ITpunoxxenue Ne 1
K npukazy DenepansHoOi ciyxObI
10 Haa3opy B cepe 34paBoOXpaHEHUS

oT IO LAY Ne 70945

®opma

IIpoBepo4HbIi JauCT
(cmHCcoK KOHTPOJILHBIX BONIPOCOB),
ucnoJib3yemblii @eaepanbHoil cay:x00il mo Haaszopy B chepe
3APaBOOXPAaHEHHs U ee TEPPHTOPHAIBHBIMH OPraHaMH NPH NPOBeJIeHHH
IJIAHOBBIX NMPOBEPOK NMPH OCYUIECTBJICHHH rOCy1apCTBEHHOr0 KOHTPOJIS 32
oOpaieHHeM MeANIAHCKHX H3eIHii
(coOmonenne 00s3aTebHBIX TPEOOBAHMI NPH NPOBEACHHH TEXHAYECKHX
HCIbITAHNH, TOKCHKOJIOTHYECKHX HCCJIeJOBAaHUH MeJHIIHHCKUX H3eJHii)

(HaHMEHOBAaHHE OpraHa, OCYIIECTBIIIIOMEro JIAHOBYIO IIPOBEPKY)

1. Bua rocymapcTBeHHOro KOHTpOJS (HaA30pa) IOCYHapCTBEHHBIH KOHTPOJb 3a
oOpalleHueM MeIUIMHCKUX H3eHi

2. TIlpemmer 1UIaHOBOM TPOBEPKH IOPHOWYECKHX JIML W HHAWBHAYaJIbHBIX
npeANpUHAMaTeNe orpaHudMBaeTCs 00s3aTeNbHBIME TPeOOBAHUAMH, COOJIOAEHHE
KOTOPHIX SIBJISE€TCS Haubosiee 3HAUUMBIM C TOYKH 3PEHHS HEIOMYIIEHUS BO3HUKHOBEHHS
yIpo3bl IPUYMHEHWs Bpela JKHU3HH, 3IOPOBBIO TpaXk[JaH, H3JIOXKEHHEIMH B (opme
TIIPOBEPOYHOTO JIKCTA (CIIUCKOB KOHTPOJBHEIX BOIIPOCOB).

3. HaumeHOBaHMe opUAM4YecKoro Jymna, GpamMmins, UMs, OTYeCTBO (TIPH HATHYHH)
WHIVBUYAJIBHOTO TIPeATPUHAMATEIS:

4. Mecto mpoBe[eHMs IJIAHOBOM IIPOBEPKU C 3allOJHEHHEM IIPOBEPOYHOrO JHCTA:

5. PexBU3HUTEHI IIpHKa3a O IIpOBCACHUH TIAHOBOH ITPOBCPKU: OT

Ne

6. YdeTHBI HOMEp NpPOBEPKU U Jjata NPHUCBOSHUSA YYETHOTO HOMepa HpOBepKPI B
EnunoM peectpe npoBepok: -

7. JIOJIKHOCTB, (paMUNKS U HHULIUAB! JOJDKHOCTHOTO JIMIA (JIHL), POBOIAIIETO(HX )
IUIAHOBYIO NIPOBEPKY:

1. ;

2. ;

8. IlepeueHb BONIPOCOB, OTPAXKAIOIIUX COJIepKaHUe 00s3aTeNbHBIX TpeOOBaHMiA, OTBET
Ha KOTOpBIE OJHO3HAYHO CBHUAETENLCTBYET O COONIOACHWHM MIH HECOOIIONeHUH
IOPHIUYECKUM JIULIOM, HHAUBH Y aJbHBIM [IpeAIpUHIMATENIEM 00s3aTeNIbHBIX TpeOOBaHMIA,
COCTaBIIAIONIUX MPeAMET IPOBEPKHU:




JHIBOJT O BBIMIOJTHEHHH TPpeOOBaHU

Ne | Borpocsl, oTpaxkaromue cofepxaHie PexBH3KUTEI HOPMAaTHBHOTO
n/m obs3aTenbHBIX TpeOoBaHHIH MpaBOBOTO aKTa, ¢ na HeT He
yKa3aHHEM HX CTPYKTYpPHBIX TIPHMEHHMO
€IMHULI, KOTOPBIMHU
YCTaHOBJIEHBI 00s3aTe/IbHbIe
TpeboBaHus

1. [MMeetcs nu y npoBepaeMoit myHKT 2 Ilopsaka npoBeneHus
OpraHM3alyy, IPOBOAsIIei OLISHKH COOTBETCTBHS
TEXHUYECKHE UCTIBITaHHU, MEIULMHCKUX H3NENHH B hopMe
TOKCHKOJIOTHYECKHE HCCIIEIOBAHHA  [TeXHHYECKHX HCTIBITAHHMI,
MEIULIMHCKUX U3/eNuit (nanee no TOKCHKOJIOr HYECKUX
npunoxeHuo Ne 1 — nposepsemas HCCIIeIOBAHUMH, KIIMHUYECKHUX
OpraHu3alys), aTTecTar WCTIBITAHUH B LIeNAX
aKKPEAUTALUH, BHIIAHHBIH roCyapCTBEHHOM perucTpaniu
DenepanbHOHR ciyx60ii Mo MEAMLIMHCKUX M3JeNUH,
aKKpEAUTALUH? YTBEP>KACHHOTO IPHKa30M

Munsapasa Poccun ot 09.01.2014
Ne 21! (nanee — IMopsanok)

2. |Hmeercs i1 y npoBepsaeMoit myHKT 4 [lopsanka
OpraHHM3anuy 06/1acTh aKKpeIUTALUH
UTS TPOBEJCHUA UCTIBITAHUIH
MEIULIMHCKUX H3IeIuid?

3. [IIpoBeneHs Jiu B ONHOM K myHKTeI 13, 33 Tlopsanaka

IOCTaTOYHON MEpEe B COOTBETCTBHHU CO
CBEICHHAMY, YKa3aHHBIMH B
ITEXHHYECKOH M 3KCILTyaTalMOHHOM
[IOKyMEHTALUH POU3BOAUTEIS
MCIBITAHUA MEIULIMHCKHX H3aenuit
MpoBepseMOii opraHuzanueii?

! 3apeructpuposan B Musiocte Poccun 03.04.2014, perncrpanmonssrit Ne 31813
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[Tpunoxxenue Ne 2
K mpuka3y ®enepanbHoit ciry 061
TI0 Haa30py B cdepe 30paBOOXpaHECHHUS

OT L0, 14, At Ne 70 45

®opma

ITpoBepouHbIi JIHCT
(cnHCcoK KOHTPOJILHBIX BOIIPOCOB),
Hcnogabdyemblii @enepaabHoil cryx00i o Haa30py B chepe
3ApaBOOXPaHEHHS U €e TEePPHTOPHAJIBLHLIMH OpraHaMH NPH NPOBEJCHHH

| IJIAHOBLIX NIPOBEPOK NPH OCYIIECTBJICHHH rocyIapcTBEHHOr0 KOHTPOJIA 32
| o0pameHneM MeAHIHHCKHX H3eTHH

| (cob/moaenne 00s13aTe/ILHBIX TPeOOBAHUH NPH NPOBEAEHHH KIHHHYECKHX
i HCNBITAHHH MeAHIIHHCKUX H3e/Ini)

|

(HaMEHOBAaHHUE OpraHa, OCYIIECTBILIIOIETO ITIAHOBYIO IPOBEPKY)

1. Bux rocymapcTBeHHOro KOHTpOJsS (HaA30pa) IOCydapCTBEHHBIM KOHTpOIb 3a

O6paIIICHI/IeM MEANLMHCKUX H3/IeINH

2. HpeﬂMeT IJTAHOBOH IIPOBEPKA OPHUIAUYCCKUX JIML HW HHAWBUAYAJIBHBIX

IpelnpHHAMaTened OrpaHMYMBaeTCs O00s3aTeNbHEIMHA TPeOOBaHUSAMHE, COOJIOJCHHUE
KOTOPBIX SBIsIeTCs] Haubosee 3HAUMMBIM C TOYKH 3peHHs HENOMYIIEHHS BO3HHKHOBEHUS
Yyrpo3bl HpPUYMHEHHS Bpela JKU3HM, 3[0POBBIO TIpaXIaH, W3JIOXKEHHBIMA B (opMe

IIPOBEPOIHOr'O JIACTA (CHI/ICKOB KOHTPOJIBHBIX BOl'IpOCOB).

3. HaumeHOBaHMe IOpHAMYECKOrO JIHIA, (aMIIHs, UM, OTIECTBO (TIPH HAIWYKH)

4. Mecto INPOBCACHHUA TJIAHOBOM IIPOBEPKHU C 3AIMIOJIHCHHEM MMPOBEPOYHOIO JIUCTA:

5. PexBU3UTEI IpHKa3a O NPOBENEHNH IIaHOBOH IIPOBEPKHU: OT

Ne

6. YueTHBIM HOMEp IIPOBEPKH M JaTa NPHUCBOSHHUS YYETHOrO HOMEpPA MPOBEPKH B
EnuHoM peecTpe mpoBepok:

7. JOmKHOCTE, (paMUIKA ¥ HHULMAIB! JOJDKHOCTHOTO JIHLA (JIUL), IIPOBOAAIIEro(1X)
IUTaHOBYIO TIPOBEPKY:
1.

2.

8. Ilepeuens BONIPOCOB, OTPaXKAFOIIHX COAEPKaHUE 00S3aTeNBHBIX TpeGOBaHH A, OTBET

Ha KOTOPBI€ OIHO3HAYHO CBHICTCIBCTBYET O CO6J'IIO)ICHI/II/I nin HCCO6JIIO,II€HI/II/I
IOPHANICCKAM JIMIIOM, HHANBUAYaJIBHBIM IIPEAIIPUHUMATETIEM 00513aTeNIbHBIX TpC6OB8HPIﬁ,

\

|

|

i
HHAUBUYAIIBHOTO IIPECAIIPHHAMATECIIA:
COCTABIIAIOIINX IMPEAMET MPOBEPKH:



Bonpocel, oTpaXkaroLye cojiepKaHue
00s3aTenbHbIX TpeOoBaHUit

PexBu3HTHI
HOpMaTHBHOTO NPaBOBOIO
aKTa, C YKa3aHHeM HX
CTPYKTYPHBIX €HHHLI,
KOTOPBIMH YCTAHOBJIEHBI
00s13aTeNbHEIE
TpeboBaHuUA

BbIBOA O BBINOJHEHHH
TpeOOBaHMIA

HET HC
[IPAMCHHUMO

Ja

HOFOBOpBI, 3aKJIFOYCHHBIC C 3aABUTCIIAMHA
Ha [TPOBCACHNC KIIHHHYCCKUX HCIIbITAHMH]
MEIULMHCKHUX W3IeTHi

1.1

Hmeetcs nmu noanvcanHoe
COrTAIICHHE MEXAY
pykoBoauteneM(amu)/
HCCIIeIOBATENIECKHM LIEHTPOM(aMU) H
OpraHH3aTOPOM TMPOBEACHHS
KJIMHHYECKHX UCTIBITAHUI
MEIULMHCKUX H3AeTHit?

nyHkT 2 [Topsanka
IpOBeIeHUs OLIEHKH
COOTBETCTBMS MEIULIMHCKHX
uspenuii B popme
TEXHUYECKUX HCTIBITAHUMH,
TOKCHKOJIOTHYECKHUX
UCCIIEA0BaHHH, KITMHU4ECKUX
HCTIBITaHUH B LeJIX
rocyapCTBEHHOM
PErucTpaLii MEAULIMHCKUX
H3IeJINi, YTBEPKIECHHOrO
npukasom Munzgpasa Poccuu
o1 09.01.2014 Ne 21 ! (nanee
— Iopsimoxk)

MyHKTH 5.9, 8.2.1, 8.2.2,
HarmponanbHOro crangapra
Poccuiickoii ®enepauun
I'OCT P UICO 14155-2014
«Knunuveckue
ucciaenoBanus. Hapnexamas
KJIMHUYECKAs MIPAKTHKa,
NIPYHATBIA U BBEICHHBIH B
IEeHCTBHE NIPUKA30M
@denepanbHOro areHTCTBa 0
TEXHHYECKOMY
PeryJIMpOBaHUIO U
Mmetposoruu ot 04.06.2014 Ne
497-c1.? (nanee - TOCT P
HCO 14155-2014)

12

[Moarmucano 1 cornamenue odenmMu
CTOPOHAMHM MEXKIY 3asBHTENEM Ha
NPOBEHECHHE KITHHUYECKUX HCIIBITAHHM
M MEAULIMHCKOM OpraHu3aumeii?

nyHKT 2 ITopsaka MyHKTBI
5.9,8.2.1TOCT P HCO
14155-2014

1.3

Hmerores i puHAHCOBBIE
COrIallleHHs MEXIy 3asBHTeIeM Ha
NpOBeIeHUEe KIIMHUYECKUX HCITBITAHUH
MEIHIMHCKUX H3JEeIui U
MEIULIMHCKOM OpraHu3auueii?

nyHkT 2 [Topsiaka, myHKTBI
8.22TOCT P HUCO 14155-
2014

! 3aperucTpupoBan B Mustocte Poccuu 03.04.2014, peructpanmonssii Ne 3181
2 Cranpaptuadopm 2014
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1.4

Hmeercs mu yBenomiieHue
KOHTPOJIUPYIOLIUX OPraHoB OT
[JIaBHOT'O UCCJICAOBATENS WIH
3asBHTEINS Ha TPOBEACHUE
KJIMHUYECKHUX UCTIBITAHUHN
MEIHLMHCKHX H3AETHil O 3aBepIICHUH
KIMHUYECKHUX UCCNIEIOBaHUMH?

nyHKT 2 Ilopsnka, myHKT
6.8.1 TOCT P UCO 14155-
2014

JIOKyMEHTBI 110 CTPaxOBaHHUIO PHUCKA
NPHYHHEHHS Bpea XU3HH, 30POBLIO
cy0beKTaM KIIMHUYECKUX HCTIBITAaHHH
B pe3yJibTaTe UX NPOBENCHHS

2.1

Hmerorcs u cTpaxoBblie cepTH(HUKATH
y CyOBEKTOB KIIMHHYECKHX UCTIBITAHMM
MEAULITHCKUX H3IEITHA?

nyHKT 2 [lopsiaka, MyHKTBI
4.3, 4.5.2, myHkT 8.2.2,
I'OCT P UCO 14155-2014

JloKyMeHTBI, HOATBEPIKAAIOLIHE
Ha3HAYeHHE OTBETCTBEHHBIX
HCCIleIoBaTelNei, COHCCIenoBaTee u
pacrpezneneHue HX 0013aHHOCTEH

3.1

HmMeercs i B MeIUITHHCKOM
OpraHu3alivH, NPOBOJAIIEH
KIMHWYECKHE HCTIEITAHHS
MEIULMHCKHX H3JEIUi, pestome
PYKOBOJIMTEIS UCIIBITAHHA:
aKTyajpHas BepCHs, IOAIHCAHHAS, C
yKa3aHHeM JaThl?

myHKT 2 ITopsiaka, IyHKTEI
4.5.2,9.2,D.13 'OCT P UICO
14155-2014

32

Hwmeercs nmu B MeauLMHCKOM
OpraHu3alyy, TPOBOASILEH
KJIMHHYECKHE UCTIBITAHHSA
MENHLIMHCKUX U3MENUi pestoMe
KJIIOYEBBIX YWICHOB KOMAH/IbI B
HCCIIEIOBATENCKHX LIEHTpAX,
aKTyanbHbI€, OAMHCAHHBIE, C
YKa3aHHEM JaThl?

myHKT 2 [opsinka, myHkT 9.2
["OCT P UCO 14155-2014

3.3

HMeercs nu B MeAMLMHCKOM
OpraHHU3aLHH, IPOBOJAIIEH
KIMHUYECKHE UCTIBITAHHSA
MENHLUHHCKUX U3JEINUi pestoMe Win
Apyras HOKyMEeHTaLus,
NOATBEPKAAONIAsA KBATU(PHKALIHIO
JIHLL, 33 HCKITIOYEHHEM PYKOBOAHTEIIS
HCIBITaHKA, BHOCSAIIUX CyLIECTBEHHBIMH
BKJIaJ| B KNIMHHYECKHE UCCIIEI0BaHHMS?

myHkT 2 ITopsaka, IyHKTHI
5.1,8.2.1,82.43TOCT P
1CO 14155-2014

34

Hmeercs nu B MeAULMHCKOM
OpraHH3aIMH, NTPOBOASIIEH
KJIMHHYECKHE UCTIBITAHHS
MEJULMHCKUX M3/Ie/THH HOPMaTHBHAS
NOKyMEHTallUs, OATBEPXK/A0IIas
KBATHQHUKALMIO PYKOBOJHTES,
I1aBHOTO HCCJIEOBATENS H KIIOUEBBIX
YICHOB KOMaH/BI B

nyHKT 2 [Topsinka, myHKTEI 5.8,
8.2.1,8.2.4.3,824.7TOCT P
ICO 14155-2014




UCCIIeAOBATENICKIX LIEHTPaX,
aKTyanbHble (MMOCTIeIHHE) BEPCHH,
MOANACAHHbIE, C YKa3aHHeM JaThbl?

3.5

HMeetcs i akTyanbHBIH CIIHCOK
HCCIIEJOBATENEH H KIIOUEBBIX WICHOB
KOMAaH/IbI B KQKIOM
HCCIIeIOBATENECKOM LICHTPE,
YTBEPXKIEHHBIH PYKOBOAHUTENEM
MEIHLUHHCKOH OpraHu3alyy, B
KOTOpO# MPOBOAATCA KIIMHUYECKUE
HCTIBITAHUA METUIIHHCKHX H3IeNHi,
BKJIIOYasl IOATTHCH, MOJTHOMOYHS 1
OTBETCTBEHHOCTH 32 MPOBEJCHUE
KJIHHHYECKHX HMCIIBITaHHMH
MEIUIHMHCKMX HU3AETHi?

myHKT 2 ITopsiika, MyHKTHI 9.2
["OCT P UCO 14155-2014

3.6

Hmerotcq mu B Me,[[I/IHPIHCKOﬁ
OpraHU3aLMH, IPOBOIAIIEH
KIHHHYECKUE HCTIBITAHMS
MEIUIMHCKUX H3/eJIHI CBeIeHH O
Ha6moz[a'renxx 3a MMpOBCICHUEM
KIHHAYECKUX UCTIBITAHHH
METHITUHCKHUX H3ETHI?

myHKT 2 Ilopsanka, myskTs! 5.1,
8.2.1, D.13T'OCT P UCO
14155-2014

3.7

HNmerotes nu 3anucu 06 oOydyeHnu
TJIABHOT'O MCCIISZIOBATENS U KIIFOYEBBIX
YJIEHOB KOMaHIbl NIpaBHIaM
NIPOBE/IEHHS KITMHHYECKUX UCTIBITAHUIA
MEIHIMHCKUX H3Iennit?

nyHKT 2 [Topanka, myHKT 8.2.1
["OCT P UCO 14155-2014

3.8

WmMeercs 11 [OKYMEHT,
MOATBEPKAAIOLIMN Ha3HAUYEHHE
HccrefoBaTeNiel o KIHHHIeCKOMY
HCIIBITAHHIO MEIHUIIHHCKHX U3 B
MEIULIMHCKOM OpraHH3alivy,
TIPOBOAALIEH KITHHUYECKHE UCTILITAHHUA
MEIHLMHCKHAX H3IETHIA?

nyHkT 2 ITopsanka, myHkr 8.2.1
["OCT P UCO 14155-2014

ITporpamMMBbl KJIMHHYECKUX HUCTIBITAHUH

4.1

Hmeercs mu nporpaMma KITHHHYECKHX
HCTIBITaHUM, YTBEpAKICHHAs
MeIULMHCKOH OpraHu3anueH,
NPOBOAALICH KIHHHYECKUE
HCIBITaHUs, COTJIACOBAHHAA C
3asBUTENIEM?

MyHKTH 2, 39, 40 ITopsnxa,
nyHkT 5 TOCT P UCO 14155-
2014

42

COOTBETCTBYIOT JIH CPOKH NPOBEACHUSA
UCIIBITAHUA CPOKaM, YKa3aHHEIM B
IIporpamMme KJIMHHYECKUX HCTIBITaHUMH
MEIULIMHCKOrO U3JSTHA?

MyHKTH 2, 39, 40 [Topsanka,
myHkT 5 TOCT P UCO 14155-
2014




J

43

IIporeneHs! Ji UCHBITAHKS B
COOTBETCTBHE C MPOTPaMMOif
KIIMHAYECKUX MCIIBITAHMH
METHLHHCKUX H3IEITHA?

myHKTHI 2, 39, 40 [Topsanka
myHkT 5 TOCT P UCO 14155-
2014

44

Hmerotcs 11 JOKYMEHTHI,
Pa3BACHAIOIINE IPUUUHBI OTKIIOHEHHS
OT MpPOrpaMMBl, COTrJIaCOBaHHbIE C
3asiBUTEJNIEM U YTBEPHKIACHHbIC
MEIMLMHCKON OpraHu3aluei?

myHKTH 2, 39, 40 Topsaaxka,
myHkt S TOCT P HCO 14155-
2014

Hwmeercs mu B MeauIIMHCKON
OpraHM3alyy, IPOBOASIIEH
KJIMHHYECKOE UCIIBITAHHE
MEIMIMHCKUX M3JeNUH, )KypHal

(6porropa) rIaBHOTO HCCEAOBATENS U

KJIFOYEBHIX WIEHOB KOMaHAB!?

myHKT 2 [Topsnka, myHKT 5.5
I'OCT P UCO 14155-2014

WUmeercs mu B MeTHUITHHCKOM
OpraHu3aluy, NpoBOAIIeil
KJIIHHHYECKHE UCIIBITAHHA
MEIHLMHCKHUX W3/EUH, IepeueHb
HCCIIEAOBATENBCKHUX LIEHTPOB TIO
HCITLITAHUIO?

nyHKT 2 ITopsaaka, mMyHKT
A.14TOCT P UCO 14155-
2014

6.1

HUmMeercs mu B METUITHHCKOM
OpraHU3alMH, IPOBOASILEH
KJIHHHYECKHE HCTTBITAHHA
MEIULMHCKMX H3JeTHH, OTYET O
BBIOOpE HCCIIeI0BATENIBCKOrO LIEHTpPa
N0 KITMHAYECKOMY HMCITBITAHUIO
MEIUIMHCKUX H3eauii?

yHKT 2 [Topsanxa, myHxt E
1.21.TOCT P UCO 14155-
2014

HHcTpyKIMH 110 IPUMEHSHHUIO
MEAUIMHCKOTO U3eITUs

7.1

OrieHeHb! JIU B XO/€ UCTIBITAHUI BCce
NOKa3aHHs K NPIMEHEHHIO
MEIHITHHCKOTO U3eTHA?

nyHKTHI 38, 43-45 Tlopsanxa,
I'OCT P UCO 14155-2014

7.2

OrobpaxceHs! 1 Bce
HebnaronpusTHee COOBITHA,
BBISBJIGHHBIE B XOI€ IPOBEICHHS
KIMHHYECKUX MCTBITaHHi B
MHCTPYKLHH IO
IIPHMEHEHHIO/PYKOBOACTBE 110
9KCIUTyaTalluy MEJULMHCKOrO
nszenusa’?

nyHKkTH 38, 43-45 TNopsaka
I'OCT P UCO 14155-2014

JIOKyMEHTB! H IpOLeyPhI 110
6e30NaCHOCTH MTALUEHTOB

8.1

HMeroTcs M1 3akimoueHus coBeTa 1o
9THKE O COIIaCOBAaHHHU MPOrpaMMEI

yHKT 41 [opsaka, TOCT P
HCO 14155-2014
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NPOBEACHNS KITAHUIECKHX HCTIBITAHUH
MEIOHIIMHCKUX U3Ae/IHH?

8.2

Hmerorcs v B MEOMUMHCKOM
OpraHu3alyH, IPOBOASILIEH
KJIHHUYECKHE HUCITBITAHUS
MEIHLMHCKUX U3lemui, GopMbl
HWH(OPMALMOHHBIX JIUCTKOB
HNauUeHTOB?

nyHKT 2 [Topsnka,
[ Ipunoxenue C, myHKT 5.6
[COCT P UCO 14155-2014

83

Hmerotes nu B MeIULIMHCKO#
OpraHu3alyy, IPOBOASILEH
KIMHUYECKHE HCTIBITAHHA
MEJULMHCKUX W3MEIHH, ITaHbl
pacrpesie/ieHns CyObEeKTOB HCTIBITAHUIA
10 rpynmnam?

nyHKT 2 Ilopsaka, MyHKT
6.8.1 TOCT P UCO 14155-
2014

8.4

HmMeetcs nu B MeAUIUHCKOMN
OpraHu3alyH, NPOBOASALICH
KJIHHHYECKHE HCTIBITAaHUS
MEAHIMHCKHX W3/Ie/IUi, yTBepKACHHAs
H COIJIaCOBAHHASA C STUUYECKUM
KOMHUTETOM (popMa MOTyHEeHUS
HUH(OPMHPOBAHHOTO COTJIACHA?

myHKT 2 Ilopsiaka, MyHKTEI
4.5,4.7,822TOCT P UCO
14155-2014

8.5

HMeerca 14 B MEQHUUHHCKOMN
OpraHH3aLMK, IPOBOAIIEH
KJIHHHYECKHE HCIIBITAaHHUS
MEIULIMHCKUX U3MAC/IUH, yTBep)KACHHAS
M COrJIaCOBaHHAsA ¢ 3THYESCKHM
KOMHTETOM HHGOPMALHS IS
CyOBeKTOB HCTIBITAHHUM M PEKJIAMHBIX
00BABIICHHIA, BKITIOYAS TEPEBOBI?

myHKT 2 Ilopsnka, myHKTHI
4.5,4.7,82.2T'OCT P UCO
14155-2014

8.6

HmeeTcs mH B MEIUIMHCKOM
OpraHu3allvy, IPOBOAALIEH
KJIMHHYECKHE UCTTBITAHHS
MEMLIMHCKUX U3/IeNUH, NepBUYHAsT
MEIUUMHCKAA JOKyMEHTalHs U KapTa
NAalUEeHTOB-YIaCTHUKOB KITMHHYECKHX
HUCTIBITAHMIA?

nyHKT 2 Ilopsnaka, myHKT 5.6
["OCT P UCO 14155-2014

8.7

Wmeercs 1y B MEOUIIHHCKO#M
opra’M3alyi, nposojduiei
KIIHHUYECKHE HCTIBITAHH
MEIULMHCKUX W3HEITHH, TUCT
PaHIOMM3ALMHY I KIIHHHYECKHX
HCCIIEIOBAHMH, IPOBOANMEIX C
pasIoOMH3alieH HCIBITAHHI?

nyHkt 2 Ilopsinka, myHKT
6.8.1 TOCT P UCO 14155-
2014

8.8

Hmeercs 1 B MeqUIIMHCKOM
OpraHM3aliiy, IPOBOAAINEH
KJIMHHYECKHE UCTIBITAaHHA
MEJHLIMHCKUX M3JeNuii, mpouenypa
JEeKOAMPOBAaHUSA A KITHHUUSCKHUX

nyHKT 2 [lopsaka, myHkt 9.7
[COCT P UCO 14155-2014




HCCJIEA0BAHUI, HCMONB3YIOIINX
CJIenoi MeTOA/MacKHpOBaHHE
HCIIBITaHU?

8.9

HmMeercs j1d B METHITHHCKOH
OpraHH3alyH, MPOBOJAIICH
KIIMHHYECKHE HCITLITAHUA
MEOUIHHCKHX H3eJIHNH,
HMHIUBUIYyalIbHASA PerHCTpallOHHAS
KapTa Mo KIMHUIECKOMY UCTIBITAHHIO
MEULUHCKHX W3JeNNi UCIBITaHHH?

nyHKT 2 Tlopsinka,
[ Tpunoxenue C, MyHKT 5.6
["OCT P UCO 14155-2014

8.10

HMeetcd mu B MeUIIHHCKOM
OpraHu3aLuH, MpoBOAAIIEil
KJIHHUYECKUE MCITBITAHUS
MEMIMHCKUX H31enuH, popma oTueta
0 HeOMaronpUATHBIX COOBITHIX B
npouecce MpPoBeIeHUS KIHHAYECKUX
HCTIBITAHHI METHLIMHCKHX M3 IeTHi
HUCTIBITAHHN?

myHKT 2 lopsiaka, mMyHKTHI
5.6, 6.4.1, mpunoxenue C
['OCT P UCO 14155-2014

8.11

Hmerotcs i moamnHUcanHsie ¢
YKa3aHHEM JIaThl ¥ 3aI0JHEHHBIE
¢dopMbI HHYOPMHPOBAHHOTO COTTIACHS.
0 KIIMHHYECKHM HCITBITAHHIM
MEIULIMHCKHX H3JIENHIA,
COracOBaHHBIX C 3THYECKHUM
KOMHTETOM?

myHKT 2 Tlopsiaka, myHKTEI
4.5,4.7,8.22TTOCT P UCO
14155-2014

8.12

Hmeercs nu nepeuvHas JOKYMEHTALUS
M0 KIMHUYECKHM HCHBITaHHAM
MEIUUMHCKUX M3Ae/INH UCIIBITaHHil B
MEAMUMHCKOR opraHu3alu,
ApOBOAsALIEH KIMHUYECKHE HCIIBITAHUS
MEIAULMHCKUX U3IeTHH?

nyHKT 2 [Mopsinka, myHKTBI
6.5.3,6.8.2,9.6,9.7TOCT P
FICO 14155-2014

8.13

WmeeTcs 11 MOTHOCTHIO 3aIIOJIHEHHASA
HHIUBHyabHAs peTHCTPAlMOHHAS
bopMa o KITHHHYECKHM MCTIBITAHUAM
MEOUUMHCKHUX M3ME/ M MCITBITAHUH B
MEQULMHCKOH OpraHH3alkH,
MIPOBOAALIEH KITHHHYECKHE HCIIBITAHUS
MEIULHCKHAX HU3JIenuii?

nyHKT 2 Tlopsaka, myHKTBI
6.3,6.8.1,6.8.2,8.2.4.5,9.6
"OCT P ICO 14155-2014

8.14

Hwmeercs nu uenpaenensas
HupmBunyansHas perucrpaudoHdas
dopMa 1o KITHHHYECKUM HCIIBITAHUAM
MEIULIMHCKHX U3ENHi B
MEIHLUHCKOH OpraHu3aluyy,
TPOBONAINEH KIMHHYECKHE HCTIBITAHMS
MEHIMHCKUX U3eITHH?

nyHKT 2 [opsnaka, myHKTHI
6.8, 8.2.4.5,9.6 TOCT P ICO
14155-2014

8.15

Hmeercs v xxypHan HaGnioneHus 3a
CyOBEKTaMH HCIIBITAHHUI MEIHLMHCKHX
H3MIeSIMH B MENULIMHCKOM

myHKT 2 Ilopsapka, myHKT
6.5.2 T'OCT P UCO 14155-
014




OpraHu3alyy, NpoBoJAIei
KIIHHHYECKHME HCIBITAaHHUI
MEIHLIMHCKUX H3AeIHii?

8.16 | Mmeerca mu xxypHan uaeHTnoukauuy | myHkT 2 [Topsaka, myHKT 6.5.2
cybowbexros ucnbirannii MeguupHcknx  [[OCT P UCO 14155-2014
H3eNui B METULUHCKOM
OpraHu3alyy, NPOBOAALICH
KJIMHAYECKUE UCITBITAHNA
MEIHUIUHCKUX U3eNTUi?

9 JIOKyMeHTBI, TOATBEPAKAAIOIINE
JIOCTOBEPHOCTh ¥ TOUHOCTh
U3MEPEHU, BBITTONHAEMBIX
HOCPEACTBOM 000OpYAOBaHUA U

anmnaparypsl

9.1 | YcraHOBNEHb! JTH HOPMaJIbHbIE yHKT 2 Ilopsaaka, myHKT
3HavueHue(s)/ nuanason(pr) nokasareneit 8.2.4.5 TOCT P UCO 14155-
NpU KIMHHYECKHUX J1aGopaTOPHbIX 2014

HUCCJICAOBAHUAX, HEOOXOAMMEBIX B
pPaMKaX KIMHUYECKHX HCCIICIOBAHHUIH
MEUITHCKUX H3NEHit?

9.2 | Benercs s )KypHall TEXHHYECKOTO 4acTh 3 cTaThu 38
obciryxuBaHusa 000pyAOBaHHS, B DenepagbHOrO 3aKOHA OT
cIydae ecjii OHO NPUMEHSUIOCH B 01.11.2011 Ne 323-03 «O6
paMKax KIMHUYECKUX UCCNIeNOoBaHMii  [OCHOBAaX OXpaHBI 30POBbA
MEIMLUHCKUX U3JIeITHH, B rpakaaH B Poccuiickoi
COOTBETCTBHM C SKCILTYaTALMOHHON  [PEASpaLi) ’
JIOKYMEHTaUuel MeIULMHCKOTO nyHkt 2 Hopszka, myHKT
wanens? B8.2.4.5 TOCT P HCO 14155-

2014

9.3 | UmeroTcs i JOKyMeEHTHI, myHKT 2 Ilopsizka, MyHKTHI
MIOATBEPIKAAIOMINX BATUAALIMIO 5.1,6.11, 8.1, 8.2.1,8.2.4.5
nmabopaTopuH, B ciryqyae ["OCT P UCO 14155-2014

HeoOXOIUMOCTH B paMKax
KJIMHHYECKHUX UCTIBITAHUH
MEIULIMHCKUX U3AeNUi
(ceprudukanuy, aKKpeaUTALMH HIHA
HHBIX JOKyMEHTOB)?

10 JlOKyMEHTBI, OTpaXkaloIye y4eT BceX
H3AENHH, ABIAIOIMNXCI OOBEKTaMH
KJIMHHYECKHUX HUCTIBITAHUH

10.1 | YcranoBneH nu npumep nyHKT 2 Ilopsaka, myHKTBI
MapKHpOBaHUs, HAHECEHHOTO Ha 5.10 TOCT P UCO 14155-2014
uccnexyemoe uznenue?

10.2 | Benyrcs jin 3amucu no yuery nyekT 2 [Topsiaka, MyHKTHI
uccaexyeMoro usgenus (aktel npueMa- 6.9, 8.2.2, 8.2.3, 8.2.4.5, 9.6
[[OCT P UCO 14155-2014

* CoGpanue 3akoHOaTeNnbCTBA Poccuiickoit denepannu, 2011; Ne 48; c1. 6724; 2013; Ne 48 cT. 6165.




43

nepenavu, xKypHaibl npueMa-

nepenaun)?

10.3 | Beayrcs u 3anucu no myHKT 2 [Topsaka, MyHKTHI
TPaHCMOPTHPOBaHHIO AoKyMeHTauun U (.2.2, 8.2.4.4 TOCT P UCO
MAaTepHANOB, CBA3aHHEIX ¢ 14155-2014
KIMHHYECKUMH HCCIIENOBaHUAMHU?

10.4 | MmetroTcs v B MeAULIHCKOM myHKT 2 [Topsaka, MyHKTHE
OpraHu3aIKH, IPOBOAAIIEH 5.6, 6.4.2,

KJIMHHYECKAE HCTIBITAHMUS npunoxenre C FTOCT P UCO
MEIMLAHCKMX 3Nl 3anonsennsie  |14155-2014

(OpMBI OTHETA O HENOCTATKAX

usnenus’?

10.5 | ImeroTcs M B MEIULIMHCKOH myHKT 2 Ilopsinka, myHKTBI
OpraHM3alyy, IPOBOASILEH 5.6, 6.4.1, npunoxerue C
KJIMHAYECKHE HCTIBITAHUS ["OCT P UCO 14155-2014
MEIULIUHCKUX U3eNTHii, OTUETHI O
HeOnaronpUsITHEIX COOBITHSX,

HE6JIarorprUATHOM BO3IEHCTBHH
U3/1eJIUS 1 HEIOCTAaTKaX U3IeIHs?

10.6 | Bemyrtcs nu B MeAHIMHCKOH ryHKT 2 [Topsiaka, myHKTHE
OprasM3aiuy, MpoBoAsAIIeit 6.9,8.2.3,8.2.4.5,9.6TOCTP
KIIUHUYECKHE MCTIBITAHS MCO 14155-2014
MEIULHMHCKHX U3JeHH, XypHAIIBI
y4eTa UCCIeNyEeMBIX H3EIUI?

10.7 | Benetcsa n¥ B MEMLITHCKO#H nyHkT 2 Iopsaka, myHKTBI
OpraHM3alliy, MPOBONAIHECH 6.9, 7.2,9.6 TOCT P UCO
KIIHHHYECKHE UCTIbITaHHSA 14155-2014
MCOULMHCKUX H3IETHH,

JOKyMeHTalIbHOe (PUKCHPOBAHUE
BO3BpaTa WIH YTUIH3aLHH
HCCNEMyeMOrO H3IeNus?

11. | JIoKyMeHTHI, CBSI3aHHBIE C
JEATENbHOCTBIO KOMUTETA 10 3THKE
MEAHMLIMHCKOHN OpraHu3arun

11.1 | Ameerca ma ysenomnenue Otudeckoro | myHkr 2 [Mopsaka, myskr 6.8.1
Komurera Munsapasa Poccun? [OCT P HCO 14155-2014

11.2 | Mmeercs nu onobpenue/

TOJIOXKHUTENBHOE PEIIEHNE DTHUECKOTO
Komutera Munsapasa Poccuu?

myHKT 2 ITopanka, myHkT 6.8.1
["OCT P UCO 14155-2014

11.3

WMeeTcs i IUCT roJI0COBAHHS
Atrveckoro Komurera MmeauuuHCKOM
OpraHHU3alrH M0 KIHHHYECKHM
HUCCNIeIOBAHHAM?

nyHKT 2 [Topsiaka, myHKT
1.5.3 TOCT P UCO 14155-
2014

114

Hmeerca mu onobpenne/
THIOJIOKHTENBHOE pellieHre DTHYECKOro

myHKT 2 Ilopsaxa, myHKTHI
4.5.4,4.5.5,8.2.3,82.45,94




1

Komurera MeAMLIMHCKON OpraHu3anif
MOOBIX TOMOTHEHHH?

Tabmuua E 2 TOCT P UCO
14155-2014

11.5

HmeroTcsa 14 cooOLIeHHS
PYKOBOZHMTEIIS WIH 3asBHTEN Ha
NIpOBe/leHHe KITMHUYECKUX HCIIbITaHHH,
ecn Tpebyercs, 0 HeOIaronpUATHBIX
cobpITHAX B OTHYecKH KomuteT?

myHkT 2 [Topgaka, IyHKT
1.54 TOCTPHUCO 14155-
D014

11.6

HMeroTCs M yBEIOMIICHHS, €CIH
HeoOxomumo, drudeckoro Komurera
PYKOBOIHTEIIEM WIH 3asBUTE/IEM Ha
TIPOBEIECHHE KITMHUYECKUX UCTIBITAHUH
0 3aBEpIICHUH KIHMHUYIECKHUX

rryHKT 2 Hopsaka, MyHKTHI
4.5.4,7.1,7.2,8.2.6,9.4
Ta6muna E3 T'OCT P UICO
14155-2014

UCCIeNOBaHUH?
12 | OTyers 0 KIIHHHYECKNX HCITBITAHUAX

12.1 | OcywmecrBnsercs Ju uccnenopatensaMu | myHkr 2 Iopska, IyHKTE
CTATHCTUYECKHH aHa/IH3, 7.3, 8.2.6,
Hpe/CTaBIIsEeMBlif OpraHu3aTopy npwioxenue D TOCT P UCO
uccnenopanuii u Pocsmpasnamsopy?  [14155-2014

12.2 | CooTBeTCTBYET JIM YCTAHOBJICHHBIM myHKT 2 ITopsanka, myHKTHI
TpeGOBaHHMSM OTUET O KITMHUYECKHX 7.3, 8.2.6,
HCCIIeJOBAHUAX HMCCIIeI0BaTeNEH, npunoxenue D 'OCT P HCO
TIPEICTABNAEMBIH OPraHM3aTOPy 14155-2014
UCCIIEA0BAHUM M PErYJIATOPHBIM
opraHam?

12.3 | Benercs in yueT B MEAULIMHCKOH myHKTHI 1-2 TIpunoxxenns Ne

OpraHU3alyH UCCIIeyeMbIX H3JeHi 1
TIPOBOJMMBIX KIIMHHYECKHX
HCIIBITAHUH B BHJE NepeyHs
KIMHHYECKUX HCTIBITAHNH, KOTOpBIE
IpOBOJMJIA W/WIIH NPOBOANUT
MEJHLHUHCKas OpraHu3alys

1, myHKTHI 4-8 IpUNOXKEHUS
Ne 2 x npukazy Munzapasa
Poccum ot 16.05.2013

Ne 3001 «O6 yTBepKneHHH
TpeOOBaHUH K MEAHLIMHCKHM
OpraHHu3alusIM, MPOBOALIUM
KJIMHUYECKUE UCTIBITAHUS
MEOULIMHCKUX U3JeNNH, U
TIOPA/IKA YCTAHOBJICHUS
COOTBETCTBHA MEJHLIMHCKHX
OpraHu3auMi TUM
TpeGoBanraM»*

nyHKTH 1-4, 36-53 Iopszxka,
npunoxenus Ne 4, Ne 5
npukazy Munzapasa Poccun
ot 09.01.2014 Ne 21 «O06
yrBepxkaenuu [lopsaaxa
NIPOBEICHHS OLICHKH
COOTBETCTBUSA MEMIIMHCKHX
usaenvii B popme
TEXHHUYECKUX HCIIbITAHHH,
TOKCHKOTOTHYECKHX
HUCCNICNOBAHNN, KIIMHHYSCKHAX

# 3apeructpuposad B Muntocte Poccnu 04.02.2014, pernctpaunonssiii Ne 31216




A5

HMCHBITAHHH B LIEITX
roCyJJapCTBEHHOH
perucTpaliy MeJHLIHHCKUX
H3Jenuin’

MyHKTHI 6.9, 7.2, 9.6

I'OCT P UCO 14155-2014

* 3apeructpuposan B Muntocte Poccuu 03.04.2014, peructpaupmonssrii Ne 31813
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Ipunoxxenue Ne 3
Kk npukaszy OenepanbHoi cykObl
10 Ha/i30py B cdepe 3paBoOXpaHeHUs]

ot L0 4R, 204N JO 449

®opma

IIpoBepoy4HbIii JHCT
(cIHCOK KOHTPOJIbHBIX BONPOCOB),
ucnoab3lyeMblii ®enepanbHoii ciayx60ii mo Haa30py B chepe
3ApaBOOXPaHEHHs M €€ TEPPHTOPHAILHBIMH OPraHaMH IPH NPOBEeIACHHH
IJIAHOBBIX IIPOBEPOK IPH OCYLECTBJIEHHH IOCYJapPCTBEHHOI0 KOHTPOJIS 32
o0paleHneM MeIHIHHCKHX M3/ IMii
(cobmonenne 00si3aTe/IbHBIX TPeOOBAHUH NPH NPHMEHEHHH MeJHIHHCKHX
H3JeJINH B MeJHIHHCKONH OPraHU3anun)

(HaI/IMeHOBaHI/IC oprana, OCYmeCTBIAIOUICTO IIJIAHOBYIO npOBepKy)

1. Bux rocymapcTBEHHOrO0 KOHTpPOJIS (Han30pa) roCylapCTBEHHBIM KOHTPOJb 3a
obpaleHreM MEIUITMHCKUX U3IeTTnit

2. TlpegMer IUTAaHOBOM TIPOBEPKH MOPUAMYECKAX JIHI W WHIUBUIYAIbHBIX
IpeANpUHUMATeNel OrpaHHYMBaeTCd O00sS3aTeNbHEIME TPeOOBAaHUAMH, COOJIOICHHE
KOTOPHIX SIBJISIETCS HanOoliee 3HAYUMBIM C TOYKH 3PEHUS HEIOMYIIEeHUS BOZHUKHOBEHUS
yrpo3sl NpPUYMHEHHS Bpela >XHA3HH, 3M0POBBI0 TpaXIaH, H3JIOXKEHHBIMH B (opMe
IPOBEPOYHOTO JIUCTA (CIIUCKOB KOHTPOJIBHBIX BOTIPOCOB).

3. HaumeHOBaHME IOpHAMYECKOTO JHIa, (paMUus, UMs, OTUECTBO (TIPU HAJIVIYHH)
WHIUBUIYAIBEHOTO IpeAPUHAMATEIS:

4. Mecto IIPpOBCACHUA MJIaHOBOH NPOBEPKHU C 3aNIOJIHCHHCM IIPOBEPOYHOIO JIMCTA!

5. PexBU3UTHI IpHKa3a 0 NPOBEACHUHN TUIAHOBOM NMPOBEPKH: OT

Ne

6. Y4eTHBII HOMEp IIPOBEPKM U [aTa IPUCBOEHMS YYETHOT'O HOMeEpa IIPOBEPKU B
EnnnOM peectpe IpoBEpoOK:

7. JJomKHOCTB, paMUIKs ¥ MHUIUATB! JOJDKHOCTHOTO JIMIA (JIHIT), MPOBOSIIEro(1xX)
IUIaHOBYIO IPOBEPKY:

1. ;

2. ;

8. IlepeueHs BOIIPOCOB, OTpakalOIINX ColepxKaHue 00s3aTeNIbHEIX TPeOOBaHH i, OTBET
Ha KOTOpBIE OJHO3HAYHO CBHJAETENBCTBYET O COONIOACHHH WIH HecOOII0AeHUN
IOPHIMYECKUM JTHIIOM, HHAUBHUIYaTbHBIM IpeANpUHIMATEIEM 00s3aTeNIbHBIX TpeOOBaHuA,
COCTaBJISIOIIMX PEeAMET IIPOBEPKHU:



RE

Ne Bonpocsl, oTpaxaromue PexBu3UTE HOPMATHBHOTO BriBoj 0 BhIMONHEHUH
/n cofiepKaHHue MIPaBOBOT'O aKTa, C yKa3aHUEM KX TpeboBaHui
06s3aTeNnbHBIX CTPYKTYPHBIX €IUHHUL, KOTOPbIMH
TpeGoBaHui YCTaHOBJIEHBI 00s3aTeIIbHbIE na HeT He
Tpe6oBaHus NPHMEHEMO
1 [Ipumenenue
MEJVLIMHCKUX U3MeNuii B
Me IULHCKOM
OpraHU3alux
1.1.1 [Mmerotcs nu B qacTh 3 cTaTh 38 DeepatbHOTO 3aKOHA
Me TULIMHCKOM ot 21.11.2011 Ne 323-03 «O6 ocHOBax
OprasHM3aLuu OXpaHBI 310pOBbA IpakaaH B Poccuiickoit
1
MEINLIMHCKHE U3JETHA, Deneparum»
OIEKALITE nyHKT 2 Tpe6oBanuii, yTBEpXKIEHHBIX
TeXHUYECKOMY npuKazom Mumnsapasa Poccuu ot
19.01.2017 Ne 111 «O6 yTBEepKOCHUH
00CITyKHBaHHUIO, HA . .
TpeboBaHuUl K CONEPIKaHHIO TEXHIYECKOH
KOTOpbIEe HE 3aKTI0YECH o
U SKCIUTYaTalOHHOH JOKyMEHTallu|
KOHTpaKT Ha Te;(HquCKoe NPOU3BOAMTENS (M3rOTOBUTEIS)
obeyxuBanme’ MEIULIMHCKOTO H3ACTHA» (aanee —
Tpebopanus)?
1.1.2 [Ameercs nu B miTaTe 4acTh 3 crathu 38 DemepanbHOro 3aKoHa
MEIULUHCKOM ot 21.11.2011 Ne 323-®3 «O06 ocHOBax
OPra’H3alMy CIICIHATINCT OXpaHb! 3J0POBbA I'PaXkaH B Poccwutickoit
10 TEXHUYECKOMY Denepaum»
06C/Ty)KHBAHHIO nyHKT 2 TpeboBanuii, yTBepKIEHHBIX
Me IMLMHCKHX m3gemuii ¢ | MPAKa3oM Munzapasa Poccun ot
o 19.01.2017 Ne 111 «O6 yTBepKACHHUH
COOTBETCTBYIOILEH o .
. TpeGoBaHMI1 K COAEPKAHUIO TEXHUUECKOM
KBaTH(HUKALEH? o
H 3KCIUTYaTaliOHHOM JOKYMEHTALIH
MIPOU3BOAUTENS (M3TOTOBUTENSA)
MeIHULMHCKOro u3aenusn» (aanee —
TpebGoBanus)
1.2 |Haxopsrcs nu B yacTh 3 craThH 38 @emepanbHOro 3akoHa OT

MEIHLIMHCKOH
OpraHH3alliH B
obpalueHuy MEIUIIHHCKHE
U3/ieNnus, NoAJIexKauve
TEXHHIECKOMY
00CITyKHBaHHIO,
TEXHUYECKOE
o0cmy)KUBaHHE KOTOPBIX
He [IPOU3BEECHO B CPOK,
YKa3aHHbIM B
TEXHUYECKOH
TOKYMEHTaLuK?

21.11.2011 Ne 323-03 «O6 ocHoBax
OXpaHsbl 3H0POBbs rpaskaaH B Poccuiickoit
Denepauuny, myHKT 2 TpeboBanuii

! CoGpanue 3akoHonaTenscra Poccuiickoii ®emepamyy, 28.11.2011, Ne 48; ct. 6724; 02.12.2013; Ne 48;

CT. 6165.

2 3apeructpuposad B Mumiocre Poccun 10.03.2017, peructpaiuonHslii Ne 45896




1

1.3.  |O1cyTCTBYIOT /1M HA DenepanbHbiii 3akoH oT 21.11.2011 Ne 323-
MOMEHT IIPOBEPKH B ®3 «O6 ocHOBaXx OXpaHbl 3A0POBbS
METULIMHCKOH rpaxaaH B Poccuiickol @enepaimn»
OpraHH3alHH B
oOpaleHu MeTUIUHCKYE
W3 eITHs:
1.3.1 |- HemoGpoxkauyecTBenHsle? [dyacTh 13 cratbu 38 OenepanbHOro 3akoHa
ot 21.11.2011 Ne 323-®3 «O6 ocHOBax
OXpaHBI 37I0POBbs TpakaaH B Pocchiickoi
Depepauun»’

1.3.2 |- ne3apeructpupoBanHbie?uacTs 4 ctatbu 38 OenepanbHOro 3aKoHa OT
21.11.2011 Ne 323-®3 «O6 ocHOBax
OXpaHBbI 310pOBbA paskaaH B Poccuiickoit
Denepauum» ¢

1.3.3 |dbanscuduuupoBannsie? [dacth 12 cratey 38 denepanpHoro 3akoHa
or 21.11.2011 Ne 323-®3 «O6 ocHOBax
OXpaHBI 37I0POBbs rpaxkian B Poccutickoii
Denepauum» >

1.3.4 |- c uCcTEKLIMM CPOKOM qacTh 3 crathu 38 MemepanbHOro 3aK0Ha OT
rOIXHOCTH? 21.11.2011 Ne 323-@3 «O6 ocHoBax

OXpaHBI 300pOBbA rpaxkaaH B Poccutickoii
Denepauymn»

1.4 |OTcyTcTBYIOT M B 4acTh 3 cTaThu 38 DenepanbHOro 3aK0Ha OT
MEIULHCKOH 21.11.2011 Ne 323-®3 «O6 ocHOBax
OpraHH3allyiy B OXpaHbl 310poBbs rpaxkaaH B Poccuiickoit
obpamenuu MeauHCckue (Denepanumy
VISHCIIIA, OTHCCCHHBIC craTha 13 DegepansHOro 3aKoHa OT
MPOMSBOMMTEIEM K ¢ 06,2008 No 0203 O owcetcHHH
CpelcTBaM M3MEpEHHH, He )

. |eIWHCTBA H3MEPEHHID
obecrneueHHbIX TOBEPKOH
B HaJICKaLlMil CpOK,
NpeNyCMOTPEHHBI B

3 Cobpanue 3akonoaatenscTsa Poccuiickoit ®enepammu, 28.11.2011; Ne 48, cr. 6724; 05.01.2015; Ne 1
(vacts I); c1. 85.

* CoGpanne 3akoHozaTenbcTBa Poccniickoit Menepaumy, 28.11.2011; Ne 48, ct. 6724.

> Cobpanne 3akoHonarensctBa Poccuiickoit ®enepanmu, 28.11.2011; Ne 48; cr. 6724; 05.01.2015; Ne 1
(qacts I); cr. 85.

¢ Cobpanne 3akoHonaTenbeTBa Poccuiickoit Meneparmu, 28.11.2011; Ne 48; ct. 6724; 05.01.2015; Ne 1
(uacts I), ct. 85
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TOKyMEHTalUu{
MIPOU3BOJUTENA?
1.5 |OcymecTBnsercs 14 B yactb 3 crated 38 DenepanpHoro 3akoHa
Me AULMHCKOMH or 21.11.2011 Ne 323-®3 «O6 ocHOBax
OpraH{3aLMy PUMEHEHNHE| OXPaHbl 30POBbs IPaXKAaH B
MeIULMHCKKX W3aenuii B | Poccntickol ®enepaninmy»
COOTBETCTBHH C
paspaboTaHHOM
[POHU3BOJHUTENIEM
TeXHUYECKOH U (MiH)
SKCIUTYaTalMOHHOM
NOKyMEeHTauuei?
1.6 |OcymecTBnseTcs M B 4acThb 3 cTaThi 38 DenepasbHOro 3aKOHa
MeIULIMHCKOH o1 21.11.2011 Ne 323-®3 «O6 ocHOBax
OpraHU3alMHU XpaHeHHe B | OXpaHbl 3I0pOBbS IPakiaH B
COOTBETCTBHH C Poccuiickoti Oenepartimn»
pa3paboTaHHOH
MPOU3BOAMTENIEM
TEXHUUYECKO# U (1nu)
IKCILTYyaTallMOHHOM
[mokyMeHTanueit?
2 [MoHHTOpPHHT
Ge30MacHOCTH
MEIULIMHCKHX H3MeIHi
2.1 |Hanmpasnstorcs 1u IMynkrsi 2-3 Iopsiaka coobmeHus
MeIHUIHHCKOI cy0BeKTaMu 00PAIeHUS MEAUIITHCKUX
opralegauHeﬁ CcoO00IIeHUs u3aeuii 060 Beex ClTydasX BBIABJICHHA
B Poc3apaBHams0p o n0GOYHBIX ICHCTBUH, HE YKa3aHHBIX B
HeG/IarONPUATHBIX HHCTPYKLUH MO TPUMEHEHUIO WK
COBBITHAX, CBA3aHHbIX ¢ | PYKOBOACTBE IO SKCILTyaTalliH
MEIULIMHCKOTO U3/eNus, O

MPUMEHEHUEM

. HeXeJaTeNIbHBIX PeaklHUsX IpH ero

MEIULIUHCKUX H3/IeTHHA,

(tph vix Ham)? TIPUMEHEHN, 06 0cOGeHHOCTAX 5
B3aMMOJCHCTBUSA MEAULIMHCKUX U3IENTHI
Mexy coboit, o pakTax U 06
obcTosTeNbCTBAX, COBAAIOLUX YIPO3Y
MKHM3HH U 3[0POBbIO FPAXKAAH U
MEIULUUHCKHUX pabOTHUKOB IpHU
NPUMEHEHUH U KCILUTyaTaluH
MEIVLIMHCKHX H3JEIHid, yTBEPAKICHHOTO
npukasom Munsnpasa Poccuu ot
20.06.2012 Ne 1217 (manee — INopamox
Ne 12)

2.2 |Hanpaenstorcs 1 myHKTBI 2-3 Tlopsaka Ne 12

co0o0IeHU O
HeOIaronpuUsTHBIX
COOBITHAX, CBI3aHHBIX C
pAMEHEHUEeM
MEIULIMHCKUX U3JeuH,
MEIULMHCKOMN

OpraHu3alMeii B CPOKH,

7 3apeructpupoBa B Muntocte Poccuu 20.07.2012, peructpauronnsiii Ne 24962, 04.07.2016,
perucTpatoHHstii Ne 42725
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YCTaHOBJICHHBIE
TTopsmkom Ne 127

23

Coneprxat nu
HaIpaBJIeHHbIE
coo0LIeHus 0
HeOIaronpUsTHOM
coObITHN HHpOpMALIKIO,
MPEIyCMOTPEHHYIO
[Topankom Ne 127

myHKT 4 [Topsaaxa Ne 12
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[punoxenne Ne 4
K npukasy DeznepanbHo#t ciryxOb
II0 HaZ30py B cdepe 30paBOOXpaHEHHUS

OT AL /4 L0/E N 1p#45
Popma

IIpoBepouHbIii JHCT
(cnHCOK KOHTPOJILHBIX BONPOCOB),
ucnosib3yemblii @enepanbHoii cixyk060ii mo Haa3opy B chepe
3ApaBOOXPAHEHHUS H €¢ TEePPUTOPHAILHBIMH OPraHaMH NPH NPOBeICHNH
IJIAHOBBIX MPOBEPOK NMPH OCYIIECTBICHHH rOCYJaPCTBEHHOI0 KOHTPOJIS 32
ofpalieHHeM MeJHIIUHCKUX M3 eauii
(cobaronenue 00s13aTe/IbHBIX TPeOOBAHHH NPH 00palleHHH MeIHIIHHCKOr0
U3 e/Iusl NPOU3BOAHTEIIMH/YNOJTHOMOYEHHBIMH NPEeICTABHTEISIMH
NPOM3BOAMTEJISI MEAUIHHCKHX H3/1eJIHii)

(HayMeHOBaHUE OpraHa, OCYIIECTBILIIONMIETO IIIAHOBYIO IIPOBEPKY)

1. Bung rocynmapcTBeHHOro KOHTpOJs (Haa30pa) IOCYNApCTBEHHBIH KOHTPONbL 3a
obpallieHueM MEAUIMHCKHAX W3Aenui

2. Ilpenmer IUIaHOBOM NPOBEPKH IOPUAMYECKUX JIMI W HHAWBUAYaITbHBIX
NpeanpUHUMATeNe OrpaHHYMBACTCS O00S3aTeNFHBIME TPeOOBaHUSAMH, COONIONEHUE
KOTOPBIX SIBJISIETCS HanmboJiee 3HAYUMBIM C TOYKH 3pEHUS HEHOIyIIeHUs BO3HUKHOBEHUS
yrpo3sl NpUYMHEHHs Bpela >KU3HHU, 3IOpPOBBIO TpaXIaH, H3JIOXEHHHIMU B (opMe
IIPOBEPOYHOTO JIUCTA (CIIUCKOB KOHTPOJIBHBIX BOIIPOCOB).

3. HanmeHOBaHVE IOpUOMYECKOrO JiMLa, (aMUiIns, UMS, OTYECTBO (IIPU HAJUYUM)
MHIVBUIYalbHOTO NPeTPUHAMATEIIS

4. Mecto mpoBeAeHUs IUIAHOBOW IPOBEPKH C 3aIOJHEHHEM IPOBEPOYHOTO JIMCTA:

5. PexBU3UTHI IIpHKasa O NIpOBCACHUU TUJIaHOBOH IMPOBCPKHU: OT

Ne

6. YueTHBIII HOMEp IPOBEPKM M JaTa MPUCBOCHHS YYETHOTO HOMepa MpPOBEPKH B
EnunoM peectpe poBepoK:

7. JIOIKHOCTD, (paMUIKs ¥ MHUIUAJE! TOJDKHOCTHOTO JIMHA (JIHIL), TPOBOASIIETO(HX)
IUIAaHOBYIO NTPOBEPKY:

1. ;

2. ;

8. Ilepeuens BONPOCOB, OTPAKAIOLIMX COEpKaHNe 00s3aTeIbHBIX TpeGOBaHUM, OTBET
Ha KOTOpBEIE ONHO3HAYHO CBHUICTEIBCTBYET O COONIONEHHM MK HecoOMoAeHuN
IOPUIUYECKUM JIHULIOM, MHANBHYalbHEIM IIpeAIpUHUMATENIEM 00s3aTeNIbHBIX TpeOOBaHUH,
COCTABJISIOIIMX IIPeIMET NPOBEPKHU:




IR

PexBU3UTBI HOPMATHBHOTO

Ne Bomnpocsl, oTpaxaromue TIPaBOBOTO aKTa, C yKa3aHHeM UX  |BBIBOJ O BHIMOJHEHUH TpeGOBaHHUM
n/n cozepKaHue CTPYKTYPHBIX €UHHII,
ob6s3aTenbHBIX KOTOPBIMH YCTaQHOBJIEHBI na HET He
TpeboBaHHit obs3arenbHbIe TPEOOBaHHA IPUMEHMMO
1  MonuropuHr 6e3onacHocTHl
MEIMLMHCKHX M3JeHi
1.1 HampapmnstoTcs u B
Poc3npaBaanzop [Tynkrel 2-3 Ilopsaka coo6uieHHs:
pOU3BOAUTENAMMI/ cyObexTamu obparueHust
YIOJTHOMOYECHHBIMHU MEIMIUHCKUX W3henuii 000 Bcex|
[PENCTABUTEIIIMH CllyyasX  BBIABICHUS  MOGOYHBIX
NPOM3BOAUTE/IS MEAWIIMHCKHUX |ICHCTBHM, He  yKa3aHHBIX B
n3enui (fanee o WHCTPYKUHH IO TNPHMEHEHUIO WIH:
pUIokeHNIo Ne 4 — PYKOBOACTBE N0  3KCIUTyaTalluH
npoBepseMas OpraHu3auus)  |[MEIULHHCKOro M3 /eIHs, 0
COOBIIEHHUS O HeXeNaTeNbHbIX peakLHsX IMpHU ero
HEOIArONPHATHBIX COOBITHAX, [TPHMEHEHHH, 00  0cobeHHOCTAX|
CBA3aHHBIX ¢ MPUMEHEHHEM B3aHMO/ICHCTBHS MEULMHCKHX|
MEQULIUHCKUX U3Aenit? m3nenuii Mexay coboii, o paxrax u 06
o6cToATENBCTBAX, CO3AAIOMIMX YTPO3Y!
KU3HH M 37I0pOBbIO TpaXkJaH H
MEIOUMIMHCKUX  pabOTHHKOB  TpH
NPUMEHEHHH U OKCIUTyaTalyy|
MEOULIMHCKHX H3IEIIHH,
YTBEPHKISHHOTO IIpHKa30M
Munzapasa Poccun ot 20.06.2012
Ne 12H (nanee — IMopsmok Ne 12) !
1.2 [Hampasnstorcs i myHKTH 2-3 Tlopaaka Ne 12
[IPOBEPAEMOi opraHu3ale
cooOureHus o
He6JIaronpUATHBIX COOBITHAX,
CBSI3aHHBIX C IPHUMEHEHHUEM
MEIULUHCKUX H3ICIHIA, B
CPOKH, YCTaHOBJICHHbIC
ITopsnxom Ne 12?
1.3 Copnepikar JI1 HallpaBJIeHHbIE

MpoBepsseMOit opranuzanuei
coODIIEHUS O
HeOIaronpUATHOM COOBITHH
uH(pOpMaLHIO,
npenycMoTperHyto [opsakom
Ne 127

yHKT 4 Tlopsoxa Ne 12

! 3apeructpuposat B Munrocre Poccnn 20.07.2012, peructpauronssiii Ne 24962, 04.07.2016,

perucTpaiioHHbIA Ne 42725
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1.4

IIposena mu nposepsiemas
OpraHu3aLys POBEPKY
JOCTOBEPHOCTH MOTyYEHHOU
uHGOpMaUH O
HECOOTBETCTBHHU IPOAYKIHH
TpeOOBaHUAM TEXHHYECKHX
PErjaMeHTOB, B CPOKH,
YCTaHOBJICHHBIE 4acThIO |
cratbu 38 PenepanbHOro
3aKoHa ot 27.12.2002

Ne 184-03 «O TexHuUeCKOM
PEryIHpOBaHUNY?

qactb | crateu 38 ®epepanbHoro
3akoHa ot 27.12.2002 Ne 184-03
«O TEXHHYECKOM PeryTUPOBaHUN»?

1.5

Ipencrasuna nu
HpoBepseMasi OpraHu3anusl
MatepHaibl IPOBEPKH B
OpraH rocyJapcTBEHHOTO
KOHTPOJIS (HaA30pa)Io ero
TpeGoBaHUIO?

yacte 1 crareu 38 DenepanbHbIii
3aKoH ot 27.12.2002 Ne 184-@3 «O
TEXHHYECKOM PETYIUPOBAHHU

1.6

OCyLIeCTBIAIOTCS JIX
[IPOBEPAEMO opraHu3aLuei 3a
€¢ CUET YCTpaHEeHHe
HEIIOCTATKOB, a TaloKe JOCTABKa
MPOAYKLMHU K MECTY
YCTpaHeHHS HEJOCTATKOB B
BO3BpAT €€ MPHOOpeTATENISM, B
TOM YHCJIe TOTpeOUTENAM?

yacth 2 cTathu 38 DenepanbHbIii
3aK0H o1 27.12.2002 Ne 184-®3 «O
TEXHHYECKOM PEryJTHPOBAHUM

1.7

B cmysae, ecnmu yrposa
NPHYHHEHUS BpPeAa HE MOXKET
OBITh ~ yCTpaHeHa  MyTeM
MpOBEACHUS
KOPPEKTHUPYIOLIMX
MEpPONpHATHH, NpoBepsIEeMOii
OopraHu3alyei:

yacTh 3 crtartbd 38 DenepanbHsiii
3aKkoH 0T 27.12.2002 Ne 184-®3 «O
TEXHHYECKOM PEryJIHpOBaHUM» *

1.7.1

[poBeneHa
He3aMeTHTeNbHAs
NPHOCTAHOBKA IPOU3BOACTBA
MEIUIMHCKHX H3Aeuii?

JIA

yacTe 3 ctathu 38 DenepasibHbIit
3aKOH 0T 27.12.2002 Ne 184-®3 «O
TEXHUYECKOM PEryIMPOBAHHHY

1.7.2

NpoBe/ieHa
HE3aMe THTEIbHO
NPHOCTAHOBKA  PealH3alU{
MEIMLIMHCKUX H3Ienuii?

JIA

yacTh 3 cratbd 38 DenepanbHeiii
3aKkoH 0T 27.12.2002 Ne 184-®3 «O
TEXHUYECKOM PeryINPOBAHHI»

2 Co6panue 3akoHomaTenbcTBa Poceuiickoii ®enepawnn, 30.12.2002; Ne 52 (wacts I), et. 5140
* Cobpanue 3akoHomaTenscTBa Poccuiickoit @enepaun, 30.12.2002; Ne 52 (u. 1), cr. 5140;25.07.2011;
Ne 30 (u. 1); et. 4603

* CoGpanue 3akoHopatenscTBa Poccuiickoit ®enepaumy, 30.12.2002; Ne 52 (u. 1); cT. 5140; 25.07.2011;
Ne 30 (u. 1); cr. 4603
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1.7.3

MpoBeIeH b1 OT3bIB
MPONYKUMH W BO3MEILCHHE
npuoGpeTaTesisiM, B TOM YHCTIe
norpebuTrenam, yOBITKOB,
BO3HUKUINX B CBSA3H C OT3bIBOM
MPOXYKLMHU?

yacte 3 crateu 38 DencpanbHblii
3aKoH ot 27.12.2002 Ne 184-®3 «O
TEXHUYECKOM PEryJIHPOBAHUI

1.7.4

MpencTaBlieHbl JIH B OpraH
rocyJapCTBEHHOIO0 KOHTPOJISA
(Hag3opa) JOKYMEHTEI,
NOATBEPIKAAIOIIHE
MpOBEACHHUE
KOPPEKTHPYIOIHX
MEpONpUATHI?

uvacte 3 ctarbd 38 DemepanbHbIN
3aKkoH 0T 27.12.2002 Ne 184-®3 «O
TEXHHYECKOM PETyJIHPOBAHHH»

1.8

O6ecneunBaeTcs hiivt
BO3MO>KHOCTh HOJTYYeHHS
ONepaTHBHON HHpOpMaLUH O
HEOOXONUMBIX [eHCTBUAX Ha
BECH nepuos  ACHCTBHA
HMpPOrpaMMBl MEPOTIPHATHIA 1O
TIPEIOTBPAILEHHIO
NPHYHUHEHHS Bpena
NpHOOPETaTENAM, B TOM YHCIE
norpebuTensim?

qacTh 4 ctatbu 38 DenepanbHBIN
3aKkoH 0T 27.12.2002 Ne 184-®3 «O
TEXHHYECKOM PEryTHPOBAHUMY

1.9

ITpoBeneno nn
HH(OPMHUpPOBaHHE OpraHa
rocyJapCTBEHHOTO KOHTPOIS
(nagzopa) npoeepsieMoii
opraHusanyeii B
COOTBETCTBHH C €ro
KOMIIETeHLIMEH B TEUEHHE
JecATH JHel ¢ MOMEHTa
HOJy4eHUs HHPOpMALIHMH O
HECOOTBETCTBUH
BBIMyLIIEHHOH B o0patieHue
NPOAYKUUH TpeOOBaHUAM
TEXHHYECKUX PerjlaMeHTOB?

qacTh 1 crateu 37 DenepanbHbIi
3akoH o1 27.12.2002 Ne 184-®3 «O
TEXHUYECKOM PEryIMpoBaHuu»

Copepxut 1 HHGOpPMAIIUL
0 MEAULNUHCKHX H3IENUIX B
NIPOBEPAEMOi OpraHu3aLiy,
a TaKKe C Y4eTOM
ocobGeHHOCTe i KOHKPETHOTO
BHJa TOBapa CIEAYOLIHe
CBEICHHUI:

nyikr 72 IlpaBun  mpopaxwu
OTJENBHBIX BU/IOB TOBapOB, NIEPEUHS
TOBapoOB MJIMTENBHOTO IMOJIb30BAHU,
Ha KOTOpBlEé HE pacnpocTpaHsercs
TpeboBaHHe MOKYyIIaTess )
6€3BO3ME3HOM  NPENOCTABICHHH
€My Ha IIEPHOJ PEMOHTA HITH 3aMEHBI
AQHAJIOTMYHOTO TOBapa, M TMeEpevHs
HeTpOIOBOJILCTBEHHBIX TOBapoB
HAJ[TEeXAILEro Ka4ecTBa, He
MOZINEXAIMX BO3BPATY WIH OOMeHY
Ha AHWIOTMYHBIA TOBap JpYruX

pasmepa, dhopmsl, rabaputa, dacoHa,

> Cobpanme 3akoHomarensctBa Poccuiickolt ®enmepammm, 30.12.2002; Ne 52 (w. 1), cr. 5140,

25.07.2011; Ne 30 (4. 1) cr. 4603

¢ Cobpanue 3akoHozmarenscTsa Poccuiickoit @epeparun, 30.12.2002; Ne 52 (u. 1), cr. 5140
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pacUBeTKH WIH  KOMIUICKTalHUH,
YTBEPXKICHHBIX  TOCTAHOBJICHHEM
ITpaBurenscTBa Poccuiickoi
®Geneparpn ot 19.01.1998  Ne 55
(nanee — INpasuna npomaxwu) ’

2.1

0 HOMEDE U JaTe
PETHCTPALIHOHHOTO
YIOCTOBEpEHUS HA
MEIULMHCKOE U3AEIHe,
BbiIaHHOTO DenepanbHOH
ciryx06o# mo Haa3opy B
cdepe 3apaBOOXpaHEHHS B
MOpPsJIKE, YCTAHOBJICHHOM
3aKOHOAATENIbCTBOM
Poccuiickoit @epepanun?

myHKT 72 ITpaBun nponaxu

22.1

0 €ro Ha3HaUeHHH?

myHKT 72 [TpaBun nponasku

2.2.2 | o cnocobe N YCIIOBHSX

IIPUMEHEHUA?

nyHKT 72 IpaBun npogaxu

2.2.3 | o pmelicTBUM M OKa3biBaeMoM  |IyHKT 72 [IpaBun npogaxu
s¢dexre?
2.2.4 | o6 orpaHHueHHAX myHKT 72 [IpaBun nmpomaxu
(TIpOTHBOIOKA3aHHUAX) IS
NPUMEHEHUsI?
3. |Ha MoMeHT npoBepKH B OenepanbHelii 3ako” ot 21.11.2011

NPOBEPAEMOH OpraHu3aly
OTCYTCTBYIOT JIU B OO palleHuH
MEIMLMHCKHE U3JeIH:

Ne 323-03 «O0 ocHOBax oOXpaHBI
30poBbsS TIpakgaH B Poccuiickoii
Ddenepauyn»

3.1

- HeoOGpokavecTBeHHbIE?

yacTh 13 cratbu 38 ®enepanbHOro
3akoHa ot 21.11.2011 Ne 323-@3
«O6 ocHOBax OXpaHBl 3JOPOBBS
rpaxxaaH B Poccutickoi
Denepauyny

3.2

-He3aperuCTpUPOBaHHbIE?

gacty 4, 15, 16, 17 craten 38
DenepanbHOro 3aKOHA oT
21.11.2011 Ne 323-®3 «O6
OCHOBax OXpaHbl  3[IOpPOBBS

7 CoGpanue 3akoHozarenscta Poccuiickoii ®eneparmu, 26.01.1998; Ne 4, 12.01.2015; Ne 2, cr. 482,

cT. 519
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rpaxgaH B Poccwuiickoi
®enepauyn»

3.3 | -danscudunupoBanHbie? yactd 12, 15, 16, 17 crateu 38
DenepanbHOro 3aKOHA oT
21.11.2011 Ne 323-@3 «O6
OCHOBaxXx  OXpaHbl  3JOpPOBbS

rpaxnaaH B Poccuiickoit
Geneparpm

34 |- ¢ HcrekmuM cpokoM |uacte 3 crarbu 38 DermepanbHOro

roHOCTU? 3akoHa oT 21.11.2011 Ne 323-03
«O0 OCHOBax OXpaHBl 3J0POBBS
rpaxiaH B Poccuiickoit
Denpeparpm»

4. |OcymecTBiseTcs 1 B yacth 3 ctathu 38 DenepanbHOro
[pOBEPAEMO OpraHu3aLHu 3akoHa oT 21.11.2011 Ne 323-@3
MPOM3BOCTBO, H3roToBieHne | «OO0 OCHOBaxX OXpaHBI 3IOPOBbBS
MEIULHHCKUX U3AEIIHi B rpakaan B Poccutickoit

COOTBETCTBUH C pa3pabotaHHoO#| Qeneparum»
MIPOU3BOAMTENIEM TEXHUYECKOH
U (WIH) 3KCTUTyaTalMOHHOM

oKyMeHTaryei?

5. |OcymecTtBisercs Jid B yacth 3 ctathi 38 DenepanbHOro
MpOBEPAEMOii OpraHu3aLH 3akona ot 21.11.2011 Ne 323-®3
XpaHeHHEe MEIULIMHCKIX «O6 oOcHOBax OXpaHbl 3IOPOBBA
H3Jienuii B COOTBETCTBUH C rpaxaaH B Poccutickoi
pazpaboTaHHOH Oeneparmny

[POU3BOAUTENIEM TEXHUYECKOH
W (WIH) SKCIUTyaTallMOHHOH

TIOKyMeHTaluei?

6 [Mmetotcs i B poBepsieMoit MYHKT 2 Tpebopanui,
OpraHu3aLuu YTBEPAKICHHBIX NIPUKa30M
9KCILTyaTallMOHHAS Munzapasa Poccuu ot 19.01.2017
TOKYMEHTallus Ha Ne 11  «O6  yTBepxkImeHuW
MEIUIUHCKYIO TEXHHKY/ TpeboBaHuii K COZIEPXKAHHIO
MapKUpPOBKAa M MHCTPYKLIMSA MO | TEXHUYECKOH M 3KCILTyaTalHOHHOMN
[IPUMEHEHHIO MEIULIMHCKUX JOKYMEHTalU! NPOU3BOUTENS
W31eJIHi Ha pYCCKOM Si3bIKe? (m3roToBUTENA) MEIULMHCKOrO

wzzenus» (nanee — TpeGopanus) °
nocTaHoBieHue  [IpaBuTenbCTBa
Poccuiickofi ~ Pegepaunn  oT
15.08.1997 Ne 1037 «O mepax no

obecrieueHuto Hajln4us Ha
BBO3UMBIX Ha TEPPUTOPKIO
Poccwuiickoii ®denepayn

HETIPOJJOBOJILCTBEHHBIX TOBapax
I/IHq)OpMaHPII/I Ha PYCCKOM A3BIKE)»

(nanee — ITocranosnenne Ne 1037)
10

8Co0panue 3akonozmarenscta Poccuiickoii ®enepamuu, 28.11.2011; Ne 48, c1. 6724; 05.01.2015; Ne 1
(uacTs I), cT. 85

% 3aperucrpuposan B Muntocte Poccun 10.03.2017, perucrpauponnsiit Ne 45896
10 CoBpanue 3akoHonatenscta Poccuiickoi ®enepauun, 25.08.1997; Ne 34, c1. 3981
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6.1 mMeeTrcs M MapKHpOBKA| ITyHKT 2 TpebGoBanui,
MeoUUVHCKMX — m3genuii  Hal [ToctanoBnenune Ne 1037
PYCCKOM S3BIKE?

6.2 |Mmeercs M HHCTPYKUMA HO| IyHKT 2 Tpebopanuii,

MPUMEHCHHIO  MEIMLHHCKHX|
W3JENHH Ha PYCCKOM S3BIKe?

IToctranoBnenue Ne 1037
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ITpunoxenne Ne 5
K npukazy DexepanbHOH CityXOBI
IO Ha/30pYy B cepe 3ApaBOOXpaHEHUS

OT A0, 724, 204ENe 70 445

®opma
ITpoBepouHbIi JHCT
(cIHCOK KOHTPOJILHBIX BONPOCOB),
Hcnoab3yembiii ®enepabHoii cayx00if mo Haa3opy B chepe
3ApaBOOXPaHEHHS U ee TEePPHTOPHAJILHBIMH OPraHAMH NPH NPOBEAEHUH
IJIAHOBBIX NPOBEPOK MPH OCYILIECTBICHHH rOCyJAPCTBEHHOI0 KOHTPOJIA 32
oOpamienneM MeJHIIHHCKHX H3AeJHH
(cobroneHue 00s13aTeIbHBIX TPEOOBAHUH NPH NPOBEAEHHH TeXHHYECKOIo
00cIy’)KHBaHHUSs, HAJIAJAKH, MOHTAKa, PEMOHTA MEAUIHHCKHX H3/1e/Hii)

(HaMMEHOBaHHUE OpraHa, OCYIECTBISIOMEro MIAHOBYIO IIPOBEPKY)

1. Bux rocymapcTBeHHOro KOHTpons (Han3opa) roCyJapCTBEHHBIX KOHTPOJIb 32
obpaleHueM MeIULMHCKUX U3JeIni

2. IlpenMer mIaHOBOM TNPOBEPKH IOPUAWYECKUX JIUI U HHIOWBHIYaIbHBIX
IpeJIpUHUMAaTeNe orpaHH4MBaeTCs o00s3aTeNFHEIME TpeGOBaHUAMH, COOINIIOAEHHUE
KOTOPBIX SBJISIE€TCS Hauboiee 3HAYUMBIM C TOYKU 3pEHUS] HEeJOITyLIeHUsS BO3HUKHOBEHUS
yrpo3bl NPHUYMHEHHS] Bpela XHU3HH, 3I0POBBIO TIpaXk[aH, H3JIOKEHHBIMH B (opme
IIPOBEPOYHOTrO JIUCTA (CIIUCKOB KOHTPOIBHBIX BOIIPOCOB).

3. HaumenoBaHre IOpHOMYECKOTO JUNA, (aMUIKs, UMS, OTYeCTBO (TIpH HAJIMYWH)
VHIUBHUIYaJIbHOTO IIpeAIIPUHUMATES:

4. MecTo npoBefieHHs IIaHOBON IIPOBEPKH C 3allOJHEHHEM IPOBEPOYHOTO JIHCTA:

5. PexkBU3UTHI [pyuKasa o MpoBCACHUU TLIAHOBOM MMPOBEPKU: OT

Ne

6. YueTHBI HOMEp NPOBEPKH M JjaTa NPHUCBOSHHS YYETHOIO HOMepa IPOBEPKH B
EnunHOM peectpe npoBepok:

7. JIomXHOCTH, (paMUIINs ¥ MHUIMATB! JOJDKHOCTHOT'O JIMLA (JIKIT), IPOBOAAIIErO(HX)
IJIAHOBYIO ITPOBEPKY:

1. ;

2.

b

8. IlepeueHs BOIIPOCOB, OTPAXKAIOLIHX COJepkKaHue 00s3aTeIbHBIX TPeOOBaHUi, OTBET
Ha KOTOpBIE OJHO3HAYHO CBHJETEIBCTBYET O COONIONEHUM WIH HeCcOOMIOAeHUH
IOPUAUYECKUM JIUIOM, HHAMBH Y AJIbHBIM IPEANPUHUMATENIEM 00s3aTebHBIX TPeOOBaHMIA,
COCTABIIAIONIMX NPEAMET IPOBEPKHU:
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PexBusuthl HOPMAaTHBHOI'O

BrIBOJ O BEIIOJTHEHHH

MPOBEPIEMOI OopraHu3anuei
MOHTaX, HAJIaJIKa, TEXHAYECKOe
00CITy)KHBaHHE U PEMOHT
MEIULIVHCKUX U3JEIHi B
COOTBETCTBHH C pa3paboTaHHOM
[IPOU3BOAUTENEM TEXHHYECKOH 1
(MJIM) SKCIUTYaTalMOHHOM
HOKyMeHTaLuen?

3akoHa o1 21.11.2011 Ne 323-®3 «O6
OCHOBAX OXpaHbl 3/0POBbS IpaxkaH
B Poccuiickoii ®eaeparmm» 2

NIPaBOBOT'O aKTa, C yKa3aHHEM TpeGOoBaHHUMH
Ne Bonpocsl, oTpaxkaroimue WX CTPYKTYPHBIX €IHHHIL,
n/n coep>kaHue 00s3aTebHBIX KOTOPBIMH YCTaHOBJIEHBI na HeT He
TpeboBaHU obs3arenbHbIe TPeOOBaHU TPHUMEHNMO
1 MoHuTOpUHT 6€30MacHOCTH
MEIUUMHCKHAX W3JeTHH
1.1 Hanpapnsrotcs nu mpoBepseMoi
OpraHH3aLMH, IIPOBOIALLEH ITynkTel 2-3 Iopsaaka coobuieHys
TEXHUIECKOE 00CITy)KHBAHHE, cyOBeKTaMH 0OpaleHus
HalaJKy, MOHTaX, PEMOHT MEIULMHCKUX U37eNHi 060 Beex
MEIMUMHCKAX M3Jeui (fa1ee no |[CTy4asX BRIBICHHS MOGOUHBIX
nprioxeHuio Ne 5 — nipoBepsiemast |[ISHCTBUM, HE YKA3aHHBIX B
opraHusaimsa) B Pocsapasnanzop [MHCTPYKIMH IO NPMMEHEHHIO WM
coOOIIEeHHMs 0 HeGNAaronpuATHBIX [PYKOBOJCTBE IO IKCIUTyaTallMH
COOBITHAX (TIPH UX HAJTUYHH), MEIHMLIHCKOrO U3AEIHA, O
CBSI3aHHBIX C OOpalieHHeM HE)KeIaTeNbHBIX peaklyax [Py €ro
MEIMLMHCKUX U3JeNuii, B MpUMeHeHNH, 06 0co6eHHOCTAX
yYCTAHOBJICHHBIE CPOKH? B3aMMOACHCTBHA MEAULIMHCKHX
u3neIni Mexcy coboii, o pakxrax u
00 00CTOATENBCTBAX, CO3AAIOIMX
YTPO3Y JKH3HH U 3X0POBBIO IPaXIAaH
1 MEAULIMHCKUX PabOTHUKOB IIpU
NPHUMEHEHHH H SKCILTyaTaluH
MEAMIIUHCKHX U3IEIUH,
YTBEpP)KACHHOTO NPHKA30M
Munsnpasa Poccun ot 20.06.2012
Ne 12n'!
2. OCyLIeCTBIAIOTCS JIN vacTb 3 ctathi 38 PenepanbHOro

! 3apeructpupoBaH B Muniocte Poccun 20.07.2012, peructpaumonnsii Ne 24962, 04.07.2016,

perucTpanionHblit Ne 42725

2 Co6panue 3akoHOnaTenbeTBa Poccuiickoit ®Qenepanmu, 30.12.2002, Ne 52 (u. 1), ct1. 5140, 25.07.2011,

Ne 30 (u. 1), cT. 4603
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ITpunoxenue Ne 6
K npukasy DezpepanbHoit CITyKOBI
IO HaA30py B cepe 31paBOOXpaHEHHs

ot IO 19 Loft-Ne 70445

Dopma

IIpoBepouHbIil JTHCT
(cmHCcOK KOHTPOJIbHBIX BONPOCOB),
ucnoJibdyemblii ®@exepanbHoii ciry:k00ii mo Hag3zopy B chepe
3APaBOOXPAHEHHS U €€ TEPPHTOPHAJILHLIMH OPraHaMH IPH NPOBeXeHHH
MJIAHOBBIX NMPOBEPOK HPH OCYLIECTBJEHHH rOCYyAaPCTBEHHOI0 KOHTPOJIA 32
oOpameHHeM MeJHIHMHCKHX H3AeNHH
(coOoaeHne 00si3aTe/IbHBIX TPeOOBaHHI IPH TPAHCNIOPTHPOBKE
MeJULHHCKHX H3/1eTHH)

(HaMMEeHOBaHHUE OpraHa, OCYIIECTBIIIIOMIETO IIJIAHOBYIO IPOBEPKY)

1. Bux rocymapcTBeHHOro KOHTpONS (Haq3opa) TOCYNapCTBEHHBIH KOHTPOIb 34
obpalnieHueM MEIUIIMHCKAX U3ETHH

2. Ilpenver TmIaHOBOM NPOBEPKH MOPUAMYECKUX JIMI W HHIUBUAYAJIBHBIX
IpeanprHAMaTeNeld OrpaHWIHBAeTCsS OOS3aTeNbHBEIMHA TpPeOOBaHUAMH, COOMIOJeHUE
KOTOPBIX SBJISETCS Hambosiee 3HAYUMEBIM C TOYKH 3PEHHs HEIONYILEHUs! BO3HHKHOBEHUS
yrpo3sl NpPUYHMHEHHS Bpena >KU3HH, 3MOPOBBIO TpaXk[JaH, H3JIOXKEHHBIMH B Qopme
IPOBEPOYHOTO JIUCTA (CIIMCKOB KOHTPOJIBHBIX BOIIPOCOB).

3. HauMeHOBaHHe IOPHIWYECKOTO NI, (aMUINs, UMS, OTYECTBO (TIpH HAIHYHH)
MHIUBHIYaFHOTO IIPENIPUHAMATEIIS:

4. MecTo TpoBeleHHs IUIAHOBOM MPOBEPKH C 3allOJTHEHHEM IIPOBEPOYHOrO JIHMCTA!

5. PekBU3UTEI TpUKa3a O MPOBEIEHUH INIAHOBOM MPOBEPKH: OT

Ne

6. YueTHbIli HOMep MPOBEPKU U JaTa NPUCBOEHUS YyYETHOI'O HOMEpa NPOBEPKH B
EnnHoM peecTpe npoBepok:

7. JomxHOCTE, GaMUIUsI U MHUIHANIB! JODKHOCTHOTO JIMLa (JIUL), IIPOBOASIIETO(UX )
IUIAHOBYIO IIPOBEPKY:

1.

2.

8. IlepeueHb BONIPOCOB, OTPAXKAIOIIUX COEPKAHUE 00S3aTeNbHBIX TpeOOBaHUM, OTBET
Ha KOTOpble OJHO3HAa4YHO CBHIETENbCTBYeT O COOMIONEHHMHM WM HECOONIOAECHUH
IOPHIMYIECKHM JIULIOM, MHAMBHYaJIbHBIM IIpeAIlpUHIMATeNIeM 00s3aTeIbHbIX TpeOOBaHUH,
COCTaBJISAIOLIUX IpeAMET IIPOBEPKHU:
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Bomnpockl, oTpaxkarolie CoaepKaHHe
00s3aTeNIbHBIX TPeOOBaHUR

PexBU3UTHl HOPMATHBHOTO
TIPaBOBOTO aKTa, ¢
yKa3aHWeM UX
CTPYKTYPHBIX €IHHULL,
KOTOPBIMH YCTaHOBJIEHBI
o0s3aTenbHbIe TpeOGOBaHUA

BLIBOZ O BEITIOJTHEHHH TpeOGOBaHUM

JAa HET HE
NPUMEHUMO

OTCYTCTBYIOT JIM B OpraHU3aLHH,
OCYHIECTBIISFOTIEH
TPAHCHOPTUPOBKY MEAHLIMHCKHX
U3JIeJINii, HA MOMEHT NPOBEPKU B
0OpaIeHn MeIULIMHCKHEe U3eTHs:

1.1

- HeTOOpOKaueCcTBeHHbIe?

yacth 13 craten 38
®denepampHOrO 3aK0HA OT
21.11.2011 Ne 323-®3 «O6
OCHOBaX OXpaHb! 3I0POBbS
rpaxkaan B Poccuiickoii
Denepauun» !

1.2

- He3aperuCTpUpOBaHHbIE?

yact 4, 15, 16, 17 cTaThbu
38 depepanbHOrO 3aKOHA
ot 21.11.2011 Ne 323-®3
«0O0 ocHOBax OXpaHsI
3[0pOBBA I'PaXkIaH B
Poccuiickoii ®enepauuny» 2

1.3

- banbcuduumpoBaHHBIE?

yacTe 12, 15, 16, 17 ctaTthbn
38 denepanbHOro 3aKoHa
or21.11.2011 Ne 323-®3
«O6 ocHOBax oxpaHbl
3I0pOBbSl FPaXKAAH B
Poccuiickont @enepaymn»

1.4

- C UICTCKILIHUM CPOKOM I OI[HOCTI’I?

vacth 3 crarbi 38
denepasbHOr0 3aKOHA OT
21.11.2011 Ne 323-@3 «O6
OCHOBAX OXpaHbl 3J0POBbS
rpaxnaH B Poccutickoi
®enepauun» 3

OcymecTBnseTcs U
TPAHCTIOPTUPOBKA METAIIMHCKUX
M3ETViA, B COOTBETCTBHH C
pa3paboTaHHOM MPOU3BOAUTEIEM
TeXHUYEeCKOH u (MJTH)
3KCIUTyaTalHOHHOH
JOKYMEHTalMeH?

4acTh 3 ctatbu 38
®DenepanbHOTO 3aKOHA OT
21.11.2011 Ne 323-@3 «O06
OCHOBAX OXpPaHHI 3I0POBbA
rpaxkaaH B Poccuiicko#
®Denepauum»

! CoGpanue 3akononatensctsa Poccuiickoit ®enepamum, 28.11.2011; Ne 48, ct. 6724, 05.01.2015; Ne 1 (wacts I),
crt. 85.

2 CoGpanne 3akoHomaTenscTBa Poccuiickoit ®enepanuu, 28.11.2011; Ne 48, c1. 6724, 05.01.2015; Ne 1 (yacts I),
cT. 85

3 CobGpanue 3akoHonarenscTsa Poccmiickoii ®enepaumn, 30.12.2002; Ne 52 (4. 1), c1. 5140, 25.07.2011; Ne 30
(gacts 1), cT. 4603
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TTomaHo mu opraHuzauuei, MyHKTH 2, 5.8, 6, 7, 10, 11
OCYIIECTBJIAIOLECH IIpaBun, yTBep>KOCHHBIX
TPaHCTIIOPTUPOBKY MEAHLIMHCKHX IIOCTaHOBJICHUEM

usaenvii, B PocaapasHanzop [Mpasurenscrra ot 16.07.2009
yBeioMJIeHHe 00 OCyLIeCTBICHUH Ne 584 «O6 yBemoMHTETBHOM
IeATeNbHOCTH B cepe oOpalleHus | nopsake Hayaua
MEIULUHCKUX H3AEUH? OCYILECTBIICHHS OTACIBHBIX

BHJIOB TIpeANPUHAMATENBCKON
nesTenpHOCTY *

IyHKTHI 2, 16, 17
AIMUHUCTPATUBHOTO
pernamenTa enepabHOR
cIty>k0b1 IO HaT30py B chepe
31IpaBOOXPAHEHHUS 110
MIPENOCTaBICHHIO
rocyJapCTBEHHOM YCIIYTH 110
ApUeMy U y4eTy yBEeAOMIICHHH
0 Hayajie OCYHIECTBJICHHUA
IEATENbHOCTH B cdepe
obpalueHuss MEIULIMHCKUX
H3AEIHH (32 HCKITIOYCHHUEM
MPOBEACHUS KIIHHUYECKHX
UCTILITaHUH MEIULIMHCKUX
W3/leNUi, MX MPOU3BOJCTBA,
MOHTaKa, HAJIaJIKH,
TIpUMEeHEeHH s, SKCIUTyaTalllH, B
TOM YHCJIe TEXHUYECKOTO
00CITy)KUBAHUS, & TaKoKe
PEMOHTAa), YTBEP>KAEHHOTO
nprkazoM Munsapasa Poccun
ot 11.03.2016 Ne 155-u °

MOHHTOpHHT 6€301MacHOCTH
MEIULIMHCKUX M3JIeNTui

HanpasnsitoTest 14 opraHu3aluei, nmyHKTHi 2-3 Tlopsanka
OCYLIECTBIISIOLIEH TPAHCIIOPTHPOBKY | coobimeHus cyObekraMu
MEIULMHCKHX U3eHi, coobImeHnst 0 | oOpalleHHs MeTHLHHCKIX
HeOIaronpUsATHBIX COOBITHAX (IpH MX | u3zeNuii 060 Beex cimyyasx
HAIUYMH), CBA3aHHBIX ¢ o0pallleHHeM | BBIABIEHHS MTOOOYHBIX

MEIMIIMHCKHX H3/IeNHii, B OeicTBHi, He yKa3aHHBIX B

Poc3apaBHaa30p B YCTaHOBJICHHbIE HHCTPYKLIMH TI0

cpoxu? MPHMEHEHHIO U
PYKOBOJCTBE MO
9KCIUTyaTaluH

MEIULMHCKOTO U3ZIeNHs, O
HEeXXeJIaTeNIbHBIX peakLUIx
IIPH €ro MPUMEHEHUH, 00

* Cobpanne 3akoHonatensctsa Poccuiickoi @enepanun, 27.07.2009, Ne 30, cr. 3823, 22.12.2014, Ne 51,
cT. 7466, 04.04.2016, Ne 14, cr. 2001, 01.11.2010, Ne 44, ct. 5692
® 3apeructpuposaH B Muntocte Poccuu 08.04.2016, perucrpanmonnsiit Ne 41714
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0COOEHHOCTAX
B3aUMOEHUCTBUA
METUITHCKHX M3AeTHi

Mexx Iy coboii, o akrax u 06
006CTOATENBCTBAX,
CO3MAIOIINX YTPO3Y JKHU3HH U
3JOPOBBIO TPAXKIAH U
MEIUIMHCKHAX pabOTHHKOB
Py PUMEHEHUH H
SKCILTyaTallHi MeJULIMHCKUX
W3JeNUi, YTBEPXKACHHOIO
nprkazoM MuH3apaBa
Poccuu ot 20.06.2012
Nel2w




ITpunoxxenne Ne 7
K npukasy OenepanbHoit ci1y)OBI
IO HaJ30py B cepe 3apaBooXpaHeHHs]

ot 0. 78 . R0/ FNe 70 547

®opma

IIpoBepo4HbIH JHCT
(CIHCOK KOHTPOJIbHBIX BONPOCOB),
ucnoJib3yemblii @eaepanbHoii cay:k00ii mo Haa30py B chepe
31 pABOOXPAHEHHSI U ee TEPPHTOPHAILHBIMH OPraHaMH NPH NPOBEJCHHH
IJIAHOBBIX MPOBEPOK NPH OCYIECTBICHHH IOCYJaPCTBEHHOI0 KOHTPOJIsA 32
oGpamenneM MeIHIIHHCKHX HU3IeJTHH
(coburonenne 06s13aTEIHLHBIX TPEOOBAHHH NP XPaHEHHH H/HJIH pean3aliu
MEIHIHHCKHX H3/1eJIHi)

(HaMMEeHOBaHHE OPraHa, OCYIECTBIIAIOIETO IIAHOBYIO IIPOBEPKY)

1. Bung rocynmapcTBeHHOro KOHTpois (Hag3opa) rOCYJapCTBEHHBIH KOHTPOJbL 34
obpalieHueM MEeIUIUHCKUAX U3/IeTui

2. IlpemMer mIaHOBOM NPOBEpKM MOPUAWYECKUX JIAL W HHIUBUIYaJHHBIX
npefnpUHUMaTeNne orpaHu4MBaeTcsl O00sA3aTeNIbHBIME TpeOOBaHUAMM, COONIOAEHUE
KOTOPBIX SBNsIETCS Haubojee 3HAYUMBIM C TOYKH 3pEeHUs HEIOIMYyIIEHNS BOSHUKHOBEHUS
yrpo3sl NpPUYHWHEHHS Bpeda >XKHW3HH, 3MOPOBBIO TpaXIaH, H3JIOKEHHBIMH B (opme
IIPOBEPOYHOTIO JIUCTA (CIIUCKOB KOHTPOJIBHBIX BOIIPOCOB).

3. HaumeHOBaHUE IOPUAMYECKOTO JHia, GaMuius, UMs, OT4eCTBO (TpH HAJIUYUH)
WUHIUBUYAJIBHOTO MpeAIIpUHAMATES:

4. Mecto mpoBefeHMs ILIAHOBOM MPOBEPKH C 3allOJIHEHHEM IMPOBEPOYHOIO JIHCTA:

5. PexBU3UTHI IpHKa3a O NpOBEeAESHUH ITAaHOBOY IPOBEPKU: OT

Ne

6. YdeTHBIli HOMEp IPOBEpKH U JaTa MPUCBOCHHUS YYETHOTO HOMeEpa NPOBEPKH B
EnvHOM peectpe npoBepok:

7. JomxHOCTE, paMUINI ¥ MHHLHAIBI JOJDKHOCTHOTO JIHLa (JIMIT), TPOBOAAIIEro(HX)
IUIAaHOBYIO IIPOBEPKY:

1. ;

2.

.
9

8. IlepeueHb BOIIPOCOB, OTPaXKaIOIIMX COEpKAHUE 00M3aTeIbHBIX TPeOOBaHUM, OTBET
Ha KOTOphieé OIHO3HAYHO CBHJAETENBCTBYeT O COOJIONSHUH WIH HECOOII0IeHUH
IOPUINYECKHM JIMIIOM, HHIMBUIYalIbHBIM MIpEANpUHIMATENEM 00s3aTeNbHbIX TpeOOBaHMi,
COCTaBJISIOLIMX MPEeIMET IPOBEPKH:
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Ne Bomnpocsl, oTpaskaromue PexkBH3UTHI HOPMAaTHBHOTO BriBOA 0 BBINOTHEHHUH
/i cofiepkaHue 00s3aTebHBIX MPaBOBOT'O aKTa, C yKa3aHHEM TpeOoBaHuUii
TpeGoBaHui HX CTPYKTYPHBIX €HHHUL,
KOTOPBIMU YCTAHOBJICHBI na HeT He
obs13aTeNbHbIE TPEOOBAHUS NIPUMEHHMO
1 myikt | TlocraHoBnenws
O6ecnieunBaeT M OpraHU3aLus IMpaButensctea  Poccuiickoit
W/WIH UHOVBUAY JTbHBIH ®enepaumn ot 15.08.1997
NpeANpHHAMATETD, Ne 1037 «O wmMepax 1o
OCYILECTBIISIOUUH UMITOPT ofecreueHHI0O HaIM4YMA Ha
MENMIMHCKUX M3JeIMH HalIdY¥e | BBO3MMBIX HA  TEPPUTOPHIO
HHGOOPMALIMH O TaKMX TOBapax Ha | Poccuiickoit denepaunu
PYCCKOM s13bIKE? HEMNPOJOBOBCTBEHHbBIX
ToBapax  HHQopMauuu  Ha
pycckoM  s3plke»  (manmee —
TMocraHoBieHue) |
2 Ob6ecneunBaeT 1M OpraHU3aLus nyHKT 1 ITocranoBnenus
W/WIT MHAMBHLY AJTEHBIH
NpeAnpHHUMATENb,
OCYILLUECTRIAIOMMUI UMIIOPT
MEIMLVHCKUX M3Jenui, HATHIHE
uHbOpMALIK O HAMEHOBaHHE
ToBapa?
3 nyHkT 1 IlocraHoBnenus
ObecrieunBaer 1 OpraHU3aLAs
W/VMNY WHOVIBUIY ATBHBIHA
TipeANpUHUMATEJIb,
OCYLLECTB/ISIOMUI UMIIOPT
MEIULMHCKUX U3JeNHi, HaTHIue
HH(pOpMAaLIHM O HAUMEHOBaHUH
CTpaHbl, GUPMBI - U3TOTOBUTEIS
(HauMeHOBaHUE QUPMBI MOXKET
ObITh 0003Ha4YeHO OyKBaMHU
JaTHHCKOrO andasura)?
4 nyHKT 1 TlocTaHOBNEHM
ObecneunBaeT 1M OpraHu3aus
W/unm HHIUBUIYATEHBIH
NpeanpUHUMATEb,
OCYILECTBIIAIOLIHN HMIIOPT
MEIULIMHCKUX W3/eNUi, HaTHuKe
WHOOpMALMM O  Ha3HAuYeHWH
(obmacTu HCTIONB30BaHNS),
OCHOBHBIX CBOMCTBAx H
XapaKTepUCTHKAX?
5 nyHkT 1 [ocraHoBREeHHA

O6ecnieunBaeT Jin OpraHH3aLUA

w/vmu VHIWBUIYIbHBIH
TNpeAnpHHUMATENb,
OCYILECTBIIAFOLIHE HAMIIOPT

MEAMUMHCKHX H3MENHI Hau4ue
Ha BBO3HUMBIX HA TEPPUTOPHIO
Poccwuiickoii Denepauuu
HENPOROBOJILCTBEHHBIX TOBapax
HHpOpMAlUM O TMpaBWIAX H

'Cobpanue 3axoHomarenbeTBa Poceuiickoit Menepanuy, 25.08.1997; Ne 34, cr. 3981




YCIOBHSAX

3¢ PEKTHBHOTO
$€30MacHOro HCTIONb30BaHHsA?

H

6 ConepxuT 1 nHGOpMALHS O myHKT 72 IlpaBun mpojaxu
MEIULMHCKHUX U3JeHUIX B OTHENBHBIX BHIOB TOBapoOB,
OpraHH3alHH, MepeYHs TOBApOB IJIHTEILHOIO
OCyIIeCTBIIAIoNIeH XpaHeHHE MOJIb30BAHMsA, Ha KOTOpBIE HE
W/WIY peaTu3aluio pacrpocTpansercs TpeGoBaHHE
MEIMLMHCKYX W3lenui (nanee NoKynaTenis 0 Oe3BO3ME3HOM
o npuoxkeHno Ne 7 — NMpeNocTaBIeHUd  eMy  Ha
npoBepsieMas OpraHu3alys), a HEPHUOA PEMOHTA MM 3aMEHBI
TaKKe C y4eTOM aHaJOTHYHOTO  TOBapa, H
0co6eHHOCTE! KOHKPETHOIO nepeyvHs
BHIa TOBapa CIeAYyIOLIHe HEINPOIOBOJIBCTBEHHBIX
CBEICHHS: TOBapoB HaAJIeXalIero

KauecTBa, He MOAJIEXAIIUX
BO3BpaTy wid OOMeHy Ha
AHAJIOTHYHBIH TOBap APYrHX
pasmepa, ¢Qopmel, rabGapura,
tdacoHa,  pacUBETKM WM
KOMIUIEKTALMH, YTBEPKICHHBIX
[IOCTaHOBJICHHEM
IIpaeurensctBa  Poccuiickoi
Qepeparmt = ot 19.01.1998
Ne 55 (mamee — IlpaBuna
TpoJaxu) >
6.1 0 HOMEDpE U nare myHKT 72 IIpaBun npojgasku
PerucTpaiHoHHOrO
YIOCTOBEPEHHUS Ha
MEeIULMHCKOE H3/eNe,
BBIIAaHHOTO DenepanbHoi
ciryx60# 1o Haz3opy B chepe
3IpaBOOXPAHEHHUS B TIOPALKE,
YCTaHOBJICHHOM
3aKOHOJATENbCTBOM
Poccuiickoii ®enepanpn?
6.2 0 €ro Ha3Ha4eHUU? nyHkT 72 I[paBun nponaxu
6.3 o criocode U yCIoBHAX

NpUMEHEHUs?

myskT 72 [IpaBun npogaxxu

2 Cobpanwe 3akoHonaresscrsa Poccuiickolt Menepauny, 26.01.1998; Ne 4, 12.01.2015; Ne 2, cr. 482,

ct. 519
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6.4 0 OEHCTBHH U OKa3bIBAEMOM myHKT 72 [paBui nponaku
addexre?

6.5 00 orpaHHYEHHAX nyHkT 72 IIpaBun nponaxw
(mpoTHBONOKA3aHUAX) IS
HpUMEHEHHUA?

OTcyTCTBYIOT 1M HA MOMEHT denepanbHblil 3aKOH or
TMIPOBEPKHU B MPOBEPAEMOH 21.11.2011 Ne 323-®3 «O06
OpraHH3allii Ha XpaHeHUH WK | OCHOBaX  OXpaHel  3J0POBbS
PEATH3YIOTCS MEAULIMHCKHE rpaxiaH B Poccutickoit
H3JeNnus: Depepanyu»
7.1 - HemoGpokayecTBEHHEIE? yacte 13 crarem 38
PepepanpHOro 3aKoHa OT
21.11.2011 Ne 323-®3 «O6
OCHOBaX OXpaHBl 3J0POBbS
rpaxgan B Poccuiickoi
denepayn» 3
7.2 - HE3apEruCTPUPOBAHHbIE? yactu 4, 15, 16, 17 cratbu 38
DenepanbHOro 3aKOHa OT
21.11.2011 Ne 323-®3 «0O6
OCHOBaX OXpaHBI 310POBbA
rpaxkgan B Poccuiickoi
®enepauum»

7.3 - banbcuduppoBaHHbIe? yacTH 12, 15, 16, 17 crateu 38

®enepanbHOro 3akoHa OT
21.11.2011 Ne323-®3 «O6
OCHOBaX OXpaHBI 3JOPOBbS
rpakgad B Poccuiickoit
Oenepanyu»

7.4 - C HCTEKIIIMM CPOKOM yacte 3 crate 38

rOXHOCTH? ®DenepaNbHOrO  3aKOHa OT
21.11.2011 Ne 323-®3 «O6
OCHOBaX OXpaHbl 3J0POBbS
rpakgan B Poccuiickoit
Denepanyn»

8. OcymecTBnseTcs M XpaHEeHHe y | 4acTb 3 cratbh 38
rnposepsemMoii  opranmsauuu B | DenepansHOro 3akoHa OT
COOTBeTCTBHH ¢ paspaborannoii | 21.11.2011 Ne 323-03 «O6
TIPOM3BOIVTENIEM TEXHUUYECKOH M | OCHOBaX OXpaHbl 310pPOBbA
(wnn) JKCILUTyaTal[MOHHOM | rpaxkgaH B Poccuiickod
JIOKyMEHTaLuen? Qenepanyny

® Cobpanme 3akoHomatenscTBa Poccuiickoit denepanun, 28.11.2011; Ne 48, ct. 6724, 05.01.2015; Ne 1

(uacts I), cT. 85.

4 CoGpanme 3akoHopatensctea Poccuiickoit ®enepaunu, 28.11.2011; Ne 48, 05.01.2015; Ne 1 (uacts I),

cT. 6724, cT. 85
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Ionano i B Poc3apaBHaa30p
HpoBepAeMOii OpraHH3alMei
yBeioMIIeHHe 00 OCyILIECTBICHHH
HeATeNILHOCTH B cepe
oOpaleH:s MeAUIMHCKHX
u3penui?

nyukter 2, 5.8, 6, 7, 10, 11
Ipasun, YTBEPIKAECHHBIX
[IOCTaHOBJIEHHEM

Ipasurensctea ot 16.07.2009
Ne 584 «O6 yBemOMHTEIBHOM
TOpSZIKE Hayana
OCYIIECTBNEHHS  OTACIBHBIX
BHIIOB TpeANPHHUMATEIBCKOH
JEATENBHOCTH

ITYHKTHI 2, 16, 17
AIMWHHCTPATUBHOTO
pernameHTa DenepabHOH
cayx0pl 1o Hamsopy B cdepe
3paBOOXPAHEHUS no
NPeIOCTaBICHUIO
rOCyIapCTBEHHOH YCIYr'H IO
MpreMy 1 y4eTy yBeJOMICHHUH O
Havaie OCYILECTBJICHHSA
JIEATENHHOCTH B chepe
obpaieHus MEIULIMHCKUX
H3gemwii (32 HMCKIIFOUYCHHEM
NPOBENCHHSA KIMHHYIECKHX
HCIIBITAaHUH MEIUIMHCKUX
u3enud, WX TIPOM3BOJCTBA,
MOHTaXa, HaJIaJKH,
MPUMEHEHHA, DKCIUTyaTalWH, B
TOM  YHCJIE€  TEXHHYECKOTO
ofCimy)XHBaHUA, a  TaKKe
PEMOHTa), YTBEPIKIEHHOTO
npukasoM Munzapasa Poccuu
or 11.03.2016 Ne 155-u

10

MonwuToprHr 6e30MacHOCTH
MEIULIMHCKUX H3NeTuH

10.1

Hanpasssorcs Ty nmpoBepsAeMoit
opraHuzaumei coobmenus o
HeGIaronmpUATHBIX COOBITHAX
(TIpH MX HATUYHMH), BHIABJICHHBIX
npy o6paleHHH_MeIHUHCKHX
W3[C/Ui, B YCTAHOBJICHHBIE
CPOKH?

ITyHKTHI 2-3
coo01eHNs cyOBeKTamMu
obpaieHus MEIHUHHUHCKHX
u3gendii 060 Bcex Ciydasx
BEISBJICHUS MOGOYHBIX
IeHCcTBUM, HE YKa3aHHBIX B
HHCTPYKIMH TI0 TPHMEHEHHIO
HITH PYKOBOICTBE o
OKCIUTyaTalWl  MEAUIIMHCKOrO
H3JeIMs, O HeXKelaTelbHBIX
peaKiuaX Mpu ero NPUMEHEHUH,
00 0COBEHHOCTAX
B3aHMOJEHCTBHS MEIHIIMHCKHX
A3 enuii Mexxy coboid, o pakrax
H 06 06CTOATENBCTRAX,

ITopanka

5 CobOpanmne 3akoHomaTenbcTBa Poccuiickoit ®enepaupm, 27.07.2009; Ne 30, 22.12.2014; Ne 351,
04.04.2016; Ne 14, 01.11.2010; Ne 44, ct. 3823, cT. 7466, ct. 2001, cT1. 5692
¢ 3apeructprpoBan B Munrocte Poccuu 08.04.2016, peructpaumonssiii Ne 41714
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CO3JarolX yrposy XKH3HH H
340pPOBbIO rpaxnaH u
MCIOUIMHCKHX pa6OTHPIKOB pu
NMPUMCHCHHUN H 3KCIUTyaTalHH

MEJUIIMHCKUX H3]IEIIHIA,
YTBEPKIEHHOTO NPUKa30M
Mun3znpasa Poccun oT

20.06.2012 Ne 12H (manee —
[opsnok Ne 12) 7

10.2

Conepxxat 11 MHGOpPMALIHIO,
npexycMoTpeHHyo [lopsaxom
Ne 12, cooGuieHns o
HeOJIarOnpHUATHBIX COOBITHAX
(tipn vx HanuuKuw),
HaIpapJeHHbIC MPOBEPIEMOM
opraHu3auuei?

myHKT 4 [Topsaka Ne 12

10.3

IIpogena nu nposepsaeMas
OpraHu3alys POBEPKY
JOCTOBEPHOCTH NOITy4YEHHOMN
HUH(OpPMALIMH O HECOOTBETCTBUH
NPOAYKLMH TpeOOBaHUAM
TEXHUYECKUX PErIaMeHTOB, B
CPOKH, YCTaHOBJICHHBIE HacThIO 1
cratbi 38 denepanbHOro 3aKoHa
ot 27.12.2002 Ne 184-@3 «O
TEXHUYECKOM PEryIUPOBAHHU»?

4acTh 2 38
depepanbHOr0O  3aKOHa  OT
27.12.2002  Nel84-®3 «O

TCXHUYCCKOM PCryjinpoOBaHUNA» 8

CTaTbu

10.4

IMpencrapuna nu nposepsemas
OpraHU3alMsa MaTepHabl
HpPOBEPKH B OpraH
rocyIapCTBEHHOIO KOHTpPOIA
(samzopa)mno ero TpeGoBaHUIO?

ctathg 38 OenmepanbHOro 3aKkoHa
or 27.12.2002 Nel84-03 «O
TEeXHHYECKOM PETYTHPOBAHIM

10.5

OcyIecTBISIOTCS JH
NPOBEPSEMOH oOpraHu3aLdedl 3a
€€ CUeT yCTpaHEHHE HeIOCTAaTKOB,
a TaKKe JOCTaBKa NPOLYKLMH K
MECTY YCTPAHEHHA HENOCTATKOB
U BO3BpAT ee mpuobperartelnsM, B
TOM YHCIIe NoTpeOuTeNsIM?

crarbs 38 OenepanpHOro 3aKOHA
or 27.12.2002 Ne184-®03 «O
TEXHUYECKOM PEryIHpOBaHUN»

10.6

TIpomssenena nu nposepseMoi
opraHu3anueil IpHOCTaHOBKa
peann3alyy NpoxyKUUu?

ctatbs 38 MepepanbHOro 3akOHA
or 27.12.2002 Ne 184-®d3 «O
TEXHUYECKOM PeTYIUPOBAHUMY

7 3apeructpupoBaH B Mumnrocre Poccum 20.07.2012, peructpaumonHeii Ne 24962, 04.07.2016,

peructpaioHHbIH Ne 42725

8 Cobpanne 3akoHoparenscTsa Poccuniickoit ®emepaumy, 30.12.2002; Ne 52 (u. 1), 25.07.2011; Ne 30
(u. 1), et. 5140, cT. 4603
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10.6.1

[pouseeneH nu nposepseMoit
OpraHu3alueii OT3bIB
HPOAYKLHH, B CIIydae, eClid
yrpo3a MpUYHHEHHUS Bpeaa He
MOXeT OBITh YCTpaHeHa ITyTeM
NPOBECHHUS KOPPEKTUPYIOLIHX
MEpONPUATHI?

craths 38 MegepanbHOro 3aKOHA
or 27.12.2002 Ne 184-®d3 «O
TEXHHYECKOM PETYTHPOBAHUH

10.7

O6ecniedena i opraHu3aLyed,
OCYLIECTBIISIOLLEH XpaHEeHHE, 3a
CBOI1 CUET HA BECh TICPUOST
IEeHCTBUS MPOrpaMMBbl
MEPOTIPUSTHH N0
NpeIOTBPAILEHHUIO IIPUYHHEHUS
Bpena npuobpeTaTensaM, B TOM
YHCIIe NOTPeOHTENIAM,
BO3MOXHOCTbD TTOJTyYEHHA
oneparTuBHOM HH(OPMALHH O
HEOOXOTUMBIX ACHCTBUAX?

CTaTBH 38
OepepanpHOro  3akoHa  OT
27.12.2002  Nel84-®3  «O

TEXHHYECKOM PETY/IMPOBAHKMMY °

YacThb 4

10.7.1

OGecrieuena Jin opraHu3auueti,
OCYLIECTBIIAIOLIEH peann3alyio,
3a CBOH CYeT Ha BECh NepHON
JEHCTBHUS MPOrpaMMBI
MEPONPUATHH 1O
NPEAOTBPAIIeHHIO IIPUIMHCHUS
Bpela pHobpeTaresisiM, B TOM
qycrie MOTpeOUTesIM,
BO3MOXKHOCTB TOJTYYeHUS
OIepaTHBHOM HHGOPMALIUH O
HEeOoOXOAUMBIX NeHCTBUAX?

CTaTbH 38
@enepaJbHOrO  3aKOHa  OT
27.12.2002  Nel84-d3  «O
TEXHUYECKOM PETYTHPOBAHU

4acTh 4

10.8

ITpoundopmupoana au
IpoBepsieMas OpraHu3anus Opral
rOCYAapCTBEHHOI'O KOHTPOJIS
(Hag30pa) B COOTBETCTBHH C €I0
KOMITETCHLIMEH B TEUSHHUE ACCATH
JHEH ¢ MOMEHTA MOJTYy4YEHHUs
HHGOPMALIK O HECOOTBETCTBUH
BBITYILEHHOH B ofpalieHue
NPOAYKUHH TPeOOBAHMIM
TEXHUYECKHX periIaMeHTOB?

CTaThbU 38
depmepanbHOr0  3aKOHa  OT
27.12.2002  Ne184-®3  «O
TEXHHIECKOM PETYIMPOBAHAN

4acTh 1

% CoGpanue 3akoHoaaTenbcTBa Poccuiickoit ®Denepanuu, 30.12.2002; Ne 52 (wacts ), 25.07.2011; Ne 30

(wacts I); ct. 5140, ct. 4603

10 Cobpanne 3akoHoaTenbeTBa Poccuiickoit denepanmn, 30.12.2002; Ne 52 (wacts 1), cT. 5140




