4acB, KOr/la He | OpraHu3alnuy
CYUIECTBYET PHACKa MEPEIYThIBAHNS HIIH MIPOU3BOJICTBA
HEePEKPECTHON KOHTaMHUHAIIH?

4.13. | IIpousroauteneM pazpaboTaHa U yTBEP)KACHA JIX myHKT 145.
IporpaMma MEpONIPUATHIA IO 3ammTe mpoxykud oT | (5.10)
MUKpOOHO# U Apyroif KOHTAMHHAIIMH Ha BCEX [TpaBun
CTaausX MPOM3BOZCTBA? OpraHu3aluy

TIPOU3BOJICTBA

4.14. | IIpousBoaureiieM pazpaboTaHa U YTBEPKACHA JIH myHKT 145.

[IporpaMMa MEPONPUITHH 110 3alIUTE HCXOTHOTO (5.10)
CBIPBS OT MUKpOOHO# M Apyro¥ KOHTaAMHHALMY HA IIpaBun
BCEX CTaJUAX MPOM3BOJCTBA? OpraHu3aIu

IIPOHU3BOACTBA
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4.15. | IIpousBoauTeneM pa3paboTaHa ¥ YTBEPKACHA JIH myHKT 145.
TIIpOrpaMMa MepONPUATHIA 10 3alHTe ynakoBounbx | (5.10)
MaTepHaJIoB OT MUKpOOHO# ¥ Apyroi konTamuHauwy | [IpaBun
Ha BCEX CTAaIMsIX MPOU3BOACTBA? OpraHu3aluH

HpOU3BOJICTBA

4.16. | ITpeaycMOTpPEHEI T TEXHHIECKUE H (HIIH) myHKT 154.
OpTaHH3alHOHHbIC MEPHI /I IIPSAOTBPAIICHHAS] (5.19) IlpaBun
THIEpPEKPECTHOM KOHTAMUHALIAHN ? OpraHu3aluH

IPOH3BOACTBA

4.17. | IpousBoauTeseM coGMONAETCs T HEPHOAMYHOCTE | MYHKT 155.
[IPOBEICHUS] MEPONIPHATHH 110 IPeXOTBPALICHUIO (5.20)
IIEpeKPECTHOM KOHTaMHHAUMH U MX dddexTusHOCTs | [IpaBm
B COOTBETCTBHMH C YTBEP)KACHHBIMU TPOU3BOIUTENIEM | OpPraHA3aluH
nporexypamu? IPOU3BOJCTBA

4.18. | UcxomaHoe CBHIpbE 3aKyIaeTcs i TOJNBKO Y myHKT 161.
YTBEPIKICHHBIX IPOU3BOJIATENEM IIOCTABIIAKOB? (5.26)

4.19. | MapkupoBKka HaXOAAIIErocs B CKIAJICKOH 30He myHKT 164.
HCXOJIHOTO CHIPhSl COOTBETCTBYET JIM yTBepXKAeHHOH | (5.29)
Npou3BOUTENEM GOpME CTATYCHBIX ITUKETOK? IIpaBun

OpraHu3anuu
IPON3BOJCTBA

4.20. | IlpousBonuTeneM yTBEPKICHBI H TOKYMEHTATBHO myHKT 165.
o(opMIIEHB! T IPOLELYPhL, FapaHTUPYIOLIHE (5.30)
HOJUIMHHOCTE COJAEPKUMOT0 KayKA0ro KOHTEHHEpa [NpaBun
HCXOJHOT'O CHIPhs? OpraHU3alul

MIPOM3BOJCTBA

4.21. | B mpon3BoACTBE HCIONB3YETCA JIM TOJNBKO HCXOHOE | IyHKT 166.
CBIpbe, Pa3spelIeHHOE MOpa3IeIeHHEM KOHTPOIIA (5.31)
KauecTBa? [IpaBun

OpraHHu3aluH
MIPOM3BOZCTBA

4.22. | B mpoussoacTee ucmonb3yeTces M TOJNBKO HCXOAHOE | IYHKT 166.

CHIPbE, HMEIOLIee He HCTEKIINH CPOK FOAHOCTH? (5.31)
[Tpasun
OpraHMu3aIH
IPOM3BOCTBA

4.23. | OBecneueHo M XpaHEHHE NIEYATHRIX MATEPHAIOB B | ITyHKT 176.
0€30IaCHBIX YCIOBUAX, UCKITIOYAIOIUX NOCTYII (5.41)
IIOCTOPOHHHUX JTHI? [IpaBun

OpraHH3aluH
IPOM3BOJCTBA

4.24. | OGecrneueHo 1 XpaHEHHE U TPAaHCIIOPTHPOBKA myHKT 176.
pa3pe3aHHbIX 3THKETOK H JPYTUX pa3pO3HEHHBIX (5.41)
IeYaTHBIX MATEPHAJIOB pa3/eibHO B 3aKphITOi Tape, | IlpaBui
ACKJIIOYAoNIel ux mepenyThiBanne? OprasM3aluH

IPON3BOJICTBA

4.25. | PaspenieHue Ha HCIIOIB30BaHHE YIIAKOBOYHBIX myHKT 176.
MaTEPHAJIOB BBLIAECTCS TH TOJNBKO CHECIHANBHO (5.41)
Ha3HAYEHHBIMH JIUIIAMH B COOTBETCTBHH C [paBun
YTBEPHKICHHOM ITPOM3BOIUTENEM IPOLENYPO? OpraHu3anuu

TIPOM3BOACTBA
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4.26. | Kaxxmoit nocTaBke UM CCPUH CPBUYHBIX HIIH nyHkT 177.
II€4aTHBIX YIIAKOBOYHBIX MaTepHaIOB IPHCBANBACTCA (5.42) TIpasun
71 UeHTH(AKAIMOHHBIA HOMEP WIH opraHu3alnuya
HIAEeHTH(MKATHOHHBIH 3HAK? IPOU3BOJACTBA
4.27. | JlokyMeHTATBHO OGOPMIISIETCS JTH YHUYTOXCHME | IIYHKT 178.
IPOCPOYEHHBIX HITH HETPUTOJHBIX K HCIIOJIB30BAHUIO (5.43)
HeyaTHBIX  WIM  TEPBHYHBIX  yNakoBo4HbIX | ITpaBun
MaTepuaoB? OpraHu3aluH
[IPOM3BOJACTBA
4.28. | He nomyckaercs M yaKOBBIBAHUE IIPOIYKIIHN nyHKT 179.
pasTHYHBIX BHAOB B HENOCPEICTBEHHON OIH30CTH (5.44)
ApPYT OT IPYTa, 33 HCKIIOUCHUEM CIIy4aes, [MpaBun
IpeLyCMaTPUBAIOIINX QU3HIECKOS pazaeneHue? OpraHu3alH
IPOU3BOJCTBA
4.29. | Ilepen HayanoM ONEpalHii IO YIIAKOBKE myHkt 180.
TIpeIIPUHAMAIOTCS I MEpBbl, rapaHTHPYIOMIHE, ITO (5.45) IIpaBun
pabo4as 30Ha, yIaKOBOYHbIE JINHHH, ICYATHBIC OpraHu3anuH
MAlIXHbI H Apyroe 000py10BaHUe ABIIIOTCS IIpPOX3BOJCTBA
YHCTBHIMH M HE COJIEPXKAT JIFOOBIE HCIIOIE30BABIIMECS
paHee JIEKaPCTBEHHBIE CPEJICTBA, YIIAKOBOYHEIE
MaTepHasIbl WM JOKYMEHTBI?
430. | OuncTka JMHAM TpoBOAMTCA JM  cormacHo | myHKT 180.
YTBEPAKICHHON IPOU3BOIUTENEM IPOLIEAYPE? (5.45)
[IpaBun
OpraHu3aluH
IIPOU3BOJICTBA
4.31. | Ha xax1oM yIiakOBOYHOM MECTE HJIH JINHUH nyHkt 181.
yKa3bIBAIOTCS I HaMMEHOBAaHHME M HOMED Cepuu (5.46)
YIaKOBBIBAEMO# MPOTYKIHA? [pasun
OpraHu3aluy
IPOMU3BOJICTBA
4.32. | O6ecneunBarorcs I NMPEIOTBPAINICHUE U myHkT 183.
yCTpaHeHHe TI060H KOHTAMAHAUYA IEPBIIHOM (5.48)
YIIAKOBKH, TAKOH KaK OCKOJIKH CTEK/IA H [IpaBun
METAIMYECKHUE JaCTUIIBI? OpraHu3alyx
IPOU3BOACTBA
4.33. | MapkupoBKa IPOAYKIUMH OCYIIECTBIIACTCS I nyHkT 184.
OJIHOBPEMEHHO C BBIIOJHEHHEM COOTBETCTBYIOIICH (5.49) IlpaBun
omepany (pacoOBKH M YIAKOBKU? OpraHH3aluH
MPOH3BOACTBA
4.34. | 3amucH 0 MapKUpOBKe 0GOPMIIAIOTCS JIA myHKT 184.
OIHOBPEMEHHO C BHIIIONHEHHUEM OTepaliiK (HacoBKH (5.49)
Y YIIAKOBKHA? IMpaBui
opraHu3alud
TIPOU3BOJICTBA
4.35. | IIpuHSATH! JIX MEPBI, TAPAHTUPYIOIIHE, YTO HE myHKT 184.
TIPOH30MIET NEePeIyTHIBAHUS M OIUO0YHON (5.49)
MapKHPOBKH? [TpaBun
opraHu3aluf

IIPOU3BOICTBA
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4.36. | Ilocne 3aBepiIeHAs ONepanuii Mo yrnakoBKe JOObIe nyHkT 193.
OCTaBIIUECH YIIAKOBOYHBIE MATEPHAIIBI C (5.57)
HaHECEHHBIM Ha HUX HOMEpPOM cepuH yHuuToxaroTcs | [IpaBun
JIH ¢ MMOCHEAYIOMIUM JOKYMEHTATbHBIM OpraHu3anuu
opopmneHnem? IPON3BOJACTBA

4.37. | Bo3Bpar Ha ckJiaJ HEMapKHPOBAHHBIX YIIAKOBOYHBIX | IMyHKT 193.
MaTepHalioB MpOU3BOAUTCH JU B cooTBeTcTBUH C | (5.57) IIpaBun
YTBEPXKICHHOM IPOU3BOAUTENEM IIpOLEXypoi? OpraHu3aluy

IPOM3BOJICTBA

4.38. | Jlo MOMeHTa NOJIY4YCHHS pa3pellicHUs Ha BBIITYyCK myHKT 195.
MIPOBOAMTCS JIM OIICHKA Ka4eCTBa FOTOBOU (5.59)
TIPOAYKITHH U JOKyMEHTALIHU HA CEPUIO? ITpaswmn

OpraHu3aIuu
MPOM3BOACTBA

4.39. | OTKIIOHEHHBIE MaTepHAITBI X IPOIYKIIMs myHKT 197.
MapKHpYIOTCs JIH? (5.61)

4.40. | OTKIIOHEHHBIE MaTepUAITBl H IPOLYKIIMSI XpaHATCS MU | MyHKT 197.
pa3feNbHO B 30HAX C OTPAHUYCHHBIM JOCTYIOM? (5.61)

4.41. | deiicTBus ¢ OTKIIOHEHHBIMH MaTepyallaMi U myHKT 197.
npoaykuue oQopMISIOTCS TH JOKYMEHTAJIBHO? (5.61)

[IpaBun
OpraHu3aIiu
IPOU3BOACTBA

4.42. | JeiicTBUA C OTKIIOHEHHBIMH MaTepUalaMH K nyHkT 197.
MPOIYKIHEeH CAaHKIIMOHHPOBAHBI JIH (5.61)
YIIOJHOMOYEHHBIMH JTUIIAMHU? ITpaBun

OpraHu3aIiy
IIPOM3BOACTBA
5. | Konrpoas kauecTBa
IlpaBmna opraHW3anuu IMPOU3BOACTBA M KOHTPOJI KadecTBa JIEKAPCTBEHHEIX CPEICTB,
YTBEp)KIEHHbIE IPHKa3oM MHUHHCTEPCTBA NPOMBIIUIEHHOCTH M TOProbiH PoccHicKoH
Genepamnu ot 14 mrons 2013 r. Ne 916 (3apeructpupoBad B MHHHCTEPCTBE FOCTHIIUH
Poccun 10 centabps 2013 r., peructpaunonnsiii Ne 29938) (nanee — IlpaBuna opranusanun
IIPOM3BOJICTBA)
5.1. | Iloppa3neneHue KOHTPOJIS Ka4eCcTBA HE3aBUCHMO M | IMyHKT 203.
OT APYTUX NOApa3aeNeHu? (6.1)
IIpaBun
OpraHu3aluy
IPON3BOJCTBA
5.2. | PyxoBoguTesns nospa3fencHus KOHTPOISA KadecTBa myHkT 203.
HMEET JIH COOTBETCTBYIOLIYIO KBATH(PUKAIMIO U 6.1)
OIBIT paboThI? [paBun
OpraHu3aIu
MPOU3BOZCTBA
5.3. | Ha npeanpusarun uMeeTcs M1 KOHTPOJIbHAS myHKT 203.
naboparopus(u)? (6.1) ITpaBuin
OpraHu3aIyu
IPOU3BOACTBA
5.4. | KortponsHas aboparopus obecrieueHa iu myHKT 208.
MOMEIIEHUSAMH U 000pyAOBaHHEM AJIS KOHTPOJIS (6.6)
Ka4yecTBa HCXOIHOTO CHIPbsl, MATEPHAJIOB H
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JIEKApCTBEHHBIX CPEJICTB, IIPOU3BOJMMBIX Ha [TpaBun
HpeInpUATHH? OpraHu3alyHx
MIPOM3BOCTBA

5.5. | KonTpomsnas maGoparopus ofecriedeHa I nyHkT 208.
TIEPCOHAJIOM JUTSL KOHTPOJIS KaueCTBa HCXOJIHOTO (6.6)

CHIPbS, MATEPHAJIOB 1 JIEKAPCTBEHHBIX CPEJICTB, [MpaBun
TPOM3BOAMMBIX Ha IIPETIPHATHH? OpraHu3aluH
IIPOM3BOICTBA

5.6. | IlnaHMpOBKa 30H KOHTPOJIA KA4YeCTBA HCKIIOYACT I | ITYHKT 51.(3.5)
CKBO3HO} IIPOX0]1 IepcoHaa, He paboTaromero B [paBui
Hux? OpraHu3aIuy

IIPOM3BOACTBA

5.7. | Iltomans ¥ IUIaHKPOBKA NabOPaTOPHIl HCKITIOYAET JIH | MyHKT 74.

TepenyTHBAHKE H [IEPEKPECTHYIO KOHTAMHIHALHMIO? (3.27)
[IpaBun
OpraHu3aLuy
TPOU3BOJICTBA

5.8. | IMeroTcs M BBIAETICHHBIE MECTA VIS XPAHEHHUA IyHKT 74.
00pa31oB U 3anKcen? (3.27);

nyHKT 88.
(3.41)

5.9. | KanmuOpoBka KOHTPOIbHO-U3MEPUTENBHOTO H nyHKT 88.
AHAUTHYECKOTO 060pyAOBaHHs (B TOM uMcie BecoB, | (3.41)
npuGOpOB i1 MOHHTOPHHI'A), IPOBOAUTCS JIH B [TpaBun
COOTBETCTBHH C HHCTPYKIHSIMH 110 X paboTe U OpraHu3aLuH
00CTy)KHBaHHIO? MPOU3BOJCTBA

5.10. | KanmuGpoBka KOHTPOJIBHO-H3MEPUTEIBHOTO K myHKT 88.
AHATHTHYECKOT0 060pynoBaHus (B TOM uncle Becos, | (3.41)
npu6opoB 1711 MOHHTOPHHI'A), TIPOBOJUTCS JIH B [TpaBui
COOTBETCTBHH C YTBEP)XKACHHOH IPOM3BOAUTEIEM OpraHu3alud
IEPHOAUTHOCTBIO? TPOU3BOACTBA

5.11. | Bee omeparuu 1o KOHTPOJIIO B IPOLECCE myHKT 221.
IPOU3BOJCTBA OCYIIECTBIISIOTCS JIH B COOTBETCTBHU (6.18)
C METOJIMKAaMH, YTBEPXKACHHBIMH ITOIPa3ACICHAEM [TpaBun
KOHTpOJIA KayecTBa? OpraHu3aluu
IIPOHU3BOACTBA
5.12. | Pe3ynpTaThl Bcex ONepalMi o KOHTPOIO B myHKT 221.
Tpolecce MPOM3BOACTBA OQOPMIIIIOTCS JIHU (6.18)
JOKYMEHTAIBHO? [IpaBun
opraHu3alnyf
MPOM3BOCTBA
5.13. | PeaxTuBBI U CTAHAAPTHBIE PACTBOPHI FOTOBATCA I B [ IyHKT 222.
COOTBETCTBHH ¢ HHCTPYKIHUSIMH I10 HX (6.19)
UCTIONBE30BaHHUIO H XPAHEHHIO? [MpaBun
OpraHH3alvi
IPOHU3BOACTBA
5.14. | PeakTuBHI U CTAHAAPTHBIE PACTBOPBI MAPKUPYIOTCA MyHKT 222,
JM B COOTBETCTBHM ¢ HHCTPYKIHAMH I10 KX (6.19)

HCIIOJIB30BAaHHUIO U xpaHeHmo?
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[TpaBun
OpraHHU3alHH
POU3BOACTBA
5.15. | Ha mocyae ¢ aHaNMTHYECKAMU PCaKTHBAMH HITH IIYHKT 223.
CTaHJApPTHHIMH PACTBOPAMH YKa3bIBa€TCs JIK NaTa, 10 (6.20)
KOTOPO#t OHM MOTYT HCIIONB30BaThCs ("HUCIONB30BATH [IpaBun
no")? OpraHH3alHiH
IIPOU3BOJCTBA
5.16. | Ha Tape yka3pIBaeTCs JIM JaTa MOTYyIECHUS KaXI0ro IyHKT 224,
BEIIeCTBAa, UCIIOJB3YEMOTO UL MPOBECHUS (6.21)
HCIIBITAHH, C THCTPYKIHMAMH IO €T0 ITpasun
ACIIOJIE30BAHHIO U XPaHEHHIO? OpraHu3aluH
MIPOM3BOACTBA
5.17. | OreHKa KadecTBa rOTOBOM MPOIyKIKMK poBouTes | myHKT 205.
JIK Ha OCHOBaHHH BCeX (PakTopoB, KOTOPHIC MOTYT (6.3)
HOBJIHATD HA €€ Ka4eCTBO (BKIIIOYAs yCIOBUS [MpaBun
IPOU3BOJCTBA, Pe3yJIBTATEI KOHTPOJLI B IIPOLECCE OpraHHu3aluH
IIPOM3BOJICTBA, 0030] IIPOH3BOACTBEHHOM IIPOHM3BOJCTBA
JOKyMEHTAI[UH, COOTBETCTBHE CleNUUKALMAM HA
TOTOBYIO MPOAYKIHIO U IIPOBEPKY OKOHYATEIBHOHN
YIIaKOBKM OTOBOM IIPOXYKIHM)?
5.18. | Ilepconan moapasfeaeHHsA KOHTPOJIA Ka4eCTBA UMEET | ITYHKT 206.
JIE ZOCTYTI B TIPOM3BOACTBEHHBIE 30HBI 1Ist 0TOOpA 6.4)
11po6 ¥ MPOBEICHUS MCCTIEA0BAHAN? IIpaBun
OpraHu3alfu
IPOHU3BOJACTBA
5.19. | Besa moxymeHTalus 110 KOHTPOJIIO KaueCTBa, myHKT 211.
OTHOCAIIAACS K 3alHCAM I10 IIPOU3BOJICTBY CepHit (6.8)
IPOAYKIHH, XPAaHHTCA T B TCUCHHE O/{HOTO TO/A2 [Mpasui
TI0C/Ie HCTEUCHHs CPOKaA TOJHOCTH CEPHHM M B TEUCHHE | OpraHH3alluH
He MeHee IITH JIET TOCTIe OLIEHKH COOTBETCTBUA MPOHU3BOCTBA
CEpHH YHOJIHOMOYEHHBIM JIMIIOM B YCTAHOBICHHOM
IPOU3BOJUTEIEM IOPSIKE?
5.20. | IIpoBoamTCA M OlCHKA TEHACHIHH M3MCHCHUA OyHKT 212.
IapaMeTpoB JUIsl HEKOTOPHIX BUIOB TAHHBIX ? 6.9)
[IpaBun
OpraHu3aluy
IPOU3BOJCTBA
5.21. | CoxpassEoTcs. M SBISIOTCS JH JIETKOJOCTYNHBIMH | ITyHKT 213.
naGopaTOpHEIE KYPHAILI U (MIIH) 3aMHACH? (6.10)
[IpaBun
opraHu3aIiy
OPOM3BOACTBA
5.22. | IIpousBoHMTENEM OCYLIECTBISETCA JIH OTOOp NPOG B | YHKT 214.
COOTBETCTBHH C JOKyMEHTHPOBAaHHBIMH (6.11)
npouexypamu? [Tpasun
OpraHu3aliH
IPOH3BOACTBA
5.23. | B npouenypax ot6opa mpoG onmpenenensl T Cocod | MyHKT 214.
oT60pa NpobHI K KOMHIECTBO 00pasia, KOTopoe (6.11)

JOIDKHO GBITH 0TOOPaH0?
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[IpaBun
OpraHu3alHuH
IPOHU3BOACTBA
5.24. | B npouenypax or6opa npo6 ompe/eseHs! 1 myHKT 214.
Acnons3yeMoe 000pyIOBaHKe, TUI H COCTOAHUEC 6.11)
Taphl, HCIIOIB3yeMOH U 0T6opa Mpo6hI? [TpaBun
OpraHu3aluu
IPOHU3BOACTBA
5.25. | IlpoBomuTcs MU HACHTH(UKALNS Taphl C IOyHKT 214.
0TOGpaHHBIME IPOOAMH H Tapl, B3 KOTOPOH ObLTH 6.11)
0TOGpaHbI TPOGEI? [MTpaBun
OpraHu3alluy
IIPOM3BOJACTBA
5.26. | B npoueaypax or6opa npo6 onpeeneHb! 1 nyHKT 214.
TIPOIEYPHI IO Pa3eIeHHIO 0ToOpaHHOro 00pasna 6.11)
Ha 9acTH? [TpaBun
OpraHu3aldH
IIPOU3BOJCTBA
5.27. | B mponeaypax oT6opa I1po6 ONpeIeNeHb! JiK JIF00bIe | IYHKT 214.
0co0BIe MEPHI IIPENOCTOPOKHOCTH, KOTOPBIE 6.11)
HeoGXOIUMO COOIIOAaTh, 0COGEHHO IpH 0TGOpE [IpaBun
06pa31oB CTEPUIBHBIX M BPEIHBIX BELIECTB? OpraHu3alyH
MIPOM3BOACTBA
5.28. | B npouenypax or6opa mpo6 onpenesieHbl myHKT 214.
YCIIOBHS XpaHEHHUs po6? (6.11)
ITpaBun
opraHu3aluy
MPOU3BOJCTBA
5.29. | B npoueaypax ot6opa npob onpeaesieHbl 1 myHKT 214,
TIPOIIEAYPHI 10 OYACTKE H XPAHEHHIO 0G0y AOBaHH 6.11)
Juist otbopa mpo6? [TpaBun
OpraHHU3alHK
IIPOM3BOACTBA
5.30. | OTo6pannsie KOHTPOIBHBIE 00pa3Lbl IPEACTABIAIOT | IYHKT 215.
71 co60H IPEACTaBUTENBHYIO BEIOOPKY CEpHH (6.12)
HCXOTHOTO CBIPBS, YIIAKOBOYHEIX MaTEPHANIOB HIIH [TpaBun
rOTOBOM MPOTYKLIHH? OpraHu3aluH
IPOU3BOACTBA
5.31. | DTuxeTka Taps ¢ 0TOOpaHHBIMH 00pa3LaMK myHKT 216.
COIEPKHT T HH(MOPMAIIUIO O €€ CONEPKUMOM? (6.13)
[IpaBun
OpraHu3alH
IIPOU3BOJCTBA
5.32. | DtuxeTKa Tapsl ¢ 0OTOOpaHHBIMH 00pasaMH myHKT 216.
COZEPIKHUT I HHGOPMAIIHIO O HOMEPE CEPHH? (6.13)
[IpaBun
opraHu3alnul
IIPOU3BOJICTBA
5.33. | DTuxeTka Tapw ¢ 0TOOpaHHBEIME 00pasIaMU IOyHKT 216.
COZEPKHT JTi HH(OPMAIIHIO 0 faTe oT0opa npo6? (6.13)
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[TpaBun
OpraHu3alyu
IIPOM3BOJICTBA
5.34. | DTHKeTKa Tapbl ¢ 0TOOpaHHBIMH 0OpasLiaMu ImyHKT 216.
COIEPXHUT A 0003HaYeHHE YTIaKOBKH, U3 KOTOPOH (6.13)
5T Ppo6BI OBUTH 0TOOPaHBI? IIpaBun
OpraHu3alyu
IIPOU3BOACTBA
5.35. | Meromuky KOHTpOJIsE Ka4ecTBa Ba/IMIMPOBAHbI JTA? myHKT 218.
(6.15)
IIpaBun
OpraHu3alu
MIPON3BOJICTBA
5.36. | Bce ucnbITaHUs MPOBOASATCS M B COOTBETCTBHH C myHKT 218.
METOHKAMH, IPHBEIEHHEIMH B PETHCTPAlIHOHHOM (6.15)
nocee? IIpaBun
OpraHu3anuy
IPOHU3BOACTBA
5.37. | [lonydeHHEIE pe3ynbTaThl HCIBITAHUN myHKT 219.
JOKYMEHTAIbHO 0dopMILTIOTCS ¥ IpoBepsiorcs U | (6.16)
JUIS TApaHTHH HX COOTBETCTBHA APYT APYry? IMpasun
OpraHu3aIiy
MIPOHM3BOICTBA
5.38. | Bce oneparuu o KOHTPOIIIO B IIPOIECCEe IOyHKT 221.
IIPOU3BOJICTBA OCYINECTBISIIOTCS I B COOTBETCTBHH | (6.18)
C METOUKAMH, YTBEPKIACHHBIMY NIOJpa3/Ie/ICHUEM [TpaBun
KOHTPOJIS KayecTBa? OpraHu3alyu
MPOU3BOACTBA
5.39. | PesynpTaThl onepanuii o KOHTPOIXO B IIPOLECCe myHKT 221.
IPOHU3BOCTBA OPOPMILTIOTCS JIHM JOKYMEHTAIBHO? (6.18)
[TpaBun
OpraHu3alyf
MIPOHM3BOCTBA
5.40. | ITocne Beimycka B oOpallieHHe MPOU3BOIUTEIIEM IYHKT 226.
IPOBOAUTCS JIH MOHUTOPHHT CTa0HIBHOCTH (6.23)
JIEKapCTBEHHOTO Mpenapara B COOTBETCTBHH C IMpaBun
yTBEPXIAESHHOH IIpOrpamMMoin? Opra"u3aiuu
IPOU3BOACTBA
5.41. | TIporpamMma IOCIEAYIOIIETO H3ydeHHS CTAOHIBHOCTH | IyHKT 229.
JIEKapCTBEHHBIX CPEACTB 0GOpMIICHA JIH (6.26)
JIOKYMEHTAILHO B COOTBETCTBHHM C TPEOOBaHMAMH, Ipasun
yCTaHOBJIEHHBIMH ITyHKTaMH 92 — 134 TIpaBun OpraHu3anuu
OpraHu3aliy TPOU3BOACTBA H KOHTPOJI KaueCTBa IIPOM3BOICTBA
JIEKapCTBEHHBIX CPEJICTB, YTBEPKACHHBIX IIPHKAa30M
Munnpomropra Poccun ot 14 mrons 2013 r. Ne 9167
5.42. | O6opynoBaHue, HCIIOIB3YEMOE UL H3YyUCHHUS myHKT 229.
cTa0HIBHOCTH JIEKAPCTBEHHBIX CPEICTB (6.26)
00CITyXHBaEeTCA JI B COOTBETCTBHH € [paBun
TpeGOBaHUAMH, YCTAHOBICHHBIMH IIyHKTaMH 46 - 91 | opranusanyn
TTpaBu opraHM3anyy IPOU3BOACTBA H KOHTPOJISA MIPOM3BOJCTBA

Ka4eCTBA JICKAPCTBCHHBIX CPEACTB, YTBCPKACHHBIX
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npukazoM Munnpomropra Poccun ot 14 mrons 2013
r. Ne 916, u ITpunoxennem Ne 15 x IIpaBunam
OpraHM3allii IPOM3BOJCTBA ¥ KOHTPOJIA Ka4yeCTBa
JIEKAPCTBEHHBIX CPEZICTB, YTBEPIKICHHBIM IIPHKA30M
Munnpomropra Poccru ot 14 mrons 2013 1. Ne 9167

5.43. | Otuer o0 paboTe Mo MporpamMme IoCaeIyroIIero myHKT 230.
H3y4YeHHs CTaOUIBHOCTH JIEKAPCTBEHHBIX CPEJICTB (6.27)
BKJIIOYAET JIX B ce0s1 BeCh IIEPHOJ 10 UCTCUYCHHSA IIpaBun
CpOKa FOAHOCTH IPOIYKIUH? opraHu3aliy

IPOHU3BOACTBA

5.44. | Yucno cepuit 1 NEpHOIAYHOCTD UCTIBITAHUM IyHKT 232.
CTaOHJIBHOCTH JIEKAPCTBEHHBIX CPEACTB IIO3BOJIAIOT (6.29)

JH NPOBOIHTH aHATK3 TEHACHINH H3MEHEHHSA? [TpaBun
OpraHu3alun
TPOM3BOJCTBA

5.45. | PesyneTaTs! nocnenyromero u3ydeHus CTabUIBHOCTH | MYHKT 234.
JIOCTYITHBI JIU JUI NIPEICTaBICHHA (6.31)
YIIOJTHOMOYEHHOMY (eiepallbHOMY Oprany IIpaBun
HCIIOJTHUTEIILHO BIacTH? OpraHu3alui

IIPOM3BOJCTBA

5.46. | [IpoBOmHTCS JIM aHAIM3 CIIyYaeB BBIXOJA Pe3yJIbTATOB | IYHKT 233.

AHAIN30B 3a MPeeIIbl crienupUKAIK? (6.32)
[IpaBun
OpraHu3aliH
IPOU3BOJCTBA

5.47. | TIpoBoauTCA JTM aHANM3 TCHACHIMH CYIECTBEHHBIX | IYHKT 235.

HETHIIMYHBIX pe3yIbTaTOB aHAIU30B? (6.32)
IIpaBun
OpraHu3aIu
MPOHU3BOCTBA

5.48. | IToaTBepkaeHHBIE BBIXOBI 3a MPEACIIEI IyHKT 235.
crenuduKanul WM CyIEeCTBEHHBIE HETATHBHEIE (6.32)
TEH/ICHIMH PE3yIbTaTOB aHAIN30B JOBOAATCS au 10 | IIpaBmi
CBeJIEHHS YIIOJTHOMOYEHHOTO (peiepanbHOro opraHa | opraHu3aniu
HCIIOJIHUTEILHOM BJIACTH? POM3BOACTBA

5.49. | JlokyMeHTaJIBHO 0(QOPMIIAIOTCS JIH 3aKIIFOYCHHUA 10 TmyHKT 236.
M3y4EHHIO CTabHMIIBHOCTH JIEKAPCTBEHHBIX CPEACTB, B | (6.33)

TOM YHCJIE TPOMEXKYTOUHBIE BEIBOBI? [MpaBun
OpraHu3aliH
IPOU3BOJCTBA
5.50. | JlaHHBIE IO CTAOHMIIBHOCTH JIEKAPCTBEHHBIX CPEACTB | myHKT 236.
IOBEPralOTCs JI MEPHOINYECKOMY 0630py? (6.33)
[IpaBun
OpraHu3alnyH
TIPOU3BOACTBA
6. | KoutpoabHbie H apxuBHbBIe 06pa3ibl KaYecTBa

TIpaBuia OpraHd3alMyl IPOW3BOJICTBA M KOHTPOJA KadyecTBAa JIEKAPCTBEHHBIX CPEICTB,
yTBEPKJEHHBIE IPUKa3oM MHUHHCTEpCTBA NPOMBIIIICHHOCTH H ToproBnu Poccuiickoi
®enepanun ot 14 monsa 2013 r. Ne 916 (3aperncrprpoBad B MHHHCTEPCTBE IOCTHIMH

Poccun 10 centsa6ps 2013 r., peructpannonusii Ne 29938)

(manee — IlpaBuia opraHu3alyy IPOU3BOJICTBA)
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6.1. | OcymecTBaseTcs MM XpaHCHHE KOHTPOIBHBIX U ImyHKT 6. (2.2)
(MH) apXMBHBIX 00Pa3IIOB KaXI0H CepHH ToTOBOH [TpaBui
TIPOIYKIHH? OpraHu3aliy

IIPOH3BOJICTBA

6.2. | OcymecTBaseTCs TH XpaHEeHHEe KOHTPOJIBHBIX (unmu) | myHKT 6. (2.2)
apXHBHBIX 0GPa3II0B HCXOMHOTO CHIPBS KaXIOH IMpaBui
cepun? OpraHu3aluH

MPOU3BOJICTBA

6.3. | OcymecTBaseTcs MM XpaHEH!E KOHTPOILHBIX H nyHKT 6. (2.2)
(WIM) apXMBHBIX 00Pa3IiOB MPOMEKYTOTHOM [TpaBun
IPOXYKLUH KKIOH cepuu? OpraHu3alH

IIPOU3BOJICTBA

6.4. | Ha mpeanpusTuy OCYIIECTBIISETCS JIH XPAHEHUES IyHKT 6. (2.2)
KOHTPOJIBHBIX 00pa3sIioB KaxAo# cepuu mepsudHbX | HIpasun
YIIaKOBOYHBIX MaTEPHAJIOB H NIEYaTHEIX MATEPHAIOB? | OpraHU3aluy

IPOU3BOJCTBA

6.5. | Bemerca nu ZJOXyMEHTAlMs, IIO3BOJLTIOIIAA nyHkt 8. (2.4)
06ecedHTE IPOCIICIKHBAEMOCTh KOHTPOJIBHBIX H [MpaBun
apXMBHBIX 00pa3IoB? OpraHu3alliH

IIPOHM3BOJCTBA

6.6. | 3amucu ydyeta QBIKCHHS KOHTPOJIBHBIX M aPXHBHBIX | IYHKT 8.(24)
006pa3IioB ABJISIOTCS JIM JOCTYIIHEIMA [TpaBun
YIIOJIHOMOYECHHBIM (e/iepabHbIM OpraHam Oprasu3aluy
ACIIOIHUTEHON BIAacTH? IPOU3BOJCTBA

6.7. | KoHTpoBHBIE U apXABHBIE 00PA3IbI KAXIOH CEPHH | IYHKT 9.(3.1)
TrOTOBO} IPOAYKIIMM XPAHATCS JIM B TedeHHe cpoka | ITpaBun
FONHOCTH CEPHH ¥ OJJHOTO Io/ia IM0Cje HCTSYEHHS OpraHu3aluH
CpoOKa FOJJHOCTH? IIPOM3BOJCTBA

6.8. | KonrponbHbIi 06pasel] yIiakoBaH Jii B €0 nyHkt 9. (3.1)
TIEPBUYHYIO YIIaKOBKY? IIpaBun

OpraHu3aluH
IPOU3BOJCTBA

6.9. | O6pa3IEI HCXOOHOTO CHIPHS (KPOME PacTBOPUTENEH, | MyHKT 10. (3.2)
ra30B MM BOJBI, MPEeAHA3HAYCHHBIX UL [MpaBui
TEXHOJIOTHUECKHX IIeJIei) XpaHsTCs JIM B T€YeHUE HE | OpraHHM3alluH
MeHee JIBYX JIET IOCTIE BBITYCKa JISKapCTBEHHOTO MPOMU3BOCTBA
npenaparta?

6.10. | YnakoBo4HBIC MaTEpHANIBI XPAHATCA JIU HE MCHEC nyskt 10. (3.2)
CpOKa rOJHOCTH COOTBETCTBYIOLIETO FOTOBOTO [MpaBun
nponyxTa? OpraHu3aluy

IPOU3BOJCTBA

6.11. | KonrpospHsle 06pa3ubl XpaHATCS M B KOJIUIECTBE nyskt 11. (4.1)
IS TIPOBEJCHHS IBYKPATHOTO [IOJIHOTO [IpaBun
AHAUTHYECKOT0 KOHTPOJIA CEPHH NMPOAYKIHHU B OpraHH3aluH
COOTBETCTBHH ¢ TPeOOBaHHUAMH, YCTAHOBJICHHBIMHA MPOM3BOICTBA
TIpH TOCYaPCTBEHHON PETHCTpALUN?

6.12. | OT6upaemble KOHTPOIBLHBIE 0OPa3LIbI ABJIAIOTCS JIU nyHkrt 13. (4.3)
perpe3eHTaTUBHBIMH JUIS CEpUM HCXOIHOTO ChIPBA, [paBmit
IPOMEKYTOYHOMN HJIH TOTOBOH MPOJYKIHH, U3 OpraHu3aluH
KOTOPO# OHH OTOOPAHEI? IIPOHM3BOJCTBA
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6.13. | YcnoBus xpaneHHs KOHTPOJIBHBIX 00pa3lLoB myHkr 16. (5.2)
COOTBETCTBYIOT JIU TPEOOBAHUAM, YCTAaHOBICHHBIM [TpaBun
IIPH FOCYIApPCTBEHHOM PErHCTPAIAH ICKapCTBEHHOTO | OpraHu3alliy
cpeacrsa? IIPOU3BOJICTBA

6.14. | Bemetcsa v HENpepHIBHBIA MOHUTOPUHT nyHKT 16. (5.2)
TEMIIEPATYPHOTO PEKUMA XPaHEHUS apXHBHBIX ITpasui
00pasIoB B COOTBETCTBUHM C YCIIOBHSMH, OpraHH3aluH
YTBEPKIEHHBIMH IPU TOCY1apPCTBEHHOM MIPOM3BOACTBA
PETHCTpPAIHH JIEKapCTBEHHOTO CPe/cTBa?

6.15. | ApxuBHbIe 00pa3Lbl XPAHATCS I y MPOU3BOIUTENS, | HYHKT 24. (8.3)
MMEIOIIEro JUIEH3UIO Ha IPOU3BOIACTBO [paBun
JEKapCTBEHHBIX CPENCTB? OpraHu3aluH

IIPOHU3BOACTBA

6.16. | ApxuBHble 06pa3ibl JOCTYITHBI JIM IJIS nyHkT 24. (8.3)
YIIOJIHOMOYEHHOTO (heJIEpabHOro OpraHa [paBun
MCIIOIHUTENBHOM BIIacTh? OpraHu3alya

TIPOM3BOACTBA

6.17. | Ompenenena i corjiaureHueM (COTIAIIECHHAMA) nyHkr 25. (8.4)
MEXIY BCEMH Y4acTBYIOIMMH CTOPOHAMH [MpaBun
OTBETCTBEHHOCTD 32 0OTOOP U XPAaHECHHE aPXUBHBIX Oprasu3aIiy
06pa3IioB NpU YYAaCTHH B IIOC/IE0BATENBHOCTH "BBO3 | IIPOM3BOJICTBA
- POTIECC YIIAKOBKH - KOHTPOJIb - BBITYCK CepUH"
6oJiee OHOTO MPOU3BOJUTEIS B IpeNeIax
Poccuiickoit ®enepanuu?

7. | IlpereH3uH u OT3bIB MPOXYKIHHA
I[TpaBuna OpraHM3aldy IPOHM3BOACTBA M KOHTPOJI KadecTBa JICKAPCTBEHHBIX CPCACTB,
YTBEpX/IEHHbIE TPHKa3oM MHHHMCTEPCTBA MPOMBIIUICHHOCTH H TOPTOBIH Poccwmiickoit
®enepanun ot 14 mrors 2013 r. Ne 916 (3aperucTpupoBad B MHBECTEPCTBE HOCTHINH
Poccun 10 centsbpsa 2013 r., perucTparmonns Ne 29938)
(manee — IIpaBuiia opraiu3aliiy IPOM3BOJICTBA)

7.1. | IlpomsBoauTeneM yTBepkaeHa B 0hopMIICHA JI IMyHKT 256
HOKYMEHTaIbHO cucTeMa OpicTporo ¥ dddektusHoro | IlpaBmi
OT3BIBA C PBIHKA MPOIYKIMH C BBIIBICHHEIMH HITH OpraHu3anuu
IpeIosIaracMpIME HapyHICHHAME KagecTBa? IPOU3BOACTBA

7.2. | IlpousBomuTeneM yTBEPKIACHBI JIA IIPOLETYPBI MyHKT 256
paccleoBaHus BCeX NpeTeH3ui n HHdopManyy, [MpaBun
Kacarouleicsl MOTEHIMAILHO HeJOOPOKaYeCTBEHHBIX | OpraHu3aluy
JIEKAPCTBEHHBIX CPENCTB? IIPOH3BOLCTBA

7.3. | Ha mpeanpusTiy ONpeAENeHO I OTBETCTBCHHOE myHKT 257.
JIMIIO 32 paCCMOTPEHHE NPETEH3UH U NPHHATHE (8.1)
peleHui, UMEIOLIHH IPaBo MPUBIICKATh [IpaBun
HeoOXOIUMBII niepcoHan? OpraHu3alux

MPOM3BOACTBA

7.4. | YIOIHOMOYEHHOE JIUIO [TOCTABJIEHO JIX B myHKT 257.
H3BECTHOCTH 000 BeeX (akTax IpeAbABICHUS 8.1
TpeTeH3uil, paccie0BaHui U OT36IBOB MpoayKuuu? | IIpaBmn

OpraHu3aluH
IPOHU3BOJACTBA

7.5. | IlpousBomuTeNeM YTBEPKAEHEI JIH NPOLEAYPHI 11O IYHKT 258.
PacCMOTPEHHUIO NPETEH3NH Ha NOTEHIUATBHO (8.2)
HeJ06pOKAYECTBEHHbIE JICKAPCTBEHHBIE CPEACTBA?




[TpaBui

OpraHM3alv{
NPOU3BOJICTBA
7.6. | IIpousBomuTesieM yTBEPKACHBI JIA IPOLIEAYPHI 110 myHKT 258.
HPUHSTHIO PeIeHHs 00 OT3bIBE 8.2)
HeI06pOKaYECTBEHHOM MPOTYKIIHK? [IpaBun
OpraHu3anuy
MpOM3BOACTBA
7.7. | Onpenenen i HOPANOK PETUCTPAIAM NIPETEH3HH 1O | MyHKT 259.
Ka4eCTBY MPOTYKLUH C YKa3aHHUEM HCXOIHBIX 8.3)
JIAHHBIX? | TIpasun
opraHu3alyd
IIPOH3BOACTBA
7.8. | Pemenus 1 Mepbl, IPUHATHIE IO pe3yJIbTaTaM myHKT 261.
paccMOTpeHHUs 000 NpeTeH3uH, JOKYMEHTAIbHO (8.5)
3a)MKCHPOBaHBI JIH? IIpasun
OpraHu3anuu
POU3BOICTBA
7.9. | Pemenus u Mepol, IPAHATHIC IO PE3yJIbTaTaM nyHKT 261.
PacCMOTpeHHUs M000H IPETEH3UH, BKIIOUCHE! JIH B 8.5)
COOTBETCTBYIOIIIEE IOCHE HA CEPHIO? [MpaBun
OpraHu3alul
HPOH3BOJICTBA

7.10. | PerynspHo aHaTU3UPYIOTCA U JOKYMEHTAJIBHO IIYHKT 262.
ohOPMIISIOTCS JIH 3aIlKCH PAacCMOTpeHHs npeTensut | (8.6)

C LEBIO BEIBIICHUS CECIU(PHIECKUX U [TpaBun
TIOBTOPSIOMMXCS (haKTOPOB, KOTOPEIE TPeOYIOT OpraHu3aluH
0c060Tr0 BHUMAHHUSA ¥ MOTYT IIPHBECTH K OT3BIBY IIPOM3BOCTBA
IPOINYKIHHA?

7.11. | Onpexnenen u mopsaoK HHGOPMUPOBAHKS IYHKT 264.
COOTBETCTBYIOIIETO YIIOJIHOMOYEHHOTO (8.8)
¢benepanpHOro opraHa HCIIOIHHUTEILHOM BIACTH B ITpaBun
clyyae, eCliv IIpeANPHHAMAIOTCA NCHCTBHS, OpraHu3anuy
SBIBIOIIMECS CIIENCTBAEM BOBMOXKHBIX OIMHOOK B IIPOM3BOJICTBA
IIPOM3BOJCTRE, YXYMIECHHS KaueCTBA IPOAYKIINH,

BbIABJICHUS HanbCUGHUIIUPOBAHHOMN MPOAYKIIUN HITH
JPYTHX CEpbe3HBIX MPO0IEM, CBA3AHHBIX €
Ka4eCTBOM IMPOXYKIHH?

7.12. | OcymecTBaseTcs I ONEPAaTUBHEIA OT3BIB IYHKT 267.

MPOAYKIHHA? 8.11)
[IpaBun
OpraHu3aluH
IPOM3BOACTBA

7.13. | 3ammcu o otrpyske comepkar au uH(OpManmo o6 | MyHKT 269.
OpraHM3aIKAX OITOBOM TOProBIH JeKkapcTBeHHbIME | (8.13)
Cpe/ICTBaMH M IIPAMEIX 3aKa3urKax (ampeca, Homepa | IIpaBmi
TeneoHoB U (Wn) paxcoB B pabouee U B Hepaboyee | OpraHU3allHH
BpeMs1, HoMepa Cepuil X 00HEMBI TOCTABOK? IPOU3BOJACTBA

7.14. | Boyienena mu M30JUpOBaHHAs 30HA JUIA XpaHEHUS myHkT 270.
OTO3BAHHON MPOMapKUPOBAHHON MPOIYKIIUi 10 (8.14)
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IPHHATHS PEIIECHUS O €€ NallbHEHIIEM [MpaBun
HCIIOJIb30BaHUH WM YHHYTOXKECHHHU? OpraHu3aliH
TIPON3BOZICTBA
7.15. | OxoHuaTeNBHEIA OTYET CONEPHKUT JIM MaTepualbHbIi | MyHKT 271.
Hananc MEXIy KOJIHYECTBOM ITOCTABICHHOM H (8.15)
BO3BpalIeHHON Heno6poKxadecTBeHHOR npoaykimu? | IIpasun
OpraHu3aIiy
IPOU3BOACTBA
7.16. | loxymenTamsHO 0GOPMIISETCS JIM OTUET IO aHATH3Y | MyHKT 272.
3¢ PeKTHBHOCTH MEPOIIPHATHI 10 OT3HIBY (8.16)
MPOAYKIUH? [IpaBun
OpraHu3aliy
IIPOH3BOJACTBA
8. | IIpereH3uu H OT3bIB NPOXYKINH
denepansreii 3akoH 0T 27 fekabps 2002 1. Ne 184-03 «O TeXHHYECKOM PETYIHPOBAHUM)
(Co6panue 3axoHomarenscTBa Poccumiickoit ®@exepamun, 2002, Ne 52, ct. 5140; 2017,
Ne 31, ct. 4765) (nanee — ®enepansHbii 3akoH Ne 184-@3)

8.1. | Mudopmamus 0 HECOOTBETCTBHH BHIMTYIICHHOMN B Cratps 37
obpaienne TpOIyKIHH TPpeGOBaHKAM HOPMATUBHOH | PenepalbHOTO
JOKYMEHTAI[MH HaIIpaBIIAETCS JIM B OpraH 3aKOHA
roCyAapCTBEHHOTO KOHTPOJIA (Haa30opa) B Ne 184-@3
COOTBETCTBHH C €r0 KOMIICTCHIMEH B TEYCHHE
JECATH JHEH ¢ MOMEHTA NOTyYCHHs yKa3aHHOM
uHbopMarmu?

8.2. | IlpoBomutcs mu mpoBepKa JOCTOBEPHOCTH Cratpsa 38
HH(pOpPMAIIMH 0 HECOOTBETCTBHH MPOTYKIIHH denepanbHOTO
TpeGOBaHHAM HOPMAaTHBHOM JOKYMEHTAIVH B 3aKOHa
TE€YEeHHE NECATH JHEH ¢ MOMEHTA IOJIyYCHUA Ne 184-03
uHpopManyu?

8.3. | Ilpu monTBepxaenun gocroBepHOCTH ME(opMarmu o | Ctarss 38
HECOOTBETCTBUH IPOAYKIHH TPeOOBAHUAM denepanbHOrO
HOPMAaTHBHOM JOKYMEHTAIIMH B TEUYCHHE IECATH 3aKOHa
nHeil pa3pabarbiBaeTcs I IporpaMMa Meponpustait | Ne 184-03
II0 NPEOTBPAILECHHIO IPUINHEHHS Bpela U
COracyercs ¢ OpraHoM rocyJapcTBEHHOTO KOHTPOJIS
(3a730pa) B COOTBETCTBHH C €T0 KOMIIETEHIHEH?

8.4. | B ciyuae HEBO3MOXXHOCTH YCTPAHEHHS YTPO3bI Crarbs 38
NpUYHHEHHAS Bpea IPOU3BOAHUTENEM JIEKAPCTBEHHBIX | DenepanbHOro
CpEICTB NIPUHUMAETCS JIM PEIICHHE O MPHOCTAHOBKE | 3aKOHA
IIPOM3BOJICTBA H PEATH3ALMH IPOJYKLNUH U OT3HIBE Ne 184-@3
OPOXYKIHH?

9. | YHHUYTOXEHHE HeA0OpOKAYeCTBEHHDIX JIEKAPCTBEHHDBIX CpeIcTB,
daascuduIHPOBAHHBIX JIEKAPCTBEHHbBIX cpeacTB H KOHTPa(paKTHBIX

JIEKAPCTBEHHBIX CPEACTB

IIpaBuna YHUYTOXKEHHUS HeT0OpOKaueCTBEHHBIX JIEKapCTBEHHBIX CPEICTB,
anECH(IIMPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB H KOHTPaaKTHBIX JIEKAPCTBEHHBIX
CpelcTB, YTBEpX/IEHHBIE MOCTaHOBIeHHeM IIpaBHTenbcTBa Poccuiickodt Qenepaiuu
ot 3 oxTA6ps 2010 r. Ne 674 (CoGpanne 3akoHOAaTeNbCTBa Poccutickoit denepanmy, 2010,
Ne 37, c1. 4689; 2016, No 4, ct. 535) (nanee - IlpaBuia YHHYTOXKEHHS JIEKapCTBCHHBIX
CpENCTB)
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9.1. | MmeeTcsa Ju NOTOBOP C OpraHusanuei mo céopy, MyHKT 8
KCIIOIB30BaHUIO, 00€3BpEXKUBAHHIO, IIpaBun
TPAHCIIOPTHPOBKE M Pa3MELICHHUIO OTXOI0B [ | yHUYTOXECHHUS
- IV xiacca omacHOCTH Ha YHHYTOXXCHHE JIEKapCTBEHHBIX
He00pOKaYeCTBEHHBIX JIEKAPCTBEHHEIX CPEICTB, CpeIcTB
danscuUIIPOBaHHBIX JIEKAPCTBEHHBIX CPENICTB U
KOHTpaaKTHBIX JIEKAPCTBEHHBIX CPEACTB?

9.2. | B axrax 06 yHMYTOXEHHM JIEKAPCTBEHHBIX CPENCTB, | MyHKT 11
YKa3BIBACTCS JIM JaTa YHHYTOXKEHHS JEKapCTBeHHbIX | ITpaBmi
cpencTs? YHHYTOXEHUS

JIeKapCTBEHHBIX
CpEeACTB

9.3. | B axTax 06 YHMYTOXEHHH JIEKAPCTBEHHBIX CPeACTB, | myHKT 11
YKa3bIBaeTCs JIM MECTO YHUUTOKEHHUS IMpaBun
JIEKApCTBEHHBIX CPEICTB? YHHUYTOXXCHHS

JIEKapCTBEHHBIX
CpEeACTB

9.4. | B axTax 06 YHMYTOXEHHH JIEKAPCTBEHHBIX CPEICTB, | MyHKT 11
yKa3bIBAIOTCA M (paMuIus, HMs, OTIECTBO JIHIL, INpaBun
IPUHEMABIIHX YYaCTHE B yHHUTOXECHHUH YHHUTOXKECHHUSA
NIEKAPCTBEHHBIX CPELCTB, HX MECTO PabOTEI U JIEKapCTBEHHBIX
JOJDKHOCTB? CPEACTB

9.5. | B akTax 06 yHMYTOXEHHH JIEKapCTBEHHBIX CPEJCTB, | MyHKT 11
yKa3ksIBaeTcs JI 000CHOBAHHME YHUITOXKEHHUS ITpaBun
JIEKAPCTBEHHBIX CPeICTB? YHHYITOXXEHHS

JIeKapCTBEHHBIX
CpelCTB

9.6. | B axTax 06 yHMYTOXEHHH JIEKAPCTBEHHBIX CPEICTB, | MyHKT 11
YKa3BIBAIOTCS JIH CBEJICHHA 00 YHHYTOXEHHBIX Ipasun
JIEKapCTBEHHBIX CPeICTBaX (HaMMEHOBAHHME, YHUYTOXXECHHS
nekapcTBeHHas GopMa, JO3HPOBKA, €TUHULIBI JIeKapCTBEHHBIX
U3MEPEHH, CepHs) U UX KOJIMYECTBE, O Tape HIIH CpeacTB
yrnaxkoBke?

9.7. | B akrax 06 yHHUTOXeHUH JIEKAPCTBEHHBIX CPECTB, | MYHKT 11
yKa3pIBaeTCA TH HaHMEHOBAaHWE IIPOU3BOAUTEIIA [Mpasun
JIEKapCTBEHHBIX CPENCTB? YHHYITOXEHUSA

JIEKapCTBEHHBIX
CpeCTB

9.8. | B axTax 06 yHHYTOXKEHHH JIEKAPCTBEHHBIX CPEACTB, | MyHKT 11
YKa3bIBAIOTCS JIM CBEJICHHS O BIIAJIEIIBIIC [TpaBun
JIEKapCTBEHHBIX CPEICTB? YHHYTOXXCHHS

JIEKapCTBEHHBIX
CpEJICTB

9.9. | B axtax 06 yHHYTOXEHHH JIEKaPCTBEHHBIX CPEJICTB, | MyHKT 11
yKa3esIBaeTcs JIM CIIOCO0 YHHUTOKEHMS [MpaBun
JIEKApCTBEHHBIX CPEICTB? YHUYTOKEHHSA

JIeKapCTBEHHBIX
CpencTB

9.10. | AKTBI 06 YHHYTO)XEHHH JIEKAPCTBEHHEBIX CPEACTB IyHKT 12
COCTABJIAIOTCS JIX B IEHb YHHYTOKECHUS [Mpasun
HeT0OPOKAYCCTBEHHBIX JIEKAPCTBEHHBIX CPE/ICTB U YHHYTOXEHHS
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(wm) panbcupUIEPOBaHHBIX JEKAPCTBEHHBIX JIEKapCTBEHHBIX
cpenacTs? CpPEACTB

9.11. | AT 00 YHHYTOXXEHHH JIEKAPCTBEHHBIX CPEACTB WM | IMyHKT 13
€ro KOIHs B TeUeHHe 5 pabounx JIHeH co AHA €ro [IpaBun
COCTABJICHUS HAIIPaBJIECTCA JIX BIAAEIbLEM YHUYTOXXEHHUS
YHHYTOXKEHHBIX JICKAPCTBEHHBIX CPEACTB B JIEKapCTBEHHBIX
YIIOJIHOMOYEHHBIH opraH? CpeCTB

10. | Xpanenmue J1eKapcTBEHHBIX CPeICTB
IpaBuna opraHW3allMy MPOU3BOJICTBA M KOHTPOJS KauyeCTBa JICKAPCTBEHHBIX CPEICTB,
YTBEPXKICHHBIE MpUKa3oM MHUHHCTEpCTBA NPOMBIIIJIEHHOCTH M TOProBaH Poccuitckoit
®epepanun ot 14 urons 2013 r. Ne 916 (3apermctpupoBaHo B MHHHCTEPCTBE FOCTHIIAH
Poccuiickoi ®enepanun 10 centsops 2013 r., perucrpannoHsbii Ne 29938)
(manee — IIpaBumna oprasu3aluy IPOU3BOACTBA)

10.1. | dapmaneBTHYECKas CHCTEMA Ka4ECTBa, nyHKT 9. (1.4)
IpeaHa3HaY€eHHas U1 IPOU3BOICTBA p) (xvi)
JIEKapCTBEHHBIX CPEICTB, FAPAHTUPYET JIH, YTO ITpaBun
[IPEINPUHATEIE MEPHI 00€CIIEYHBAIOT KA4EeCTBO opraHu3aIu
JIeKapCTBEHHBIX CPEACTB B TEUCHHUE BCETO CPOKA MPOM3BOZCTBA
TOOHOCTH IIPH X XPaHEHUH U NOCIETYIOMEM
obpammenun?

10.2. | PykoBoauTtensaMu Npou3BOJACTBA H NOAPA3ACIICHHS nyHKT 32. (2.7)
KOHTPOJISA KAUeCTBa OIPE/IENIEHBI JIN YCIOBHUS [MpaBwmi
XpaHeHHs HCXOIHOTO CHIPhA? OpraHU3alUy

NIPOHM3BOZCTBA

10.3. | PykoBoguTensiMH IpOU3BOJCTBA H NOAPA3ACICHHUS nyHKT 32. (2.7)
KOHTPOJISL KAUeCTBa OIPEIeNICHBI TN YCIOBHUS Ipaswn
XpaHEeHHUS MPOyKIHH? OpraHH3aluu

IPOHU3BOACTBA

10.4. | PykoBomuTensMu Ipou3BOACTBA U MOAPa3ACIICHHS myHKT 32. (2.7)
KOHTPOJISA Ka4eCTBa MMPOBOJUTCS JIH MOHUTOPHHT [paBun
YCIIOBH# XpaHEHHUS HCXOJHOTO CHIPbs? OpraHu3anuu

IPOU3BOACTBA

10.5. | PyxoBoauTensMu MpOU3BOJCTBA U NTOAPA3EICHHUS myHKT 32. (2.7)
KOHTPOJIS Ka4eCTBa IPOBOJUTCS TH MOHUTOPHHT ITpaBun
YCJIOBH# XpaHEHUS [IPOXYKIIUH? OpraHH3aIIH

IIPOU3BOJICTBA

10.6. | OcBemenne COOTBETCTBYET JIH Ha3HAYCHHUIO nyHKT 49. (3.3)

IIOMEIEHUs? ITpaBun
OpraHu3anyu
IPOU3BOJCTBA

10.7. | Temmeparypa COOTBETCTBYET JIM Ha3HAYEHHIO myHKT 49. (3.3)

NOMEIIeHUA? ITpaBun
OpraHu3alyu
IPOU3BOACTBA

10.8. | BnaxxHOCTb COOTBETCTBYET JIH HA3HAYCHHUIO nyHKT 49. (3.3)

noMeIeHus? IpaBmn
opraHu3aIuu
IPOU3BOJICTBA

10.9. | BeHTHIALMS COOTBETCTBYET JIH HA3HAYCHHUIO myHKT 49. (3.3)

MOMeIeHus ?




[TpaBun

OpraHM3anuy
TIPOM3BOCTBA

10.10. | OcBemenne He OKa3bIBACT JIM HEOIArONMPHUATHOTO myHKT 49. (3.3)
BO3JICHCTBHUA Ha JIEKapCTBEHHBIE cpeicTBa Bo BpeMs | [IpaBun
UX MIPOM3BOJCTBA H XPaHEHHSA? OpraHu3aLuH

IPOH3BOJICTBA

10.11. | TeMneparypa He OKa3bIBaeT TH HeONAronpusTHoro | myHKT 49. (3.3)
BO3JICHCTBHUSA Ha JIEKapCTBEHHBIE CpecTBa Bo BpeMs | IIpasmn
HX IPOU3BOJCTBA ¥ XpaHEHU? OpraHu3aLy

IIPOM3BOJCTBA

10.12. | BrnaxxHoCTh HE OKa3bIBaeT JIM HEOIAronpUsATHOIO nyHKT 49. (3.3)
BO3JeiiCTBHA Ha JIEKapCTBEHHBIE cpelcTBa BO BpeMst | IIpaBun
HX IIPOU3BOJICTBA H XpaHEHHS? OpraHu3aluH

IPOU3BOJCTBA

10.13. | BeuTHisauus He OKa3bIBaeT JIM HEOIArONpHATHOIO nyHkKT 49. (3.3)
BO3JICHCTBHS Ha JIeKapCTBEHHEIE cpelcTBa Bo BpeMs | IIpaBun
HX IIPOU3BOJICTBA M XpaHEHHS? OpraHu3anuy

POHU3BOCTBA

10.14. | OcBeinenne He OKA3bIBACT JIM HEOIArONPUITHOIO oyHKT 49. (3.3)

BO3JEHCTBU Ha QYHKIMOHHpOBaHKe o6opynoBanus? | ITpaBun
OpraHu3anyu
IPOHU3BOCTBA

10.15. | Temmepatypa He OKa3bIBaeT I HEOIArONPHATHOIO IyHKT 49.

BO3/eHCTBHS Ha QyHKIHOHHpOBaHKe o6opynoBanua? | (3.3)[Ipasun
OpraHu3aly
IIPOU3BOJCTBA

10.16. | BraxxsocTh He OKa3bIBAeT JIM HEOIArONMpPUATHOTO oyskT 49. (3.3)

BO3/IelicTBHA Ha QyHKIHOHHpOBaHHe obopynoBanua? | [IpaBui
OpraHHu3aluy
MPOHU3BOICTBA

10.17. | BeuTundius He OKa3BIBACT JIM HEOIArONpUSTHOTO nyHKT 49. (3.3)

Bo3/eicTBUs Ha pyHKIHOHUpOBaHUe obopynoBanus? | Ilpasun
Oprasu3aluy
IIPOH3BOACTBA

10.18. | ILnaHupoBOYHBIE PELIEHHS TIPOM3BOJCTBEHHBIX 30H H | myHKT 55. (3.8)
BHYTPHIIPOU3BOACTBEHHEBIX 30H XPaHCHHS [MpaBun
00ecImeunBaroT JIH MOCIIEfOBATENIFHOE U JIOTHYHOE opraHu3aiiu
pa3MelieHne 000pyIOBaHU U MaTepHATIOB, PON3BOJICTBA
CBOJISIIEE K MHHUMYMY PHCK IIEPEIyTHIBAHUSL
Pa3THYHBIX JIEKAPCTBEHHBIX CPEICTB MM UX
KOMIIOHEHTOB?

10.19. | ITnaHupoBOYHbIE PELIEHHUS IPOM3BOICTBEHHBIX 30H U | yHKT 55. (3.8)
BHYTPHIIPOH3BOICTBEHHBIX 30H XpaHEHHS [Mpasun
00ecreunBaloT JIM OTCYTCTBHE IEPEKPECTHON OpraHu3aluH
KOHTaMHWHAIHH? IPOHM3BOJCTBA

10.20. | Cknangckue 30HBI IMEIOT JTM BMECTHMOCTD JULA myHKT 65.

YHOOPAAOYCHHOI'0 XPaHCHUE HCXOHOI'O ChIPhS B
YIIaKOBOYHBIX MaTCpHaJ'IOB?

(3.18) IIpaBun
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OpraHu3aluy
POU3BOACTBA

10.21. | Cknaackue 30HBI HIMEIOT TU BMECTHMOCTD IS HYHKT 65.
YIOPSIOYEHHOTO XpaHEHHS [IPOMEKYTOYHOH U (3.18) IIpaBun
Hepac(acoBaHHON MPOIYKIHH? OpraHu3aliul

IIPOU3BOJCTBA

10.22. | Cknaackue 30HBI HIMEIOT JIH BMECTUMOCTH JIJIs MOYHKT 65.
YHOPSIOYEHHOT0 XpaHEHHMsI IIPOAYKIIUH, (3.18) IlpaBun
HaXoAsIecs B KapaHTHHE? OpraHu3ariu

POM3BOJICTBA

10.23. | Cxiagckue 30HBI HMEIOT JIM BMECTHMOCTE JUIs IYHKT 65.
YIOPSAZOYEHHOTO XpaHEHHs TOTOBOM NIPOAYKIIHH, (3.18) IIpaBun
paspereHHoN A BbITycKa? OpraHu3aniu

IPOM3BOACTBA

10.24. | Cxnanckue 30HBI HMEIOT T BMECTUMOCTD JUIL IIYHKT 65.
YHOPAAOYSHHOTO XpaHEHHs! OTKIIOHCHHOMH, (3.18) IlpaBun
BO3BPAILEHHOM WM OTO3BaHHOM IMPOIYKIIHUH? OpraHu3anuu

HIPOH3BOACTBA

10.25. | OcymecTBaseTcs 1M HENPEPLIBHBIA MOHUTOPUHT IIYHKT 66.

ycJIOBUI XpaHEeHUs? (3.19) IlpaBun
OpraHu3aluy
IPOU3BOACTBA

10.26. | OGecrieyeHa Jiu 3aIUTa HCXOAHOTO CBHIPBS, IIYHKT 67.
yIIaKOBOYHBIX MaTepHAIOB U MIPOAYKIHH OT (3.20) [IpaBun
BO3/EHUCTBHS MOTOJHBIX YCIIOBHIA B MecTax MPUEMKH? | OpraHu3alul

IIPOU3BOJACTBA

10.27. | O6ecnieyeHa ¢ 3a1uTa HCXOJHOTO CBHIPhS, IYHKT 67.
YIIaKOBOYHBIX MaTEPHaJIOB ¥ MPOAYKIHH OT (3.20) ITpaBun
BO3/I€HCTBUS [TOTOJHBIX YCIIOBUH B MeCTaX OpraHu3anuy
OTrpy3ku? IPON3BOJCTBA

10.28. | BeigeneHno 1 MECTO B 30HE IPUEMKH AJISI OUHUCTKA IOYHKT 67.
Tapbl C MOCTYNAIOUTUMH UCXOIHBIM ChIPEEM H (3.20) IlpaBun
yIIaKOBOYHBIMH MaTepuanaMy Iepes OpraHu3aLuH
CKJIaTIPOBaHHEM ? IIPOM3BOJCTBA

10.29. | PazpaboTansl 1u KpATEpHHU AOIYyCKa IIEPCOHANA, IOyHKT 68.
HMEIOIIETO MOJTHOMOYHS, B OTACIIBHEIE 30HEI (3.21) IlpaBun
XpaHEHHUs IPOTYKIIHMH? OpraHHU3aliy

MPOU3BOJICTBA

10.30. | ITnanupoBka 30HBI 0TOOpa POO HCXOTHOTO CBHIPHS, IYHKT 69.
YIIaKOBOYHBIX MATepHAIOB UCKIHOYAET JIX (3.22) IlpaBun
BO3MOXKHOCTh KOHTAMUWHAIIUY HJTH IEPEKPECTHON OpraHM3aluy
KOHT@MHMHAIMU IPOAYKIUH? IPOHU3BOACTBA

10.31. | B cknanckux 30Hax NpeayCMOTPEHBI JIX nyHkT 70.
H30JIMPOBAHHBIC 30HBI IS XpaHEHHS (3.23) IlpaBun
3abpaKOBaHHBIX, OTO3BAHHBIX WX BO3BPALICHHBIX OpraHH3alUH
HCXOJHOTO CBIPbhs, YIIAaKOBOYHBIX MaTepHAIOB UIIH IIPOM3BOJICTBA
OPORYKITHH?

10.32. | Ob6ecneueno nmu 6e30macHOE XPaHEHUE BBICOKO myHKT 71.
AKTHBHBIX BEIIECTB H JIEKAPCTBEHHBIX CPELCTB, B (3.24) IlpaBun
OTHOIIEHNH KOTOPHIX HOPMAaTHBHBIMH IIPABOBBIMHU OpraHu3aIiuy

IPOH3BOACTBA
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akTamu Poccuiickoit @eniepaniuy yCTaHOBJIECHBI
CrienHaIbHBIe YCIOBHS XpaHEHHU?

10.33. | OBecneueno u 6e30MacHOE ¥ HAIKHOE XpaHEHHE | ITYHKT 72.
MeYaTHBIX YIIaKOBOYHBIX MAaTEPHAIIOB B (3.25) IlpaBun
H30JIMPOBAHHBIX YCIOBHAX? OpraHu3anuy

PON3BOJICTBA

10.34. | [IpenycMOTpEHO 1 KapaHTHHHOE XpaHCHHE nyHKT 140.
HOCTYIAIOIIEr0 HCXOMAHOIO ChIPhS, YIIAKOBOYHBIX (5.5) Ilpasun
MaTepuanoB? OpraHu3aHu

NPOM3BOCTBA

10.35. | IIpexycMOTpeHO M KapaHTHHHOE XpaHEHHE myHKT 140.

IPOM3BENCHHON FOTOBOM MPOXYKIHH? (5.5) Hpasun
OpraHu3alil
IPOU3BOJCTBA

10.36. | UcxomHoe ChIpbE, YIIAKOBOYHBIE MATEPHAIIBI nyHKT 140.
coJiepKaTcs JIM B HOMEIMICHUHY KapaHTHHHOTO (5.5) IlpaBun
XpaHEHHs 10 MMOJTydeHHUs paspellcHus Ha OpraHH3aIuy
HCIIOJIE30BAHNE HCXOIHOTO CHIPhs? MPOHM3BOACTBA

10.37. | IIpousseneHHas rOTOBas MPORYKIMSA CONEPXKUTCA MU | mMyHKT 140,

B ITOMEIICHIH KapaHTHHHOIO XpPaHEHHU 10 (5.5) IlpaBun
IOJTyYeHHS Pa3pelIeHus Ha BBITYCK FOTOBOM OpraHu3aIu
IPORYKITUH? MPOU3BOACTBA

10.38. | UcxonHOE CBIphE, YIIaKOBOYHBIE MAaTEPHAIILI U OyHKT 142.
MPOAYKIIUS XPAaHATCS JIH B IIOPSJKE, (5.7) Tlpasun
06ecIeYnBaOIIEM pa3IeNIeHHE 10 CEpPUIM? OpraHu3aliy

IPOU3BOJACTBA

10.39. | McxomHOoe ChIpbe, yTaKOBOYHBIE MATEPHAIIBI M myHKT 142.
TPOAYKIIYSI XPaHATCS U B COOTBETCTBHH C (5.7) IlpaBun
YCIIOBHAMH, YTBEP)KICHHBIMH IIPH FOCYAapCTBEHHON | OpraHH3aluu
PETHCTPAINHY JIEKAPCTBEHHOIO CPECTBa? IPOM3BOACTBA

10.40. | Bce ucxonHOE CHIpbE, YIIAKOBOYHBIC MATEPHAIIBI H IyHKT 142.
TPOXYKIUS XPaHATCS JIU B TIOPSJIKE, (5.7) llpaBun
o6ecreynBaroIeM YCTAaHOBICHHYIO IPOU3BOJUTENIEM | OpraHH3alluK
0Y€PEIHOCTH MCIIOJIH30BaHMs CKJIANCKUX 3a1acoB? TIPOH3BOCTBA

10.41. | DTUKETKH, IPUKPEIUICHHEIE K KOHTEHHEPaM, myHKT 148.
000pyIOBaHUIO WK NIOMCIICHHSM, YETKHE, (5.13) IlpaBun
OJHO3HAYHEIE, YCTAHOBJICHHOM IPOU3BOAUTEIEM OpraHu3aIuy
(bopMEI? IPOU3BOACTBA

10.42. | IIpon3BoauTeneM yTBEPKAEHBI JIM MPOIETYPHI IO yHKT 127.
BHYTPU3aBOACKOH MapKHPOBKE, KapaHTHHY H (4.24) IlpaBun
XPaHEHHIO HCXOIHOTO CHIPhS, YIIAKOBOYHEIX U OpraHH3aluH
JOPYTUX MaTepHAIOB? IIPOM3BOJICTBA

10.43. | DTuxeTKH comepxKaT I HeoOxouMyto HHpopManuro | myHKT 164.

B 3aBHCHMOCTH OT CHCTEMBI Y4€Ta 1 XpaHEHHU? (5.29) IlpaBun
OpraHu3anuy
MpPON3BOJICTBA

10.44. | ITocne BbIma9u pa3pelleHUs Ha BBITYCK rOTOBas myHKT 196.
IIPOMYKLHKA XPaHUTCS JIM KaK IPUToaHas It (5.60) IIpasun
peayn3anyiy B YCIOBHAX, YCTAHOBICHHBIX OpraHU3aluy
Ipou3BoauTENneM? POM3BOCTBA




344

10.45. | OTKIOHEHHBIE MaTEPHAIIEL ¥ IIPOYKIMS HMEIOT JIH myHKT 197.
YETKYIO MApKHPOBKY? (5.61) IlpaBun
OpraHu3anuH
[POU3BOJCTBA
OTK/IOHEHHBIE MaTepHATbl XpaHATCS JIH pa3ieNbao B | myHKT 197.
10.46. | 30HaX ¢ OrpaHUYEHHBIM HOCTYIIOM? (5.61) IlpaBun
opraHu3aIm
IPOHW3BOJICTBA
10.47. | Otknonennas npoxyKius XpaHUTCA JIA Pa3fenbHO B | MyHKT 197.
30HaX ¢ OrpaHHYEHHBIM JOCTYIIOM? (5.61) IIpasun
OpraHu3aluH
MPOU3BOJICTBA
10.48. | OTo3BanHas npoAyKUKs IPOMAPKHPOBAHA JIH? myHKT 270.
(8.14) IlpaBun
OpraHv3aluH
MIPOM3BOACTBA

10.49. | Oro3BaHHas MPOIYKLMSA XPAHUTCSA JIK OTAENBHO B nyHKT 270.

Ge3omacHoit 30HE? (8.14) IlpaBun

OpraHM3aLHH

MPOH3BOJICTBA

11. | XpaHenne JeKapcTBEHHbIX MPENAPATOB sl MEAHIHHCKOr0 NPUMEHEHHUS

IIpaBria HaJIeKaIel TPaKTHKH XPAHEHHS M EPEBO3KH JICKAPCTBEHHBIX NperiapaToB Uil
MEUIIMHCKOTO IPUMEHEHHS, YTBEPKICHHbIE TPUKa3oM MIHHCTEPCTBA 3PaBOOXPAHCHUA
Poccuiickoii @enmepammu ot 31 asrycra 2016 r. Ne 646H (3aperHCTPHpOBaH B
Munncrepere foctumum Poccuiickoit ®eneparuu 9 susaps 2017 r., PErUCTPalHOHHBIA
Ne 45112) (nanee — [TpaBuna XpaHeHuUs JTeKapCTBEHHBIX CPEICTB)

11.1. | meroTcs 7 OKYMEHTEHI, peTJIaMeHTHPYIOIIHE IYHKT 3
HOPAIOK COBepIIeHUs pabOTHUKAaMH AEACTBHMH ITPH IpaBun
OCYIIECTBICHUY XpaHEHH U (WJIK) IIEPEBO3KE XpaHEHMUsI
JIEKapCTBEHHBIX IPENapaToB? JIeKapCTBEHHBIX

CpPENCTB

11.2. | UMerorcs i JOKYMEHTBI, PErIaMEHTHPYIOIIIE IYHKT 3
MOPSIOK 06CITy>KABAHHS ¥ TOBEPKH H3MEPHTENbHBIX | [IpaBmi
1puGOpoB ¥ 060PYAOBAHHSA? XpaHEHHUs

JIEKapCTBEHHBIX
CpPEICTB

11.3. | IMeroTcs T JOKYMEHTBI, PErNIaMEHTHPYIOIINE IYHKT 3

BeJICHUE 3aIKCell, OTYETOB U X XpaHEHHE? [MpaBun
XpaHCHUS
JIEKapCTBEHHBIX
CPEICTB

11.4. | UMmeroTcs 14 AOKYMEHTBHI, PErIaMEHTHPYIOLINE MYHKT 3

TIPHEMKY JIEKAPCTBEHHBIX IIpEnapaTos? [IpaBun
XpaHEeHUs
JIEKapCTBEHHBIX
CPEACTB

11.5. | UMerorcs TH HOKYMEHTHI, PErilaMeHTHPYIOIIHE ITyHKT 3

TPaHCIIOPTHPOBKY JIEKapPCTBEHHBIX MPENapaTos? [Mpasun
XpaHEeHUs
JIEKapCTBEHHBIX
CpeNCTB
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11.6. | MeroTcs i JOKYMEHTBI, PErIaMEHTHPYIOLIHE MYHKT 3
pasMenieHue JIeKapCTBeHHBIX MPENaparos? [Tpasun
XpaHeHus
JIEKapCTBEHHBIX
CpENCTB

11.7. | Cucrema kadecTBa rapaHTHPYET JId, YTO IYHKT 4
nepeMelIeHIe JEKapCTBEHHBIX IPENapaToB MEKIY [IpaBun
cyOBeKkTaMu o0paIeHus JIEKapCTBEHHBIX XpaHeHUs
IpenaparoB, B TOM 49UCIIE BHYTPH KOHKPETHOTO JIEKapCTBEHHBIX
cyOBeKTa 0OpamIeHus JeKapCTBEHHBIX IPENapaToB, | CPEICTB
obecreynBaeT XpaHEHUE U IIEPEBO3KY C
cobmoenreM TpeOOBaHMH, YyCTAHOBJIEHHBIX
3aKOHOaTeNbCcTBOM Poccuiickoii Denepanun?

11.8. | Ob6g3aHHOCTH B OTBETCTBEHHOCTh PaOOTHHKOB MyHKT 4
cy6pexTa 06paleHus JIeKapCTBEHHBIX TIpenaparos, B | [IpaBm
TOM YHCJIE OTBETCTBEHHOTO JIMLA, 3aKPEIUICHBI IM B | XpaHEHHUS
JIOJDKHOCTHBIX HHCTPYKIHAX? JIEKapCTBEHHBIX

CPEACTB

11.9. | OcymiecTBsA€TCS TH KOHTPOIB 33 AEATEIBHOCTRIO 10 | IYHKT 6
XPaHEeHHIO U (KJIM) MEPEBO3KE JTEKAPCTBEHHBIX IIpaBun
IpenapaToB, NepeAaHHON IIPOU3BOAHUTETIEM XpaHEeHU
JIEKapCTBEHHBIX IPETapaToB WK OpraHu3annen JIEKapCTBEHHBIX
OIITOBOM TOPrOBJIM JIEKAPCTBEHHBIMH IIpEIIapaTaMu CpeACTB
VIS OCYIIIECTBIICHHS JPYroit (CTOPOHHEH)
opraHu3aiuen?

11.10. | forosop, Mo KOTOPOMY OCYIIECTBIIIETCS JIX IYHKT 6
nepe/aya JIeATeIbHOCTH Ha ayTCOPCHHT, 3akmoyeH ¢ | [1pasun
yKa3zaHHueM 00SI3aHHOCTEH KaXI0H U3 CTOPOH, XpaHEeHUs
NOpsIKa NEHCTBHI H OTBETCTBEHHOCTH CTOPOH? JIEKapCTBEHHBIX

CPEICTB

11.11. | o 3aximroueHus JOroBopa ayTCOpCHHIa OYHKT 6
IIPOM3BOIUTEb JIEKAPCTBEHHBIX MPETapaToB IIpaBun
yOeauIIcs U B IPaBOCTIOCOOHOCTH UCIIOJIHUTEIIS 1 XpaHeHUS
€ro BO3MOKHOCTH BBIITOJTHUTE 00s3aTENBCTBA 110 JIEKapCTBEHHBIX
JIOTOBOPY ayTcopcuHra’?. CpeACTB

11.12. | ITomemenus [t XpaHEHUs JIEKapCTBEHHBIX IMyHKT 12
THpenapaToB 06ecIeunBatoT U 6€30IMacHoe [TpaBun
pa3JieNIbHOE XpaHEHHE M IIEPEMEIICHHC XpaHeHus
JIEKApCTBEHHBIX IIpENapaToB? JIEKapCTBEHHBIX

CpEICTB

11.13. | OGecneunBaet iy IIOIMAAbL HOMELIEHHH XpaHeHUE myHKT 13

JIEKApCTBEHHBIX IPENapaToB? [TpaBun
XpaHEeHUS
JIeKapCTBEHHBIX
CpencTB

11.14. | ITnomans noMemenuii coctapnser nu He MeHee 150 | myHkr 13
KB. METPORB? [TpaBun

XpaHEeHUS
JIeKapCTBEHHBIX

CpEeZCTB
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11.15. | IMeroTcs i BBIIEICHHBIE 30HA IPHEMKH H myHKT 14
SKCIIEUIMH JTEKAPCTBEHHBIX IPENapaToB? [TpaBun
XpaHEeHUs
JIEKapCTBEHHBIX
CpeJCTB
11.16. | UimeeTcs i BhIIEICHHAA 30HA OCHOBHOTO XPaHEHHs | MYHKT 14
JIEKAPCTBEHHBIX TPENapaToB? [MpaBui
XpaHeHus
JIEKapCTBEHHBIX
CPELCTB
11.17. | IMeroTcsa i BBIAEICHHBIE 30HBI XPaHCHHS OyHKT 14
JIEKapCTBEHHBIX TPENapaToB, TPEOYIOMMX [IpaBun
CIIENMAIGHEBIX YCIOBHI? XpaHeHUs
JIEKApCTBEHHBIX
CPEICTB
11.18. | ImeeTcs i BRIACIICHHAs 30Ha KAPAaHTHHHOTO ImyHKT 14
XpaHEHHUS JIEKApCTBEHHBIX IIPenapaToB? [MpaBun
XpaHEeHHUs
JIEKapCTBEHHBIX
CpEeNCTB
11.19. | UmeeTcs nu BEIOEICHHAS 30HA XPAHCHHUS myHKT 14
BBIABJICHHBIX (aTbCH(PUITIPOBAHHEIX, IIpaBun
HenoOpoKaueCTBEHHBIX, KOHTPadaKTHBIX XpaHEeHus
JIeKapCTBEHHBIX IIPENapaToB? JIEKapCTBEHHBIX
CpEICTB
11.20. | ITomelneHus 1 30HBI, KCIIONIB3YEMBIE I XpaHESHUA oyHKT 17
JIEKapCTBEHHBIX MPENIAPaToB, OCBEINECHbI JIH? IIpaBun
XpaHEeHUs
JIEKapCTBEHHBIX
CpencTB
11.21. | Cucrema, 3aMeHsIomas paszielieHUe 30H XpaHeHHs, B | IIyHKT 18
TOM YHCJIE TIOCPEICTBOM 3JIEKTPOHHOM 06paboTku IIpasun
JAHHBIX, 0OecIeunBaeT i TpeOyeMbIil YPOBCHb XpaHEHHUS
6€30IIaCHOCTH U BATUAMPOBaHA? JIEKapCTBEHHBIX
CpENCTB
11.22. | AZMHHHCTPATHBHO-OEITOBBIE IOMEMICHAS OTAETIEHE | MyHKT 19
JIH OT 30H XPaHEHH JIEKapCTBEHHBIX IIPeNapaToB? [IpaBun
XpaHeHus
JIEKapCTBEHHBIX
CPELCTB
11.23. | B noMemmenuax u (unm) 30Hax MOAAEPKUBAIOTCS I | MyHKT 21
TEMITEpATYPHBIE PEKUMBI XpaHEHUS, [TpaBun
COOTBETCTBYIOIINE YCJIOBHSM XPAHEHHMs], YKA3aHHBIM | XPaHCHHA
B JIOKYMEHTAIUK, COCTAaBIIIIOMEH PErHCTPAMOHHOE | JICKAPCTBEHHBIX
JIOCKhE JIEKAPCTBEHHOT0 Npenapara’? CPEICTB
11.24. | B noMemenusax 1 (MJIM) 30HAX MOMNEPKUBACTCS JIU TyHKT 21
BIIAXKHOCTH, COOTBETCTBYIONIAA YCJIOBHSAM XpaHeHHs, | [IpaBun
YKa3aHHBIM B JOKYMEHTAIIHH, COCTABIIAIOMIEH XpaHeHHs
PETHCTPALHOHHOE I0ChE JIEKApPCTBEHHOTO JIEKapCTBEHHBIX
npenapara’? CpencTB
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11.25. | OcymecTsnsieTcs U JOKYMEHTAIBPHO YTBEPAIEHA 1 | IHKT 22
HpoIeypa TEMIIEPaTYPHOTO KapTHPOBAHUS JULL IMpaBun
obecrieueHus TpeOyeMBIX YCIOBHH XpaHCHHS XpaHEeHUS
JIEKapCTBEHHBIX NIPETIApaToB B MOMEMIEHUAX (30HaX), | JIEKapCTBEHHBIX
HCIIOJIE3YEMBIX JUIS XpaHEHHS JIEKapCTBEHHBIX CpencTB
IPENapaToB, IPOR3BOAUTE/IMH JIEKAPCTBCHHBIX
npenaparoB?

11.26. | O6opynoBaHue I KOHTPOJIS TEMIICPATyPBI IYHKT 22
pa3sMelnaercs Ju B IIOMEIIEHH (30HaX) B IIpaBun
COOTBETCTBHH C Pe3yJIbTaTaMi TEMIIEPATYPHOTO XpaHeHHs
KapTHPOBAHU, Ha OCHOBaHHMH MPOBEICHHOTO JIEKapCTBEHHBIX
aHAJIK3a U OLIEHKH PHCKOB? CpencTB

11.27. | TemnepaTrypHO€ KapTHPOBAHKE IIOBTOPSETCS JIX B IYHKT 22
COOTBETCTBHH C pe3yJIbTaTaMH aHAIN32 PHCKOB 1 [MpaBun
TP H3MEHEHHIX B KOHCTPYKIIUH IOMEIICHHS (30H) | XpaHEHHA
AIM 060pyIOBaHUA sl KOHTPOJIS TEMIIEPATyPhI? JIeKapCTBEHHBIX

CpeACTB

11.28. | Pe3ynbTaTel TEMIEPATypHOTO KapTHPOBAHUS IYHKT 23
PETHCTPUPYIOTCS JIH B CIIEIHATBEHOM XypHAsIe IpaBun
(kapTe) perucTpany Ha GyMaXXHOM HOCHTENE H XpaHCHHUS
(W) B JIEKTPOHHOM BHJIE €XEIHEBHO, B TOM YUCIIE | JEKapCTBECHHBIX
B BEIXOJHEBIE H IIPa3HHYHBIC JTHU? CPEACTB

11.29. | Xypnan (kapTa) perdcTpaluy XpaHUTCs 1 B OYHKT 23
TEYEHHE JIBYX JeT? IIpaBun

XpaHCHHUS
JIEKapCTBEHHBIX
CpEACTB

11.30. | Pa3paboTas u yTBEpXIEH I KOMILJICKC MeEp, OyHKT 24
HAIPaBJICHHBIX HA MUHMMH3ALHUIO PHCKA [IpaBun
KOHTAMHHAIIM{ MAaTEPHAIOB HITH JIEKAPCTBECHHBIX XpaHeHUS
IIPENaparoB, IPH YCIOBHH COOIIOAEHHS 3AIlIUTHI OT | JIEKAPCTBEHHBIX
BO3JIeicTBHs (hakTOpPOB BHEIIHEH cpenpl? CPEICTB

11.31. | UMmerorcs M JOKYMEHTUPOBAHHBIE MMPOLEAYPHI IO IOYHKT 25
yGopKe noMeIeHuH (30H) I XpaHEeHHs! [IpaBun
JIEKapCTBEHHBIX [IPeNapaToB? XpaHEeHHS

JNIEKapCTBEHHBIX
CPEACTB

11.32. | Otnenka noMemeHuil (BHyTpeHHAE TOBEPXHOCTH IYHKT 25
CTEH, IIOTOJIKOB) JIJI XpaHEHHS JIEKAPCTBEHHBIX [TpaBun
TIpenapaToB JOMyCKAaeT JIA BO3MOKHOCTh XpaHECHHUS
IIPOBE/ICHUS BIaXXHOH YOOPKH H HCKITFOYaeT JIeKapCTBEHHBIX
HAKOIUICHUE ITBUTH? CpEACTB

11.33. | O6opyaoBaHue, HHBEHTaph U MaTepHAITBI IS IIyHKT 25
yGopKH (OYHCTKH), a TAKIKE MOIOIINE K IIpaBun
JNE3NH(UIUPYIOIIIE CPEACTBA XPAHATCH U B XpaHECHHUS
OTAEIBHBIX 30HaxX (mKagax)? JICKapCTBEHHBIX

CpEICTB

11.34. | IToMernenus s XpaHEHUS JIEKapCTBEHHBIX IYHKT 26
IIpenapaToB 00eCIeYMBAOT JIH 3aIIUTY OT [pasun
IIPOHUKHOBEHUS HACEKOMBIX, TPHI3YHOB HIIH APYTHX | XpaHEHMA

JKMBOTHBIX?
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JIeKapCTBEHHBIX
CpeAcCTB

11.35. | ITpemycMOTpeHO I pa3/ielieHie IOTOKOB yHKT 28
HepeMENICHHS JIEKAPCTBEHHBIX IIPErapaToB MEXIY IMpaBun
MOMEIIECHUAMH | (MJTN) 30HaAMH JJIsl XpaHCHHUS XpaHEeHHUs
JIEKapCTBEHHBIX NPENaparoB? JIEKApCTBEHHBIX

CpeAcCTB

11.36. | Cremnaxu (imxadsr) Ais XpaHeHus IEKapCTBEHHBIX | IyHKT 29

IpenapaToB MPOMapKHPOBAHBI JIH? IIpaBun
XpaHEeHHUs
JIEKapCTBEHHBIX
CpeAcTB

11.37. | Umerorcs mu cresnaxHble KapThl, o6ecrevnBaomue | MyHKT 29
UIEHTH(QHUKAIMIO JIEKapCTBEHHEIX MIPEIapaToB B [MpaBun
COOTBETCTBHM C IIPAMEHIEMOH CyOBEKTOM XpaHEHHUs
o6pallieHusl TIeKapCTBEHHBIX IIPENapaToB CHCTEMOH JIEKapCTBEHHBIX
yueta? CpEIICTB

11.38. | IIpuMeHsieTcs JIM BMECTO CTEIUIAKHBIX KapT IMyHKT 29
3JIEKTPOHHAs cUCTeMa 06pabOTKH JaHHBIX C [TpaBun
naeaTH(HKAIMEN TeKapCTBEHHBIX IIPENApaToB IPH | XpaHCHMSA
TIOMOIIH KOJOB? JIeKapCTBEHHBIX

CpencTB

11.39. | ITpeanpuHSATHI X MEPHI H30JIALINH JIEKAPCTBEHHBIX myHKT 30
IIpenaparoB, BHIBEICHHBIX U3 0Opamienus, koTopele | IIpaBmi
rapaHTUPYIOT UCKIIIOUEHHE UX MONAJaHUs B XpaHeHUs
obpamenue? JIeKapCTBEHHBIX

CpEACTB

11.40. | JlexapcTBeHHBIE IPENApATHI, IOAJEKALIAE myHKT 31
IIpeIMETHO-KOJTMYECTBEHHOMY YUeTY, 3a ITpaBun
HCKIIIOYEHHEM HapKOTHYECKUX, IICHXOTPOMHBIX, XpaHEHHUS
CHJIBHOJIEHCTBYIOIIMX U SAOBUTHIX JIEKAPCTBEHHBIX | JICKAPCTBECHHBIX
CPEICTB, XPaHATCS I B METAIUTHYECKAX HIH CpeAcTB
JIEPEBSHHBIX MKadax, OMeYaTHIBAEMBIX HIIH
IOMOMPYEMBIX B KOHIIE pabodero nHs?

11.41. | JlekapcTBeHHbIE IIpENapaThl, COAEpKALIIES IMYHKT 32
HApKOTHYECKHE CPE/ICTBA H IICUXOTPOITHEIE [IpaBun
BEIECTBA, XPAHATCS U B COOTBETCTBHH C XpaHEeHUs
3aKOHOATeILCTBOM Poccuiickoil @enepanuu o JIEKapCTBEHHBIX
HApPKOTHYECKUX CPEJCTBAX U NCHXOTPOIHBIX CpeACTB
BeIecTBax?

11.42. | XpaHeHne NeKapCTBEHHBIX IIPENapaToB, IYHKT 33
CoZlepKaluX CHIbHONCHCTBYIOMHKE U STOBUTHIC ITpaBui
BEIIECTBA, HAXOASINUXCS MOJ KOHTPOJIEM B XpaHCHHUS
COOTBETCTBHH MEXIYHAPOAHBIMH IIPABOBBIMH JIEKapCTBEHHBIX
HOpMaMH, OCYIIECTBIIIETCS JIM B IIOMEIICHUSX, CpeACTB
060pyIOBaHHEIX HHKEHEPHBIMH H TEXHUYECKAMU
CpeICTBaMM OXPaHbl, aHAJIOTHYHBIMH
IpeayCMOTPEHHBIM JUIA XpaHEHUS HAPKOTHYECKHX U
IICHXOTPOIHBIX JIEKAPCTBEHHBIX CPENCTB?

11.43. | OGecnieunBaeTcs 1M OXpaHHAs CACTEMA, IYHKT 35

IO3BOJISIIOIAS NMPEIOTBPAIATh HCIIPAaBOMEPHOE
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IIPOHHKHOBEHHE B JIFOOBIE ITIOMEIEHHS (30HBI) I ITpaBun

XpaHeHHs JIEKapCTBEHHBIX MIPENapaToB? XpaHEeHUs
JIeKapCTBEHHBIX
CpEACTB

11.44. | O6opyznoBaHue, OKa3bIBaIOIIEE BIHIHHE HA IIYHKT 36
XpaHeHHE U (WJIM) IEPEBO3KY JIEKAPCTBEHHBIX IIpaBun
[IperapaToB, CIIPOEKTHPOBAHO, PAa3MEIIECHO H XpaHeHus
00CITy)KMBAETCS JIM COTIACHO JOKYMEHTAINH 110 €r0 | JIEKApCTBEHHBIX
HCIIONIL30BAHHUIO (PKCIUTyaTaIyy)? CpenCTB

11.45. | O6opynoBanue, OTHOCSILIEECS K CPENCTBAM IIyHKT 38
U3MEPEHHH, 0 BBOJIa B SKCIITYaTallHIO M IIOCTIE [TpaBun
PEMOHTA TIOIEXHT JIU IEPBUYHOH NIOBEPKE M (MIHM) | XpaHEHHS
KaIMOpOBKE B COOTBETCTBHH C TpeOOBAHUAMH JIEKapCTBEHHBIX
3aKoHozaTeNbcTBa Poceniickoit Penepanuu 06 CpEencTB
obecrieyeHnH €IMHCTBA H3MEPEHHUI?

11.46. | O6opyznoBaHHUEe, OTHOCSILEECS K CPENCTBAM OYHKT 38
HU3MEpEeHHH, MOJUIEXKUT JIU B IIpoIecce [paBun
9KCIUTyaTalliK IIEPHOMIECKOH IOBEPKE M (HITH) XpaHeHus
KaJIHOPOBKE B COOTBETCTBUH C TPEOOBAHUAMH JIEKapCTBEHHBIX
3akonoAaTenscTBa Poccuiickoit @enepanuu 06 CpencTB
o0ecIieYeHHH eJHCTBA H3MEPEHUH?

11.47. | PaspaGoTan u yTBepxIeH Ji rpadhuK peMoHTa, HyHKT 39
TEXHHYECKOTO 0OCITyKHBaHHUS, TOBEPKH U (MITH) IIpaBun
KanuOpoBku 000pyOBaHUA? XpaHEHHS

JICKapCTBEHHBIX
CpEeACTB

11.48. | PemoHT, TeXHHYECKOE 0OCITYKUBaHKeE, IOBEPKA U IYHKT 39
(unm) kaMGpoBKa 000OpyHOBaHNs He OKa3biBatoT i | IIpaBui
HETAaTHBHOTO BO3ICHCTBUSA HAa KAYECTBO XpaHeHUs
JIEKapCTBEHHBIX NIpENapaTos? JIEKapCTBEHHBIX

CpEelCTB

11.49. | JlekapcTBEeHHBIE IperapaThl pa3MEIIECHBI I Ha IyHKT 48

cTeJUTaXKax WM NOJIOHaX? [Mpasun
XpaHEeHUs
JIeKapCTBEHHBIX
CpeCTB

11.50. | He momyckaetcs 1y pa3MeLICHUE ITOAIOHOB C IyHKT 48
JIEKApCTBEHHBIMH IIpeTiapaTaMy B HECKONBKO psAnoB | IIpaBmi
110 BEICOTE 0€3 UCIIOIB30BaHNS CTEITaXeH? XpaHeHUs

JIeKapCTBEHHBIX
CPENCTB

11.51. | JlekapcTBeHHBIE Mpemaparsl pasMEIAlOT JH B | MyHKT 49
noMemeHuax u (wim) 3o0HaX U1 XpaHeHus | Ilpasun
JIEKapCTBEHHBIX IIPENapaToB B COOTBETCTBHH C | XpaHEHHUS
TpeGOBaHMSIME HOPMAaTHBHOM TOKYMEHTAUUK U (MJH) | JIEKAPCTBEHHBIX
TpeOOBaHMSMM,  YKa3aHHBIMH  Ha  YIIAaKOBKE | CPENICTB
JIEKApCTBEHHOr0 IIperapara, C Y4YeToM (H3HKO-

XMMHYECKHX CBOMCTB JIEKapCTBEHHBIX IIpeNapaToB?

11.52. | JlexapcTBeHHBIe mpemapaTsl pasMEINalOT JH B | HyHKT 49
noMelmeHusix H (wid) 30Hax Juid  xpaHeHus | [Ipasmn
JIEKApCTBEHHBIX IIPENapaToB B COOTBETCTBHM _C | XpaHCHUS
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TpeGOBAHUAMY HOPMATHBHOMN JOKYMEHTAIMH | (WJIH) | IEKapCTBEHHBIX
TpeGOBaHUSIMH,  yKa3aHHBIMH  Ha  YMaKOBKE | CPEICTB
JIEKapCTBEHHOTO npenapara, c y4eTOM
¢apMaKoJIOrMYecKHX Ipymn?

11.53. | JlexapcTBennble npemapaTsi pasMemialoT M B | MyHKT 49
moMeleHusIx W (WiM) 30HaX I XpaHeHus | IIpasun
NIEKapCTBEHHBIX IPENaparoB B COOTBETCIBHH C | XpPaHECHHS
Tpe6OBAHMSIMHA HOPMATHBHOM JOKYMEHTAIIMH U (WJIH) | I€KapPCTBEHHBIX
TpeOGOBaHUsSMH,  YKAa3aHHBIMM  Ha  YIIaKOBKE | CPEJICTB
JIeKapCTBEHHOro Mpemapara, € yd4eToM crocoba
BBEJIEHHs JICKAPCTBEHHBIX [TpenaparoB?

11.54. | XpaHeHHe OrHEONACHBIX M B3PHIBOOTIACHBIX myHKT 51
JIEKApCTBEHHBIX TPENapaToB OCYLIECTBIACTCS JIU [TpaBun
BJIAJIM OT OTHS M OTONUTEIIBHBIX MPHOOPOB? XpaHEeHUs

JIEKapCTBEHHBIX
CpENCTB

11.55. | UckimrodeHo I MEXaHUYEeCKOE BO3AECHCTBHE HA myHKT 51
OTHEOMNACHEIE U B3PHIBOOIIACHBIE JIEKAPCTBEHHBIC [pasun
TIpenaparsl, B TOM YHCIIE BO3JEHCTBHE MPSIMBIX XpaHeHus
COJIHEYHBIX JIydel U yaaphl? JIeKapCTBEHHBIX

CpencTB

11.56. | JlexapcTBeHHBIE Mpenapatsl, TPeGYIOIME 3alTHTEI OT | MYHKT 52
BO3/ICHCTBHS CBETA, XPAHATCH JIM B HoMeleHusX uwim | [Ipasun
crenuansHo 000pyIOBaHHBIX 30HaX, XpaHeHUs
00€eCIIeYnBAOIIMX 3AIUTY OT MONAaNAHUS Ha JIEKapCTBEHHBIX
yKa3aHHEIE JIEKapCTBEHHBIE IIPEIapaThl IPSIMBIX CpeACTB
COJTHEYHBIX JTy4eH?

11.57. | IIpu oTrpy3Ke JEKapCTBEHHBIX IIPENApaTOB TMyHKT 54
OTITYCKAIOTCS /I B IIEPBYIO OUepenb NekapcTBeHnble | [IpaBun
TIpenapaTsl ¢ MEHBIINM CPOKOM I'OJXHOCTH? XpaHEeHUs

JIEKapCTBEHHBIX
CPEACTB

11.58. | JlekapcTBeHHEBIE IIpeNApaTh, IPEJHA3HAYECHHBIE Ul | MYHKT 55

YHHYTOXEHHS, IPOMapKUPOBAHEI JIH? [MpaBun
XpaHeHHs
JIEKapCTBEHHBIX
CPEZCTB

11.59. | JlexapcTBeHHEIE IIpeNapaTs, NpeJHa3HAYECHHBIE Ul | IYHKT 55
YHHYTOKEHHSI, M30JMPOBAHBI JIH OT IEKApCTBEHHBIX | [IpaBm
TIpenapaToB, AOMYIIEHHBIX K 00paIleHHIO? XpaHeHus

JIEKapCTBEHHBIX

CpELCTB

12. | IlepeBo3Kka jieKapCTBEHHBIX NPENapaToB AJIsi MEIHIHHCKOI0 IPHMEHEHHUS
[Ipasuna HaJIeKalIel TPAaKTHKH XPaHEHHs! H IIEPEBO3KH JIEKAPCTBEHHBIX IIPETIapaToB UL
MEIHIMHCKOTO IPUMEHEHH)S, YTBEPXKACHHBIE IIPUKa30M MHHHCTEPCTBA 3IpaBOOX PAHECHHS
Poccuiickoit ®emepanmum ot 31 asrycra 2016 r. Ne 646H (3aperncTpHpOBaH B
MunnrcTepeTBe focTHnud Poccumiickoit eneparmu 9 sHaps 2017 T, perucTparoHHbIH
Ne 45112) (manee — IIpapusia xpaHeHus JIGKAPCTBEHHBIX CPEICTB)
12.1. | [lepeBo3ka 1eKapCTBEHHBIX MPETApaToB OyHKT 57

COTIPOBOXKIAETCS JIM JOKYMEHTaMH B cooTBeTcTBMU | [IpaBmi

XpaHeH!s!
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¢ TpeGOBaHUSIMH 3aKOHOAATENbCTBA PoccriickoH JIeKapCTBEHHBIX
Deneparun? CpEACTB
12.2. | Muadopmarus o nepeBo3Ke JICKapCTBEHHBIX IIyHKT 58
TIpenapaToB GUKCHpYETCs JH TakuM 06pasom, 4tolsl | ITpaBun
o6ecreunTh KOHTPOIb UX MEPEMEIICHU? XpaHEHUS
NIeKapCTBEHHBIX
CpPELCTB
12.3. | IlmanupoBaHue EPEBO3KH JICKAPCTBEHHBIX myHKT 60
IpeNapaToB OCYINECTBIAETCS I Ha OCHOBaHHH [paBun
IPOBEICHHOTO aHAIN3a U OLEHKH BO3MOXKHBIX XpaHeHHUs
pHUCcKOB? JIEKapCTBEHHBIX
CPEICTB
12.4. | PazpaboTaH U yTBEPXKIEH JIU MIOPSIOK MyHKT 61
MH(OPMHPOBAHNUS O BEIABICHHBIX B IIPOLECCE [MpaBun
IIEPEBO3KH JIEKApCTBEHHOTO IIpemapara Cirydasx XpaHeHus
HapylIeHHS TEMIEPATypPHOTO PEXUMA XPaHEHHUS U JIEKapCTBEHHBIX
(WNH) TOBPEXICHUS YIIAKOBKH? CpencTB
12.5. | o 3ampocy mosy4aTesis JIeKapCTBEHHBIX IPENapaToB | MyHKT 61
IPENOCTABISIOTCS JIX CBEACHHS O COOMIOICHUH [paBun
TEMIIEPATyPHOTO PEXKKUMA IIPH NEPEBO3KE XpaHeHHus
JIeKapCTBEHHBIX IIPENapaToB? JIeKapCTBEHHBIX
CPEACTB
12.6. | Jlns mepeBO3KH JIEKaPCTBEHHBIX MPEMapaToB IYHKT 62
HCIIOJIB3YIOTCS JIX TPAHCIIOPTHEIE CPECTBA U [MpaBun
o6opyaoBaHKe, 00ecednBaOINKe COOONCHHE UX XpaHeHus
KauyecTBa, 3QPEeKTUBHOCTH U 6E30MaCHOCTH? JIEKapCTBEHHBIX
CpEACTB
12.7. | IIpu mepeBo3ke TepMOIaOMIBHBIX JIEKAPCTBEHHBIX IYHKT 62
TIpenapaTos MCIIONB3YeTCs JIH CelHalu3nposantoe | [IpaBun
obopymoBaHue, 06eCIeYHnBAIOIIEe MOJICPKaHIe XpaHeHus
TpeGyeMBIX TeMIIepaTypHBIX PEXKHMOB XpaHEeHHsI JIeKapCTBEHHBIX
JIEKAPCTBEHHBIX NIPENaparoB? CpeICTB
12.8. | XnamoaneMeHTH B U30TEPMHYECKUX KOHTEHHEpaxX IyHKT 63
Pa3sMEIAIOTCS JIH TaKUM 06pa3oM, YTOOEI [TpaBun
OTCYTCTBOBAJ HPSMOI KOHTAKT C JIEKAPCTBCHHBIMU XpaHEeHus
npenapaTramu? JIEKapCTBEHHBIX
CpeAcTB
12.9. | He pomyckaeTcs 11 MOBTOPHOE HUCIIOIb30BaHUA MYHKT 63
HEJIOCTaTOYHO OXJIAXIECHHBIX U (HJIH) [TpaBun
IIOBPEXKICHHBIX XJIaJ03IEMEHTOB? XpaHeHHus
JIEKapCTBEHHBIX
CPEACTB
12.10. | ITpoBoauTes My nEepBUYHAS U MOCJIEYIOmMas OCIe ImyHKT 64
pPEMOHTA HOBEpKa 000pyJOBaHHUS, OTHOCAIIET0Cs K ITpaBun
Cpe/CTBaM H3MEPEHHs, yCTaHOBJICHHOIO BHYTPH XpaHEeHUS
TPAHCIIOPTHOTO CPE/ICTBA UIIH B KOHTEHHEPE, JNIeKapCTBEHHBIX
HCIOJIB3YEMOTO JUI KOHTPOJIA M MOJIepKaHus CpencTB
TEMIIEPATYPHOTO PEXHMA B IIPOLECCE MEPEBO3KH
JIEKAPCTBEHHBIX IPENapaToB?
12.11. | ITpoBomuTes 1 meproardecKas nopepka  (UIIH) myHKT 64

KaJIPI6p0BKa O60pyIIOBaHI/I$I, OTHOCAIIETOCH K




352

cpelcTBaM W3MEPEHHIH, YCTAHOBICHHOTO BHYTPH [MTpasun
TPAHCIIOPTHOTO CPE/ICTBA WM B KOHTCHHEPE, XpaHCHHUs
HCHOJIB3YEMOTO ISl KOHTPOJIS U IOUIepIKaHU JIEKapCTBEHHBIX
TEMIIEPATyPHOTO PEXKUMA B IIPOIIECCE EPEBO3KU CpeAcTB
JIEKApPCTBEHHBIX TIpenaparos?

12.12. | JlekapcTBeHHBIE IIpENIapaThl JOCTaBIAIOTCA JIM 110 IYHKT 65
azpecy, yKa3aHHOMY B TOBapOCOIIPOBOJUTENIBHEIX [MpaBui
JIOKYMEHTax? XpaHEHHUs

JieKapCTBEHHBIX
CpEACTB

12.13. | TpancnopTHas Tapa, B KOTOPO¥ IEPEBO3ATCA IyHKT 68
JIEKApCTBEHHBIE IIPENapaThl, HE OKa3bIBACT JIH [MpaBun
OTPHIIATENFHOTO BIMAHHUA HA UX KAa4eCTBO, XpaHeHHUs
30 PeKTHBHOCTH ¥ 6€30I1aCHOCTD? JIEKapCTBEHHBIX

CpENCTB

12.14. | JlexapcTBEeHHBIE IIPENAPATHI IEPCBO3ATCS JTH B IYHKT 68
TPaHCIIOPTHOM Tape, KoTopas obecneqnBaecT IIpaBun
HAJIEKHYIO 3alllUTy OT BO3AEHCTBHA (aKTOpOB XpaHeHUs
BHEIOHEU cpejbl? JIEKApCTBEHHBIX

CpeACTB

12.15. | BE160p TPaHCIIOPTHO# Tapkl, YIIAKOBKH OCHOBBIBA€TCS | MYHKT 69
JE Ha YCTAHOBJNEHHBIX TpeGOBaHMAX K ycnoBusM | IIpaBun
XpaHEHHs U IEPEBO3KH JEKapCTBEHHBIX MPENapaToB? | XpaHCHHS

JIEKapCTBECHHBIX
CpEACTB

12.16. | BriGop TpaHCTIOPTHOH Taphl, yIaKOBKH IYHKT 69
OCHOBBIBAETCS I Ha 00beMe, KOTOPBIA HYXEH JJIs [TpaBun
pasMelleHHs ICKapCTBEHHBIX MPenapaTos? XpaHCeHHUs

JIEKapCTBEHHBIX
CpEACTB

12.17. | BeiGop TpaHCIIOPTHOM Taphl, yIIAKOBKH IyHKT 69
OCHOBLIBAETCS JI Ha KOJIeOaHUAX TeMIIEpaTyphl [IpaBun
OKpy>xaromieii cpesnl? XpaHEHHUs

JIEKapCTBEHHBIX
CpeACTB

12.18. | BriGop TpaHCIOPTHOM Taphl, YIIAKOBKH OYHKT 69
OCHOBBIBAETCS JIM HA JJIUTEIIBHOCTH IIEPEBO3KH, ITpaBun
BKJTIOYas BO3MOXHOE IPOMEXKYTOUHOE XPaHCHHE XpaHeHus
JIeKapCTBEHHBIX IIpeNapaToB? JIEKapCTBEHHBIX

CpEeACTB

12.19. | TpancnopTHas Tapa ¢ IEKAPCTBEHHBIMHU nyHKT 70
npenapaTamMi B IIpoLiecce MPHEMKH JeKapcTBeHHbIX | [IpaBun
IpenapaToB nepel NePeMEIICHEEM B IIOMEIICHHS B | XpaHEHHUs
(4mM) 30HYy XpaHCHHS OYUINACTCS JIHM OT BU3YAILHOTO | JICKAPCTBEHHBIX
3arps3HEHUA? CpEJICTB

12.20. | Ha TpascmoptHyto Tapy, KOTOpas He Npe/lHa3Hadena | IyHKT 71
IS IoTpebuTenelt ¥ B KOTOPYIO TOMEIIEHbI [TpaBun
JIeKapCTBEHHBIE ITPENapaThl, HAHOCATCS: XpaHeHUs

JIeKapCTBEHHBIX
CpEACTB
HalMEHOBaHHE JIEKapCTBEHHOT O Ipenapara? myHKT 71




IIpaBun
XpaHeHHs
JIEKapCTBEHHBIX
CpeIcTB

cepHsl JIEKapCTBEHHOro Ipenapara?

nyHKT 71
IIpaBun
XpaHEeHHUs
JIEKapCTBEHHBIX
CpeACTB

JiaTa BeITycKa?

myHKT 71
[IpaBun
XpaHEHUs
JIEKapCTBEHHBIX
CpeAcCTB

KOJIAYECTBO BTOPUYHBIX (IOTPEOHTENBCKHX)
yIaKOBOK JIEKAPCTBEHHOTO mpenapara?

nyHKT 71
ITpaBun
XpaHeHHs
JIEKapCTBEHHBIX
CpEICTB

HaMMEHOBaHHE U MECTOHAXOXICHHE (aApec)
IIPOM3BOIHMTEIS JIEKAPCTBEHHBIX PEMNAapaToB?

myHKT 71
IIpaBun
XpaHEHHs
JIEKapCTBEHHBIX
CpELCTB

CPOK TOIHOCTH JIEKapCTBEHHBIX NPENapaToB?

IMyHKT 71
[IpaBun
XpaHCHHUs
JIEKapCTBEHHBIX
CPENCTB

yCJIOBHSA XPAHEHHs JIEKAPCTBEHHBIX PENapaToB?

myHKT 71
[IpaBun
XpaHEHHUS
JICKapCTBEHHBIX
CpeJICTB

YCIIOBHS IIEPEBO3KH JIEKApCTBEHHEIX IIPENapaToB?

myHKT 71
IIpaBun
XpaHeHUA
JeKapCTBEHHBIX
CPELCTB

IpeAynpeauTebHbIEC HAIUCH?

myHKT 71
[IpaBun
XpaHEeHHUs
JIEKapCTBEHHBIX
CPEeACTB

MaHMITYJISTOPHBIC 3HAKH?

myHKT 71
IIpaBui
XpaHeHHS
JIEKApCTBEHHBIX
CpEICTB




354

12.21 | He momyckaercs jin KCmoib30BasHe NPUOOPOB, myHKT 88.
KOTOpPEIE HE COOTBETCTBYIOT KPUTEPHUIM (3.41)
KanOpoBKH? [IpaBun

opraHu3alyi
TIPOM3BOZCTBA

12.22 | B moMerieHns (30HBI) LI XpaHEHHs TEKAaPCTBEHHBIX | IyHKT 27
IIPenapaToB He JOIMYCKAIOTCS I JuIa, He uMeromue | Ilpasun

IIpaBa JOCTYIIa, ONPEAEIEHHOrO CTAHAAPTHBIMU XpaHeHus
OIIEpALIHOHHBIMHA HPOLETyPaMu? JIEKAPCTBEHHBIX
CpelCTB

(normxHOCTh ¥ MO JOIDKHOCTHOTO JIULIA, 3aTIOTHUBILEr0 NPOBEPOYHbIH JIUCT, IOAIHCE, Jara)

(momxHOCTS ¥ ®UO [0IDKHOCTHOTO JIHIIA OPHANIECKOT0 JIMIA, IPUCYTCTBOBABIIETO NPY
3aII0JIHEHHMH TIPOBEPOUHOTrO JIUCTA, NIOIHNCE, JaTa)




