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Topsaka NPHOCTAHOBJICHHS NPHMEHEeHH
GHOMEIHIINHCKOr0 KJIETOYHOr0 MPOAYKTA

B COOTBEICTBHM C dYacTbio 1 CTaTbu 42 @enepanbHOro  3aKOHA
or 23 wmions 2016 r. Ne 180-®3 «O OMOMEIUIMHCKUX KJIETOYHBIX IPOAYKTax»
(Cobpanue 3aKOHOAATENHCTBA Poccuiickoit ®enmepaumu, 2016, Ne 26, cT. 3849)
¥ TIOAIIyHKTOM 52.207* Tonoxenus o MUHHCTEPCTBE 3APABOOXPAHCHUS Poccuiickon
denepalyyi, YTBEPKICHHOIO  TOCTAHOBJICHUEM [IpaButenscTBa  PoccuiicKont
®enepam ot 19 mons 2012 r. Ne 608 (CobGpaHue 3aKOHOAATEIBCTBA Poccuiickoi
®epepamuu, 2012, Ne 26, ct. 3526; 2013, Ne 16, ct. 1970; Ne 20, cr. 2477, Ne 22,
cr. 2812; Ne 33, ct. 4386; Ne 45, ct. 5822; 2014, Ne 12, ct. 1296; Ne 26, ct. 3577; Ne 30,
cr. 4307; Ne 37, cT. 4969; 2015, Ne 2, ct. 491; Ne 12, ct. 1763; Ne 23, c1. 3333; 2016,
Ne 2, cr. 325; Ne 9, ct. 1268; Ne 27, ct. 4497; Ne 28, c1. 4741; Ne 34, c1. 5255; Ne 49,
cr. 6922; 2017, Ne 7, ct. 1066; Ne 33, cr. 5202; Ne 37, cr. 5535; Ne 40, cr. 5864;
Ne 52, ct. 8131),ipuKa3blBalo:

VrBepmuTh ~ npdnaraemeii  IlopAnox  NpHOCTAHOBIICHHA IPUMEHEHHUS
OHOMEIULIIAHCKOIO KJIETOYHOro NpOoayKTa.
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VTBEPXIEH

nprukazoM MUHHCTEPCTBA 3APaBOOXPAHEHHS
Poccuiickoit @eneparuu
ot «27» mapta 2018 . Ne 120n

Iopsinoxk
NMPHOCTAHOBJICHUS NPHMEHEHHUS
OHOMEININHCKOr0 KJIETOYHOI0 MPOAYyKTA

1. Hactosmmii Ilopsimok ompenenser IpaBHja IPHOCTAHOBJICHUS MPHMEHEHHUS
DenepansHOil coyx6oil 1m0 Hamsopy B cdepe 3npaBooxpaHenus Poccuiickon
®enepanuu (manmee — Pocs3apaBHan30p) OHOMEIMIIMHCKOTO KICTOYHOIO MPOJYKTa,
HaxoJsIIerocs B obpaieHuy Ha Tepputopun Poccutickon @enepanuy.

2. Poc3apaBHaA30p NPUHUMAET DENICHWE O TPHOCTAHOBICHUH IPHMEHEHMS
GHOMEIUIHHCKOTO KJIETOYHOro IPOAYKTa (peKOMEHAyeMBIH o0Opasel NpHBEJEH B
IpHIOKEHAN K HactosiieMy Ilopsaxy) B TedeHHe NATH pabodux IHEH CO JHA
NOIydYeHHss B paMKax OCYIIECTBJIIEMOIO MM TOCYJapCTBEHHOIO KOHTPOIS B cthepe
obpalennss GHOMEIULMHCKEX KIETOYHBIX MPOAYKTOB HH(popMaruu o MOOOUYHBIX
NelCTBUSX, He YKA3aHHBIX B MHCTPYKIMH II0 TIPHMEHEHHIO GHOMEIULMHCKOTO
KJIETOYHOTO MPOAYKTa, CEPhEe3HBIX HEXENATENbHBIX PEeaKIUiX H HENPEABUACHHBIX
HeXenaTelbHBIX peaKiuax, 00 OCOOEHHOCTSX B3aUMOJEHCTBUS OHOMEIUIUHCKOTO
KJIETOYHOI'O IPOAYKTa C JIEKAPCTBEHHBEIMH IMperaparaMy, MEJUIIMHCKUMHU U3ACTHIMY,
MUIIEBBIMHA MPOAYKTaMH, APYTMMH OHOMEIMIMHCKUMH KJICTOYHBIMH IPOAYKTAMH,
KOTOpBIE MOTYT TPEICTAaBIATh yrpo3y JKU3HH WM 3[I0POBBIO 1ENIOBEKA, a TaKxe O
HEeCOOTBETCTBUH AaHHBIX 00 3((eKTHBHOCTH OMOMEAMIIHHCKOTO KIETOYHOIO NMPOAYKTa
1 0 6e30IacHOCTH OMOMEMUIIMHCKOTO KJIETOYHOIO MPOAYKTa JaHHBIM, COACPKAIIHMCS
B MHCTPYKIIMH IO €r0 IPUMEHESHHUIO.

3.J11 TpoBeleHHs OKCIePTHOH OIEHKM HH(pOpMaIuy, IpeyCMOTPEHHOM
myukroM 2 Hacrosmero Ilopsimka, WM IPOBEACHUS UCIIBITAHUH OHMOMEIHULIMHCKOTrO
KJIETOYHOrOo HpoAyKTa Poc3apaBHan30p IIpHBIEKaeT (efepalbHOe IoCyNapCTBEHHOS
GIOIPKETHOE yUpeXkKIeHNe, HaXOAAIIeecs B €10 BEJCHUH IS N34 3aKIIOCHHS.

[Tpu npunsTur Poc3apaBHan30poM pelleHus O MPOBENCHUH 9KCIIEPTHOM OLIEHKH
MH(QOPMAIIUH WM O IPOBENEHUH HCIIBITAHMH OHOMEIHITMHCKOrO KIETOYHOrO MPOAYKTa
CPOK TPHMHSATHS pPEIIeHMA O IPHOCTAHOBJICHHUH NPUMEHEHUA OHOMEeTUIIUHCKOTO
KJIETOYHOTO IPOMYKTa COCTABISeT TPHALUATh pabovux MHEH €O IHA MOJNY4eHHS
uH(OpMAINH, YKa3aHHOH B myHKTe 2 HacTosero ITopsnka.
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4. Poc3ipaBHAA30p MNPHHEMAET DELICHHE O MPHOCTAHOBICHHM MPUMEHCHHA
GHOMEIUIHCKOTO KIETOYHOTO TpoXyKTa (peKoMeHiyeMslf obpasell MPUBEICH B
IPHIOXEHHH K HacrosmeMy Ilopsaxky) B TedeHMH TpexX pabounx JHEH CO [HA
yCTAHOBNeHHs (aKTa HEHCIIONHEHHs HIHM HEHAIEXAINEro MCHONHCHUSA BIaleIbIeM
DErHCTPAIIAOHHOrO ~ YAOCTOBEpEHHs ~GUOMEIMIMHCKOTO  KICTOYHOTO  MPOAYKTa,
JOPHIMUECKUM JIAIIOM, HA MMs KOTOPOTO BBIIGHO paspellieHHe Ha MpPOBEACHUE
KIMHAYEeCKOro HCCIIHOBAaHMA OHOMEIMIMHCKOrO KJIETOYHOro  MPONYKTd, HIH
YIOJTHOMOYEHHOTO HMH JAPYroro IOpUIMYECKOro JHia ONHOM U3 CIEAYIOIHX
00S3aHHOCTEM:

1) ocymecTBIeHME [pHeMa, Yy4eTa, 00paboTKY, aHanu3a W XPaHCHMA
MOCTYMAIOMMX OT CyGBEeKTOB oOpaleHus OHOMEIUIMHCKHX KICTOYHBIX MPOAYKTOB 1
OPraHOB  TOCY/apPCTBEHHOH  BJNAcTH  COODIIeHHH O NOGOYHBIX  JEHUCTBHSX,
HeXeaTeNbHBIX PEaKIliaX, Cephe3HBIX HEXeNaTeIbHBIX PEaKUHUsX, HEIPeABHACHHBIX
HeeNaTeNbHbIX PeaKI|sX MPY IPHMEHEHHH OHOMEeIMIIMHCKAX KIETOIHBIX POAYKTOB,
06 OCODEHHOCTSX WX B3aUMMOMEHMCTBMSA C€  JICKAPCTBCHHBIMH  TIpeNapaTaMH,
MEIUIMHCKAMY H3IEUSIMYE, MHINEBBIMUA MPOAYKTaMH, NPYTHMH O6roMe TUIITHCKAMH
KIETOYHBIMY TIPOLYKTaMH, 00 MHAMBUAYAIbHOH HENEPEHOCHMOCTH, a4 TAKKe 00 MHBIX
(haKTax u 06CTOATENBCTBAX, MPEACTABIAIONIMX yTPO3Y KUSHH MM 3OPOBRIO YeJoBeKa
GO BIHAIONIMX HA W3MEHEHNE OTHOLICHHS 0XKHIaeMOH MONB3BI K BO3MOXXHOMY PUCKY
IIPIMEHEHAsT OMOMEIUIMHCKAX KIETOTHBIX TPOJyKTOB';

2) TpHHATHE Mep, HANpABIECHHBIX HAa YCTPAHEHHE HEraTHBHBIX TIOCJIeICTBUH
IpEMeHeHHs] GHOMEIUIMHCKIX KIETOYHBIX MPOAYKTOB, NPELyNpEeKACHNC IPAYHUHEHUS]
Bpefa OKM3HM WIM 3J0DOBBIO YelOBEKa, 3alIUTy MNAHEHTOB OT IIPUMEHEHMS
6HOMEIMIMHCKAX KISTOYHBIX MPOXYKTOB, HA JIOTIOJIHWUTEIBHBIH c60p MmaHHBIX 00
5 (heKTHBHOCTH U 0 GE30TaCHOCTH GHOMETHIIMHCKAX KICTOTHBIX MPOAYKTOB.

5. Poc3mpaBHAA30p NPUHEMAeT pelIeHHe O MPHOCTAHOBICHHH MNPUMEHCHHA
6HOMEIUIMECKOr0 KIETOYHOTO TNPOAYKTa (PEeKOMEHyeMBbIH oOpasell INpUBEIEH B
npuIOKeHHH K HacrosmeMy Ilopsiky) B TedCHHM ABYX paGounx [IHEH cO JHA
BEIHeceHHs POC3IpaBHAA30pOM 3aKIOUEeHHMs] O HEJOCTOBEPHOCTH  PE3yNbTATOB
KIMHAIECKOT0 HMCCIe0BaHHs GHOMEIHIMHCKOTO KJISTOYHOrO MPOMYKTa, KOTOPOE
OCHOBAHO Ha DE3yNbTaTax NPOBEpPKH MEJMIHHCKOH OpraHu3alluu, POBOJMBLIEH
yKa3aHHOE KIMHUIECKOEe MCCIIeJ0BaHNe C HapyIIeHHEM NpaBhl HajIexaled NpakTHKA
no paGore ¢ OHOMEINMIMHCKAMHA KICTOYHBIMA IIPOAYKTAMH, BBIHECCHHA JIaHHOT O
3aKJTIOYECHUS.

6. Poc3apaBHaJ30p NPHHMMaeT DEINeHHEe O NPUOCTAHOBICHMM NPUMCHCHHIA
6HOMEIMIMHCKOTO KJIETOYHOrO IPOXYKTa (PEKOMEHIyeMBIA obpaser] NpHUBEICH B
IPUIOXKEHUH K HACTOSMIEMY I[lopsKy) B Clydae HEBBIMOIHEHUsS BIaJCIbICM
PErHCTPAlOHHOTO  YLOCTOBEPEHHs ~[PeATHCAHMA Poc3apaBHanzopa II0 HTOraM

! Yaorm 4 1 5 cratbu 41 DeepanbHOro 3aKOHa OT 23 HMIOHA 2016 r. Ne 180-®3 «O OHOMEAMIMHCKHX KJIETOUHBIX
npoxykrax» (CoGpanue 3aKOHOAATEILCTBA Poccuiickoii ®epepamun, 2016, Ne 26, cT. 3849) (nanee — @enepaibHbIi 3aKOH
Ne 180-D3).




OCYLIECTBJIEHMsT BBIOOPOYHOIO KOHTPOJIS Ka4ecTBa OHOMEIUITMHCKOIO KJIETOTHOTO
nponyKTa2 B TeueHWH IITH paboyumx IHEH CcO [HJI MCTEUEHHs YKAa3aHHOIO B
IpeANUCaHUH CPOKa yCTPaHEeHHS BBIABICHHBIX HapyIICHUH.

7. NudopMarms o IPUHATEIX Poc3apaBHaN30pOM PEILEHIAIX O IPHOCTAHOBIICHIN
pYMeHeHHs] GHOMEIMIIMHCKHMX KIIETOYHBIX IPOAYKTOB pasMEIaeTCs Ha opuIHAIIEHOM
calire  Poc3gpaBHajg3opa B 1HGOPMAIMOHHO-TEIEKOMMYHHUKALIMOHHON  CETH
«I/IHTepHeT»3 .

2 Yacrp 6 craThlt 46 GenepanpHoro saxona Ne 180-P3.
3 Yacts 2 craThy 42 GenepansHoro 3axona Ne 180-D3.




IIpunoxenue
K [lopsiaKy nprOCTaHOBICHUS IPUMEHEHHUS
OMOMEIULIMHCKOTO KJIETOYHOTO IPOAYKTa,
YTBEPXKIEHHOMY IpHKa3oM MuHHCTEpCTBA

3npaBooxpaneHus Poccutickoit deneparnu
ot «27» mapta 2018 r. Ne 120H

PexomenayeMslii oOpazen

denepanpHas ciryx0a Mo Haf30py B cdhepe 31paBOOXpaHEHUs

YTBEPXJAIO

(pyxoBoautens, ©.1.0., monuce, revars)

«_» 20 T
Pemenue
0 IPHOCTAHOBJICHHH NIPUMEHEHHs1 OHOMEIHIHMHCKOro KJIETOYHOr0o MPOAYKTa

1. HarMeHoOBaHMe 6HOMEIUIIMHCKOTO KIETOYHOTO POAYKTa
2. Toproeoe HaWMEHOBaHHE OWOMEIUIMHCKOTO KJIETOYHOTO HPOAYKTa (IpH
HAJTAIHHN )
3. HaumenoBanue BJIaJeJbLIa PETUCTPAIIIOHHOTO yIOCTOBEPEHHUS
OMOMEIUIIMHCKOTO KJIETOYHOTO IPOAYKTa
4, HauMeHOBaHME H aApeCc MPOU3BOAUTENS OHOMEAULUHCKOIO KIETOYHOrO
IpOIyKTa
5. Anpec MecTa IpOU3BOACTBa GHOMEIUIIMHCKOTO KIETOYHOTO MPOAyKTa .
6. Jlata TroCYJapCTBEHHOUW perucTpamuu  OHOMETULIMHCKOTO  KJIETOYHOTO
HpoayKTa (I1.MM.ITIT) .
7. T 6MOMEAMIIMHCKOrO KIETOYHOTO MPOAYKTa (ayTOJIOTHYHBIN, aJUIOTEHHBIH,
KOMOWHHPOBaHHBIN )
8. OcHOBaHHE IPUOCTAHOBICHUS MPUMEHEHHS OMOMEIUIMHCKOrO KJIETOYHOTO
TIPOZYKTa (YKa3bIBaeTCsl COOTBETCTBYIOIEE OCHOBAHUE):

9. BriBox

(0 HEBO3MOXHOCTH TIPUMEHEHNs OHMOMEIUIIMHCKOIO KIETOYHOrO MPOAYKTA U
HEeoO6XOMMOCTH IIPUOCTAHOBIEHHUS ero IIPUMEHEHH)

OTBeTCTBEHHBIH UCIIOIHUTEID

(momxuocte) (®.M.0.) (moamuce)

JlaTa oopMIIEHUS 3AKIIOYEHUS «__ » 20 r




