06 yTBepXAeHUN HopPM NPOBEPOYHBIX JIMCTOB (CMUCKOB KOHTPOJIbHbIX BOMPOCOB, OTBETHI HAa KOTOPbIE
CBMAETENbCTBYOT 0 COBNOAEHNN NN HECOBNOAEHUN KOHTPOIMPYEMbIM NNLOM 0643aTeNbHbIX TpeboBaHWiA),
npuMeHsemMbix PeaepasnbHON Cyx60i No BETEPUHAPHOMY 1 (PUTOCAHUTAPHOMY HaA30py U ee TePPUTOPUAbHBIMU
opraHamu npu oCyLecTBAEHUN eaepanbHOro rocyaapCTBEHHORO KOHTPONS (Haa3opa) B chepe obpalleHns
NIEKAPCTBEHHbIX CPEACTB [J1 BETEPUHAPHOI0 NPUMEHEHMS

Ctatba 57. ®epepanbHOro 3aKoHa
Ne 61-03

5.1.

hanbcMpnLUMpPoOBaHHbIX JIeKapCTBEHHbIX CpeaCcTB?

5.2.

He0BpoKa4eCTBEHHbIX IeKapCTBEHHbIX CPeacTB?

5.3.

KOHTPa(aKTHbIX JIeKapCTBEHHbIX

cpencTts?

6.

MpenocTaBnseT M CyObeKT PO3HUYHON TOProBAW NOTPedUTENAM MPY PO3HNYHOW TOProee
NEKapPCTBEHHbIMU NpenapaTaMmn KayeCTBeHHbIE, 3h(eKTMBHbIE 1 6e30nacHble IeKapCTBEHHbIE NpenapaThl?
MyHKT 2 MpaBun anTe4yHoW NpakTUKM

7.

MpepocTtaBngeT nn cybbeKT PO3HUYHOM TOProBAn No nNpockbe noTpebutens nHpopmaLmio o cnocobax
NMPYMeEHEHNs JIeKapCTBEHHbIX NpernapaTos?

MyHKT 2 MpaBus anTe4yHoN NpakTUKK

8.

MoppepxusaeT M cybbekT po3HNYHON TOProeam B paboyem cocToAHMM:

8.1.

3[aHnAa 019 OCYLeCTBAEHNS PO3HUYHOW TOProBaun?

MoanyHKT "a" nyHkTa 3 MNpaBua anTe4YHON NPaKTUKK

8.2.

noMeLLeHnsa ons ocyLecTBeHUs PO3HNUYHON TOProBaun?

8.3.

MecTa, OTBe[leHHble )11 OCYLLECTBJIEHNS PO3HNYHON TOProBanN?

8.4.

CpefCTBa Tpyha, CBA3aHHblE C MeCTaMU OCYLLECTBIEHUS PO3HUYHOW TOProBan?

8.5.

obopyaoBaHue 4518 MPON3BOACTBEHHbIX MPOLLECCOB (TeXHUYecKune, nporpaMmmHble CpeacTsa)?
MoanyHKT "6" nyHKTa 3 MNpaBuni anTe4YHON NPaKTUKK

9.

MpoxoadaT nn cpefcTBa U3IMEPEHUS, KOTOPbIE UCMOb3YIOTCA CyObeKTOM PO3HUYHON TOPrOBIN,
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MeTPOJIOrMYEeCKYo MOBEPKY B COOTBETCTBUN C PeaepalibHbiM 3aKOHOM 0T 26 ntoHa 2008 r. Ne 102-03 "06
obecnevyeHnn eaUHCTBA N3MepeHnin"?

MyHKT 4 MpaBuS anTe4YHON NPaKTUKK

10.

Obecne4yuBaeT nu pykoBoanTeNb Cy6bEeKTa PO3HUYHON TOProBAN:

10.1.

cobnofieHne yCTaHOBEHHbIX [0NI0XXEHNEM 0 NNLLEH3NPOBaHNMN (hapMaLLeBTNYECKON AeATENbHOCTMY,
YyTBEPXAEHHbLIM NOCTaHOBNeHNeM [MpaBuTenbcTBa Poccuinckon ®egepauum ot 31 mapTta 2022 r. Ne 547 2,
TpeboBaHWin K KBanMduUKaLum, CTaxxy paboTsl 1 MOBLILLEHNIO KBaAUUKaLMM pyKoBoauTens cybbekTa
PO3HWYHON TOProBan 1 ero paboTHUKOB, AeATEIbHOCTb KOTOPbIX HEMOCPeLCTBEHHO CBA3aHa C PO3HUYHON
TOProBAen NEKaPCTBEHHbLIMU NpenapaTaMu (fanee - anTeyHble paboTHUKKM)?

MoanyHKT "a" nyHKTa 5 MNpaBuna anTe4yHoN NPaKTUKY

2 MoanyHKT "0" nyHKTa 6 MonoXXeHnsa 0 IMLEH3UPOBaHUM hapMaLLeBTUYECKON AeATENIbHOCTH,
YTBEPXXAEHHOIr0 NocTaHoBAeHneM [MpaBuTtenbcTBa Poccunckon ®egepauum ot 31 mapta 2022 r. Ne 547.
CornacHo nyHKTY 3 noctaHosneHus lMNpasutenbcTBa Poccuinckon Pepepaumm ot 31 mapta 2022 r. Ne 547
HAaHHbIN aKT gencTeyeT Ao 1 ceHTabpsa 2028 r.

10.2.

OCyLLeCTBJIeHNe 3aKYMNOK JIeKapCTBEHHbIX MpenapaTos, He AoMNyCKaloLllee yMbILIeHHOoe pacnpocTpaHeHune
hanbCcnULMPOBaAHHbIX, HeL0OPOKAYECTBEHHbIX, KOHTPa(aKTHbIX JIEKAPCTBEHHbIX NpenapaToBs?
MoanyHKT "6" nyHKTa 5 MNpaBna anTe4YHON NPaKTUKK

10.3.

Be[leHNe BHYTPEHHEeN TeXHNYECKON JOKYMeHTauun (fanee - CTaHAAPTHbIE onepaunoHHbIe npoLenypbl)?
MoanyHKT "B" nyHKTa 5 MNpaBmn anTe4yHOW NpakTUKK

10.4.

Hanu4ne 0bopynoBaHWA, MOMELLEHUIA 1 LOKYMEHTaLUK, NoATBEpXAatoLen cobnoaeHne cybbekTom
PO3HNYHON TOproBan TpeboBaHMin, yCTaHOBEHHbLIX 3aKOHO4ATeIbCTBOM Poccuinckon Pegepaumm o
JINLLEH3UPOBAHWUM OTLE/bHbIX BUAOB AeATeSIbHOCTU?

MoanyHKT "r" nyHkTa 5 MpaBua anTe4yHon NpakTuKu

10.5.

NH(OPMMPOBaHME anTeyHbIX PaboTHMKOB 06 3MEHEHMAX BETEPUMHAPHOr0 3aKOHOAaTeNbCTBa POCCMNCKON
denepaumm n 3akoHogaTenbCcTBa Poccunckon ®epepaunn 06 obpalleHnn NeKkapCTBEHHbIX CPeacTB?
MoanyHKT "4" nyHKTa 5 MpaBun anTe4yHOn NPakTUKK

11.

ObecneynBaeT nn pykoBoANTENb CYObEKTa PO3HNYHON TOProBAN MOHUTOPUHI MHGOPMaLLMK, KaCatloLwencs:

11.1.
NpUOCTaHOBIEHNA (BO30OHOBNIEHNSA) peann3aLnm NeKapCTBEHHbIX NpenapaTos?
MoanyHKT "e" nyHKTa 5 MpaBua anTe4YHoN NPaKTUKY
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11.2.

0T3blBa (M3bATUNA) U3 0BpPaLLEHNS NEKAPCTBEHHbLIX NPenapaToB?

11.3.

BbISIBJIEHUS CJyvaeB 0bpalleHNst He3aperncTPUpPOoBaHHbIX JIEKaPCTBEHHbIX NpenapaToB?
11.4.

BbISABJIEHNSA (DaNbCUPULNPOBAHHbLIX, JIEKAPCTBEHHbIX NpenapaTos?

11.5.

BbISIBJIEHUS KOHTPa(aKTHbIX IeKapCTBEHHbIX NpenapaTos?

11.6.

BbISIBJIEHUS Hef0b6poKayYeCTBEHHbIX JIEKaPCTBEHHbLIX NPenapaToB?

12.

MpoBoanTCS M pykoBoauTenem cybbekTa po3HMYHOM TOProean (MMbo ynoaHOMOYEHHbIM UM JINLLOM) A8
BHOBb MPUHATLIX anTeYHbIX PaBOTHMKOB MHCTPYKTaX Mo C/IeAYHOLMM BOMPOCaM:

12.1.

cobnogeHne TpeboBaHWin BETEPMHAPHOI0 3aKOHOAAaTENbCTBaA Poccuinckon denepauunn?

MoanyHKT "a" nyHKTa 6 lMpasw anTe4yHON NpakTUKK

12.2.

cobnioneHne TpeboBaHuin 3aKoHOAaTENLCTBA Poccuinckon Genepauum o6 obpalleHUn NeKkapCTBEHHbIX
CpencTB, BKAYas TpeboBaHNSA K PO3HUYHOWN TOProBfe NeKapCTBEHHbLIMMW NpenapaTaMn?

MoanyHKT "a" nyHKTa 6 MNpaBna anTe4YHON NPaKTUKK

12.3.

npegocTasfaeHme no TpebosaHmo noTpebutens nHpopMaLm 0 B3anMo3aMeHAEMbIX JIeKaPCTBEHHbIX
npenapartax, X CTOUMOCTU 1 HaNN4YMK, O HOBbIX JIEKAPCTBEHHbIX NPenapaTax, JIeKapCTBEHHbIX hopMax
JIEKapCTBEHHbIX NPEenapaToB, MOKa3aHUAX K MPUMEHEHMIO IeKaPCTBEHHbIX NpenapaTos?

MoanyHKT "6" NnyHKTa 6 MpaBui anTe4YHON NPaKTUKK

12.4.

npegocTaB/ieHne 0oCTyna noTpebntento no ero TpeboBaHUI0 K MHOOPMaLIMK, COOepXKallencs B
WNHCTPYKLMM NO BETEPUHAPHOMY NPUMEHEHUIO JIEKAPCTBEHHOr O NpenapaTa?

MoanyHKT "B" NyHKTa 6 MNpaBnn anTe4yHoW NpakTUKK

12.5.

HanpaBfieHune B Poccenbxo3Haa30p nHgopMaLum, Noy4eHHOW oT noTpebuTenen, KacatoLLencs
NPVMEHEHUNS NIEKaPCTBEHHLIX NMPENapaToB, @ TakXe 0 BbIBJEHHbIX B MPOLIECCe NX MPUMEHEHNS NOBOYHbIX
LENCTBUSX, HEXXENATENbHbIX PEaKLMAX, CEPbE3HbIX HEXENAaTeNbHbIX PeakLUsX, HernpeaBuaeHHbIX
HeXxeNlaTesbHbIX PeakUunsax, MHANBUAYaAJIbHON HENEPEHOCUMOCTW, OTCYTCTBUN 3 (HEKTUBHOCTK
JIeKapCTBEHHbIX NPENapaToB, a TakxXe 00 UHbIX hakTax 1 06CTOATENbCTBAX, MPEeACTaBASAIOLNX YrPo3y
YKW3HW WK 30,0POBbI0 XNBOTHOI0?

MoanyHKT "r" NyHKTa 6 MpaBna anTe4YHON NPaKTUKN

13.

BbigeneHbl 1 B MOMELLEHNAX, NCMOb3YEMbIX CyObeKTaMu PO3HUYHOW TOProB/N, 30HbI U (UAN) KOMHATDI,
npefHa3HavYeHHble oNs:
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13.1.

TOProB/AN SIeKapCTBEHHbIMK NpenapaTamu?

MoanyHKT "a" nyHKTa 8 MpaBuna anTe4yHoN NPaKTUKK

13.2.

NPYEeMKN JSleKkapCTBEHHbIX NpenapaTos?

MoanyHKT "6" nyHkTa 8 MpaBw anTe4YHON NPaKTUKK

13.3.

XpaHeHUs NeKapCTBEHHbIX NpenapaToB C UCTEKLIUM CPOKOM FOAHOCTM, B MOBPEXAEHHON YNAaKOBKe,
HeLoBpoKaYeCTBEHHbIX, haNbCUPNLMPOBAHHBIX UM KOHTPAaKTHbIX IeKapCTBEHHbIX MPenapaTos (B
cny4vae, eciv pykoBoauTenem cybbekTa po3HMYHOM TOProBJIM HE NPUHATO PeLLeHMEe O XPaHEHUN TaKunX
JIeKapCTBEHHLIX MPenapaToB B OTAEIbHOM KOHTeNHepe)?

MoanyHKT "B" NyHKT 8 MpaBw anTe4HON NpakTUKK

13.4.

XpaHeHuns oaexabl paboTHMKOB 1 XO3ANCTBEHHbLIX MaTEPMA0B, MHBEHTAPS, MOKLLNX, YACTALLNX U
Ae3nHDUUMPYOLWNX cpeacTs ans ybopkun n 0bpaboTku nomeLLeHnin n obopynosaHus?

MoanyHKT "r" NyHKT 8 MpaBua anTe4yHOM NPaKTUKK

14,

[onyckaeTcsa nm y cybbekTa obpalleHus nekapCTBEHHbIX CPeACcTB A0CTyN noTpebutenein K
JleKapCTBEHHbIM MpenapaTam TOJIbKO NpU PO3HUYHOW TOProBJie eKapCTBEHHbIMUW NpenapaTamu,
oTnyckaembiMun 6e3 peuenTa?

Ab3aL, nepBbIr NYHKTa 9 MNpaBuni anTe4YHON NPaKTUKK

15.

ObopynoBaHa nn y cybbekTa obpalleHns NeKapCTBEHHbIX CPEACTB 30Ha A0CTYMNa K JIeKapCTBEHHbIM
npenapaTtamM BUTPUHaMK, cTennakamu, obecneymBatoLMMm BO3MOXXHOCTb 0630pa NeKapCTBEHHbIX
npenapaTos, peann3yemMbix Cyb6bEKTOM PO3HUYHON TOProBn?

Ab63aL, BTOpoW NyHKTa 9 MNpaBua anTe4yHON NPaKTUKK

16.

PasmelyatoTcs n y cybbekTa obpalleHns NeKapCTBEHHbIX CPEACTB JIEKAapCTBEHHbIE NpenapaThl,
oTnyckaeMble 6e3 peLenTa Ha BUTPUHAX (CTeNNaxax) C y4eTOM YCI0BUN XPaHEHNS, NPesyCMOTPEHHbIX
NHCTPYKLMAMW N0 BETEPUHAPHOMY MPUMEHEHMIO IEKAPCTBEHHbIX MPenapaToB 1 (Man) Ha ynakoBKax
JleKapCTBEHHbIX NpenapaTos?

Ab63aL, nepBbit NyHKTa 10 MNpaBnn anTe4yHOW NpakTUKK

17.

Pa3mMeLLaloTCs M NeKapCTBEHHbIE NpenapaThl, 0TNyCKaeMble No peLenTy, anTeyHbiM paboTHNKOM B
3aKPbITbIX BUTPUHAX N CTEKNAHHBIX LWKagax C y4eTOM YC/0BMIN XPaHEHNS, NpeayCcMOTPEHHbIX
WUHCTPYKUMAMU MO BETEPUHAPHOMY MPUMEHEHMIO JIEKaPCTBEHHbIX MpenapaTos 1 (M) Ha ynakoBKax
JIeKapCTBEHHbIX NpenapaTos?

Ab63aL, BTOpow NyHKTa 10 MpaBmn anTe4yHOM NPakTUKK

18.

PasmelyatoTcs n y cybbekTa obpalleHns NeKapCTBEHHbIX CPeACTB JIEKAPCTBEHHbIE NpenapaThl,
0TMNyCKaeMble Mo peLenTy, OTAENbHO OT IEKaPCTBEHHbIX MPenapaToB, OTNycKaeMbix 6e3 peuenTa, €
OTMETKOWN "MOo peuenTy Ha NeKapCTBEHHbIN NpenapaT", HAaHECEHHOW Ha MOJIKY WK WKadg), B KOTOPbIX
pa3MeLLeHbl Takue NekapCcTBEHHbIE NpenapaThl?

MyHKT 11 MpaBua anTe4YHON NPaKTUKK

19.

PasmeltatoTcs nn y cybbekTa obpalleHns nekapCTBEHHbIX CPeACTB IEKapCTBEHHbIE NpenapaThl, B TOM

CkavaHo Ha canTe «3akoHbl PO» — https://actrf.ru Ctp.4un314



4ymcie B 30He A0CTyna, OTAEebHO OT APYrux TOBApoB, peann3yemMbiX CybbeKTOM PO3HUYHOW TOProeamn?
MyHKT 12 Mpasua anTe4yHon NpakTUKK

20.

PasmelaeTcs nn y cybbekTa obpalleHnsa NeKapCTBEHHbIX CPeACTB MHDOPMaLMa 0 HAUMEHOBAHWMN U
CTOMMOCTW JIEKapCTBEHHOr 0 npenapaTa 3a eAnHNLY ToBapa Ha LleHHUKe NeKapCTBEHHOro npenaparta’?
MyHKT 13 MpaBun anTe4yHOM NPaKTUKK

21.

ObecneyeHo Nin pykoBoauTenem cybbekTa PO3HUYHON TOProBav BeAeHne Ha ByMakHOM HoCcuTeNe nan B
3NEeKTPOHHOM BUAe:

21.1.

LOKYMEHTOB, COAEPKALLNX CBEAEHUS O CTPYKTYPE U KaAPOBOM COCTaBe CybbekTa PO3HUYHOM TOProBan,
BKJ10Has NPMKasbl U pacrnopsiXKeHuns, CBeeHNs 0 KOJIMYeCTBe WTAaTHbIX eAMHUL, @ TaKXe LOJKHOCTHbIX
WHCTPYKLMIA C 0OTMETKOWN 06 03HAKOMJIEHWMN C HUMK PabOTHNKOB?

MoanyHKT "a" nyHkTa 14 MNpaBmn anTe4yHoW NPaKTUKM

21.2.

LOKYMEHTOB, COAEep KaLLMX nHopMaLnto 0 cobnofeHnn CybbekToM pO3HUYHOW TOProBan TpeboBaHMii
3aKoHodaTenbCTBa Poccuinckon ®efepaLim Npy OCyLLECTBAEHUN FroCy4apCTBEHHOMO KOHTPOAS (Hag3opa),
MYHWLMNANbHOr0 KOHTPOJISA (aKThl MPOBEPOK CybbekTa PO3HUYHON TOProBAN LOKHOCTHLIMU AnLaMu
OpraHoB roCyAapCTBEHHOro KOHTPONA (HaA30pa), OpraHOB MYHULIMMANbHOrO KOHTPOA)?

MoanyHKT "6" nyHkTa 14 MpaBun anTeYHOW NPaKTUKK

21.3.

)XYpHana yyeTa peuenTtos?

MoanyHKT "B" NyHKTa 14 MNpaBun anTeyHOW NPakTUKK

22.

YTBepXAeHbl n Cy6beKTOM PO3HUYHON TOProBAN CTaHLAPTHbIE ONepaLMOHHbIe NpoLeaypbl,
OMMCbIBAKOLLME MOPAAOK OCYLLECTBAEHNS 1 y4eTa Cnefyowmnx 4eincTBuUi:

22.1.

BbibOpa opraHM3auum, OCyLLECTBAAOLLEN NOCTaBKY JIeKapCTBEHHLIX NpenapaToB (fajee - NOCTaBLUKK)?
MoanyHKT "a" nyHkTa 15 MpaBun anTeyHOM NPaKTUKK

22.2.

NPUEMKHN JSIeKapCTBEHHbIX NpenapaTos?

MoanyHKT "6" nyHkTa 15 MpaBun anTe4YHOW NPaKTUKK

22.3.

n3bATUA N3 0bpaLLeHns hanbCUPULNPOBaHHBIX, HeL0OPOKAaYeCTBEHHbIX, KOHTPa(aKTHbIX JIEKAPCTBEHHbIX
npenapaToB Y YHUYTOXXEHUA TakMX npenapaTos?

MoanyHKT "B" nyHKTa 15 MpaBua anTe4HON NpakTUKK

22.4.

paccMOTpeHns Xanob n npennoxxeHnin notpebutenein?
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MoanyHKT "r" nyHkTa 15 MpaBua anTevyHOon NpakTuUKn

23.

OnucaHbl M1 y cybbekTa obpalleHns NeKapCcTBEHHbIX CPeACTB B CTAaHAAPTHbLIX ONepaLMOHHbIX
npouenypax:

23.1.

yyeT OaHHbIX MpU BbINOJIHEHWUW CTaHAAPTHLIX ONepaumroHHbIX Npoueayp (BKIoYas CoCTaBNEHME aKTOB,
Be4EeHMWeE XXypHanoB)?

MoanyHKT "a" nyHKTa 16 lNpaBua anTe4YHON NPaKTUKK

23.2.

OCyLLeCTBJIeHNe aHasin3a CTaH4AaPTHbIX OMepaLnoHHbIX npouenyp?

MoanyHKT "6" NyHKTa 16 MNpaBmn anTe4yHOW NPaKTUKK

23.3.

YCTaHOBJIEHME NPUYNH HaPYLLUEHUSA CTaHOapPTHbIX OnepaLoHHbIX npouenyp?

MoanyHKT "B" nyHKTa 16 MpaBua anTe4HON NPakTUKK

24,

ObecneyuBaeT An CTaHLaAPTHaa ONepaunoHHas npouenypa no BeIbopy NOCTaBLLMKA MPOBEPKY CyObEKTOM
PO3HWYHON TOProOBAN:

24.1.

Hanu4yns y NocTaBLLMKa NLLEH3UN Ha OCYLLEeCTBIeHNe papMaLleBTUYECKON AeATeNbHOCTH B Cepe
obpallLeHns nekapCTBEHHbIX CPeACTB A4J1 BETEPMHAPHOr0 MPUMEHEHUS C yKa3aHWEM BbINOAHSAEMbIX paboT,
OKa3blBaeMblX yC/yr WUiam anULEeH3nM Ha NPouU3BOACTBO JIEKAPCTBEHHbLIX CPeACTB A1 BeTepUHapHoOro
NPUMEHEeHNs C yKa3aHumeM nepeyHs paboT?

MoanyHKT "a" nyHkTa 17 MpasBun anTeyHon NPakTuKK

24.2.

cobnoaeHns NOCTaBLWUKOM CPOKOB 1 YC/I0BMIA MOCTaBKM IeKapCTBEHHbIX MpenapaTos, B TOM Yucie
YCJI0BUI XPaHEHNS NeKapCTBEHHbIX NpenapaToB, YCTAHOBEHHbIX MHCTPYKLUUAMN MO BETEPUHAPHOMY
NMPYMEHEHNIO JIEKapPCTBEHHbIX NpenapaTos?

MoanyHKT "6" nyHKTa 17 MNpaBmn anTe4yHOW NPaKTUKK

25.

MpepycmaTpmBaeT Ny CybbekTa pO3HMYHOW TOProBAM CTaHAApPTHaAA onepaunoHHas npoueaypa no
npuemMke JiekapCTBEHHbIX MPenapaToB:

25.1.
NMPOBEPKY KONYECTBa NMNOCTaBJIEHHbIX 1IEeKaPCTBEHHbIX npenapaTOB?
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MoanyHKT "a" nyHkTa 18 lNpaBuna anTe4yHON NPaKTUKK

25.2.

NPOBEPKY HasiM4yma LOKYMeHTa, NOATBEepXAaloLero KayecTBo 1 6e30nacHOCTb 1IeKapCTBEHHOMO
npenapara, Bbl4aBaeMoro Npon3BoanTeNeM JIeKapCTBEHHOM 0 npenapaTa, Uin Konuu yka3aHHoro
LOKyMeHTa?

MoanyHKT "6" nyHKkTa 18 MpaBun anTeYHOW NPaKTUKK

25.3.

MPOBEPKY COOTBETCTBUA JIEKAaPCTBEHHbLIX NPenapaToB CBeAEeHUAM, YKa3aHHbIM B TPAHCMOPTHbLIX U
COMPOBOANTESIbHBIX AOKYMeHTax?

MoanyHKT "B" nyHKTa 18 MpaBua anTe4HON NPakTUKK

25.4.

OCyLLEeCTBJIEHNE NPUEMKUN NNIeKapCTBEHHbIX MPenapaToB AULOM, YNOJHOMOYEHHbLIM CYy6bEKTOM PO3HUYHON
TOprosan?

MoanyHKT "r" nyHkTa 18 Mpasna anTevyHon NpakTUKK

26.

3aKJI04aeTCs M MPUEMOYHBIN KOHTPOJb Y CyObeKTa PO3HNYHON TOProB/av B MPOBEPKE MOCTYMNAOLMX
NeKapCTBEHHbIX NpenapaToB NyTeM BU3YyaNbHOW OLEHKMU:

26.1.

HaVMeHOBaHWA N KONNYeCTBa JieKapCTBEHHbIX NpenapaTos?

MoanyHKT "a" nyHkTa 19 lMNpaBuna anTe4YHON NPaKTUKK

26.2.

BHELLUHEero BunAa, uBeTa, 3anaxa (ecam npyuMeHumo)?

MoanyHKT "6" nyHKTa 19 MNpaBmn anTe4yHOW NPaKTUKK

26.3.

LLeJIOCTHOCTM YNaKoBKMK?

MoanyHKT "B" nyHKTa 19 MpaBua anTe4HON NPaKTUKK

26.4.

COOTBETCTBUS MapKMPOBKM JIeKapCTBEHHbIX NpenapaToB TpeboBaHNAM, YCTaHOBAEHHbIM
3aKoHodaTenbCTBOM Poccuinckon ®efeparmm o6 obpalleHnn nekapCTBEHHbIX CpeacTs?
MognyHKT "r" nyHKTa 19 MpaBua anTevyHON NpakTUKn

26.5.

CpPOKa roOAHOCTW IeKapCTBEHHbIX NpenapaTos?

MoanyHKT "4" nyHKTa 19 MNpaBun anTe4yHon NpakTUKK

26.6.

Hann4nsa LOKYMeHTa, MOATBEPXKAAIOLLIEro Ka4ecTBO U 6€30NacHOCTL IEKapCTBEHHOI O NpenapaTa,
BblJaBaeMoro npovn3BoanTesieM NeKapCTBEHHOr 0 NpenapaTta, Win KOMuu YKa3aHHOro LOKyMeHTa?
MoanyHKT "e" nyHkTa 19 lNpaBna anTe4YHON NPaKTUKK

27.

MpoxoaaT niny cybbekTa pO3HNYHOM TOProB/IM JIEKAPCTBEHHbIE NpenapaThl 40 NoAayn B 30HY 1 (1an)
nomMelleHne, npeiHasHa4eHHble 415 TOProBan JleKkapCTBEHHbIMY NpenapaTamu:
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27.1.

pacrnakoBky?

MyHKT 20 MpaBua anTeYHON NPaKTUKK

27.2.

paccopTUPOBKY?

27.3.

ocMoTp?

27.4.

NPOBEpPKY KayeCTBa JiIeKapCTBEHHbIX NpenapaTos (M0 BHELWHUM Mpu3HaKam)?

27.5.

NPOBEPKY HaM4Ynsa NHGOPMaLMM 0 JIeKapCTBEHHbIX MpenapaTax, X NoCTaBLLMKe 1 nponssoanTene?

28.

OcywecTBnseTca nn y cybbekTa obpalleHns nekapCTBEHHbIX CPeACTB OTNYCK NeKapCTBEHHOrO npenapaTta
B NEPBUYHON 1 BTOPUYHOW (NOTPEBMTENLCKON) YNakoBKaX, MapKMPOBKa KOTOPLIX J0/KHa COOTBETCTBOBATbL
TpeboBaHuaM cTaTby 46 OepepansHOro 3akoHa Ne 61-037?

MyHKT 21 MpaBun anTe4YHOM NPaKTUKK

29.

3anpeleHo n y cybbekTa pO3HUYHOM TOPrOBAN HapyLLUEHWE NePBMYHON YNAaKOBKU NeKapCTBEHHOIO
npenapaTa npu ero oTnycke?

MyHKT 21

MpaBun anTe4yHOM NPaKTUKM

30.

MpepocTtaBngeTca N cybbekToM obpallleHns NeKapCTBEHHbLIX CPEACTB UHCTPYKLMA MO BETEPUHAPHOMY
NPVMEHEHNIO IEKAapCTBEHHOIO NpenapaTa Uan ee KoNus B Cjly4ae HapyLeHNs BTOPUYHON
(noTpebnTenbCcKon) yNnakoBKK IEKaPCTBEHHOIO NpenapaTa 1 0TMNyCKa IEKapCTBEHHOr0 NpenapaTa B
NepBMYHON YNaKoBKe, eC/IM KONMYeCTBO IEKapCTBEHHOMO NpenapaTa, yka3aHHoe B peLenTe niam
Heobxoanmoe noTpebuTento (Mpu 0TNyCKe NIeKapCTBEHHOMO NpenapaTa 6e3 peLenTa), MeHbLUE KOMYEeCTBa
NEeKapCTBEHHOro NpenapaTa, CoLepKaLlerocs BO BTOPMYHON (NoTpebnTensckon) ynakoske?

MyHKT 21 MpaBun anTe4yHON NPaKTUKK

31.

WHdopMupyeT nn anTeyHbIi paboTHMK NpW OTNYCKe SiekapCTBEHHOr0 nNpenapaTa no npocbbe notpebutens
0 pexuMe 1 go3ax npuema JiekapCTBEeHHOr o npenapaTa, YC0BMAX XPaHeHWs, B3auMoLeNCTBUN C ApYrMu
JleKapCTBEHHbIMY npenapaTamun?

MyHKT 22 MpaBua anTe4YHOM NPaKTUKK

32.

MpenocTaBaseT AM Npu OTMNYCKE NeKapCTBEHHOrO NpenapaTa anTe4YHbi paboTHNK MHDOPMaLMIO O
HaJIM4nn NeKapCcTBEHHbIX NpenapaTos?

MyHKT 23

MpaBua anTe4yHON NPaKTUKK

33.

MpepocTaBaseT A anTeyHbin paboTHMK Mo npockbe noTpebuTtens MHMOPMaLNIO O HANYUK
JIeKapCTBEHHbIX NPenapaTos, UMELWNX OQNHAKOBOE MeXyHapo4HOe HenaTeHTOBAHHOE HaMeHOBaHWe, B
TOM YUCJ/Ie O HAIMYWUW NEKAPCTBEHHbLIX NpenapaTos, nMeLwunx 6onee HU3KYIO LieHy?

MyHKT 23 MpaBun anTe4YHOM NPaKTUKK

34.
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OcylecTBnseTcsa m cybbekToM obpalleHnsa NeKapCTBEHHbIX CPEACTB OTMYCK JIEKaPCTBEHHbLIX NpenapaToB
Nno peuenTy B TeYeHne yKa3aHHOro B peLienTe CPpoKa ero AencTBUA B KOJIMYECTBaX, YKa3aHHbIX B peLenTte?
MyHKT 25 MpaBna anTe4HON NPaKTUKK

35.

ObecnevuBaeT nn y cybbekTa PO3HUYHON TOProBan CTaHAapPTHasA onepaLMoHHas npoleaypa no u3bATuio
13 obpalyeHns anbCnPULNPOBaHHbIX, HeL0OPOKaYeCTBEHHbIX, KOHTPa(aKTHbIX JIEKapCTBEHHbIX
npenapaToB Y YHUYTOXXEHMWIO TaKMX NpenapaTos:

35.1.

NOEHTUPUKALMNIO NEKAPCTBEHHbIX MPENapaToB, He COOTBETCTBYOLWMX TpeboBaHNAM HOPMAaTUBHOMO
LOKYMeHTa, B LeSiaxX npefoTBpaLLeHmns nx npogaxu?

MoanyHKT "a" nyHKTa 26 MpaBun anTeyHoW NPakTUKK

35.2.

cobnogeHne TpeboBaHWIn MPaBU XPaHEHUS JIEKAPCTBEHHbIX CPEACTB 7 B HaCTW XpaHeHUs
hanbCMULNPOBaHHBIX, He[O0BPOKAYECTBEHHbIX, KOHTPA(AKTHbIX JIEKAPCTBEHHbIX MpenapaTos?
MoanyHKT "6" nyHKTa 26 MpaBun anTeYHOW NPaKTUKK

35.3.

cobnofieHne nopsaaka AeNCTBUA MO U3BATUIO N3 06paLLEHNS N YHUYTOXEHNIO (hanbCUULMPOBAHHbIX,
Hen0b6pOKaYeCTBEHHbIX, KOHTPaaKTHbIX JIEKAPCTBEHHbIX NpenapaToB 8 ?

MoanyHKT "B" NnyHKTa 26 MpaBua anTe4HON NPakTUKK

7 MyHKT 19 MpaBun xpaHeHUs NeKapCTBeHHbIX CPeACTB AJ1A BeTepUHapPHOro NPUMEHEHUs, YTBEPXKAEHHbIX
npvkasom MuHcenbxo3a Poccum oT 29 uons 2020 r. Ne 426 (3apermctprpoBaH MuHtocTom Poccnmn 29
oKTA6ps 2020 r., perncTpaunoHHbIn Ne 60648).

8 MNpaBuyia YHUUYTOXEHNS U3BATLIX (PaSIbCUDULNPOBAHHBIX JIEKAPCTBEHHbIX CPEeACTB,
HeZ0BpPOKaYeCTBEHHbIX IEKAPCTBEHHbIX CPEACTB U KOHTPAa(aKTHbIX JIEKAPCTBEHHbIX CPEACTB,
yTBEpXJeHHble NocTaHoBeHMeM MpaBuTenbcTBa Poccuinckon Pepepaunm oT 15 ceHTabps 2020 r. Ne
1447. B COOTBETCTBUM C MYHKTOM 2 NOCTaHoBeHMA MNpaBuTenbcTBa Poccninckon Pegepaumm ot 15
ceHTa6pa 2020 r. Ne 1447 cpok LeNCTBMA AaHHOr0 JOKYMeHTa orpaHuyeH fo 1 sHeapsa 2027 r.

35.4.

YyCTaHOBJIEHME MPUYMH NOCTYMJIEHNSA, XPaHEHNS 1 peann3aunmn CybbekToM PO3HUYHOW TOProBAU
HeL0BpOKa4eCTBEHHbIX, KOHTPAaKTHbIX, (haSbCUPULMPOBAHHbLIX NEKAPCTBEHHbLIX NPenapaToB 1 NPUHATHE
npenynpexaawLmnx mep?

MoanyHKT "r" nyHkTa 26 Mpasua anTevyHon NpakTUKn

36.

ObecneyuBaeT nn y cybbekTa PO3HNYHON TOProBaM CTaHAaPTHasA onepaLMoHHas npoleaypa no
paccMOTpeHnto Xanob 1 npeanoxxeHuin notTpebutenen pacCMoTpeHne Takmx Xanob 1 NpeanoXXeHun, nx
aHasIM3 N NPUHATME NO HAM PELLUeHUR?

MyHKT 27

MpaBna anTe4yHON NPaKTUKK

(anMI/IJ'II/IFI, nMma, 0T4ECTBO (I'Ipl/l HaAM4YnM) LOKHOCTHOMO SiMLA, 3aMoHUBLLEro I'IpOBepO‘-leIVI JINCT)

(MecTo ona NnoAnnCK AOJHKHOCTHOIO Nnua, 3aM0IHMBLLErO nposepqubu?l JINCT)
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MpunoxxeHne Ne 6

K npuka3ly denepasibHom CNy>Xbbl MO BETEPMHAPHOMY 1 PMTOCAHUTapPHOMY Haa3opy oT 1 aBrycTta 2025 .
Ne 937

dopma

MecTo ons QR-kopa

MpoBEpPOYHbIN ANCT

(CMNCOK KOHTPOJIbHBLIX BOMPOCOB, OTBETHI Ha KOTOPbLIE CBUAETENLCTBYIOT 0 COBIOAEHUN NN
Hecobt0AeHNN KOHTPOMPYEMBIM NNLOM 00513aTeNbHbIX TPeboBaHM), NpUMeHseMbln OenepanbHoi
cny>x60oi No BeTepMHAPHOMY 1 (PUTOCAHUTAPHOMY Ha30py W ee TEPPUTOPUAJIbHBIMIU OpraHaMm npu
OCyLLeCTBJEHUN (hefepasbHOro rocyaapCTBEHHOr0 KOHTPOAS (Haa3opa) B chepe obpalleHns
NEKAPCTBEHHbIX CPEACTB A9 BETEPNHAPHOI0 NMPUMEHEHUNS B YaCTW COBNOAEHUSA KOHTPOJIMPYEMbIM JINLLOM
obsa3aTenbHbIX TPeboBaHMI K MPUMEHEHNIO IEKAPCTBEHHbIX NpenapaTos

depnepantHbI FOCYAAaPCTBEHHBIN KOHTPOJb (Haa30p) B chepe obpalleHns NekapCTBEHHbIX CPeACTB A
BETEPWHAPHOr0 NPUMEHEHUS

(HauMeHoBaHWe BMAa hefepasbHOro rocyJapCTBEHHOro KOHTPOASA (HaA30pa), BKIHOYEHHOr0 B € 4NHbIN
peecTp BMAOB (heaepasibHOro rocyJapCcTBEHHOro KOHTposia (Hag3opa)

(HaMMeHOBaHMe KOHTPOLHOIo (HaA430pPHOr0) opraHa (nogpasgeneHus
Poccenbxo3Haa30pa/TeppruToprasbHOr0 opraHa Poccenbxo3Han3opa)

(BUA KOHTPOJIbHOIO (Ha30pHOI0) MeponpuUaTUS)

(Y4eTHbIA HOMEpP KOHTPOILHOr0 (HaA30pPHOr0) MEpPOnNpPUATIS)

v 20r.

(maTa 3anosHeHNS NPOBEPOYHOro INCTA)

1. ®amunng, M 1 0THECTBO (NPY HaNNYUK) FPaXXAaHWHA WA UHAUBUAYANbHOIrO NpeanpuHUMaTens, ero
NOEHTUPUKALMOHHBIA HOMEpP HasforonaaTenbLlnka U OCHOBHOW roCyjapCTBEHHbIM PerncTpaLnoHHbI
HOMep UHAUBMAYANLHOrO NpeanpuHMMaTens, agpec perncTpaLmm no MecTy XutenbcTaa (NpebbiBaHns)
rpakgaHvHa Wi UHANBUAYaAbHOro NpeanpuHUMaTens, HauMeHoBaHWe IPUANYECKOoro uua, ero
NOEHTUPUKALNOHHBIA HOMEP HaNoronaaTe bLiMKa U OCHOBHON rOCYAapCTBEHHLIN PernCTPaLUOHHLIN
HOMep IOPUAMNYECKOro nnLa, agpec puan4eckoro avua (ero uanmanos, NPeacTaBUTeNbCTB,
060C061EHHBIX CTPYKTYPHLIX NOAPA3AEeNEHNI), ABASIOLLMNXCSA KOHTPOANPYEMbIMUA NnLamMn (fanee -

KOHTPOJIMPYeMOe L0):

2. MecTo (MecTa) NpoBeaeHns KOHTPOJIbHOIO (HaJ30pHOIr0) MeEpPONPUATMSA C 3aNoIHEHNEM MPOBEPOYHOI 0
nucTa:

3. PekBu3nTbI pelleHns KOHTPOALHOro (Ha430pHOM0) OpraHa o0 NPoBeLEHNN KOHTPOALHOIO (HaA30pHO0)
MeponpusaTUs, NOAMNNCAHHOMO YNOJHOMOYEHHBIM AO/IXKHOCTHbLIM JINLLOM KOHTPOJIbHOrO (HaA30pHOr0)

opraHa:

4. lo/mKHOCTb, (haMnana 1 NHULKUAbLI BOJHXKHOCTHOIO i@ KOHTPOALHOrO (HaA30pHOr0) opraHa, B
LOJKHOCTHbIe 0653aHHOCTIN KOTOPOro B COOTBETCTBMM C MOJIOXKEHUEM O BUIE KOHTPOJS, LO/KHOCTHBIM
pernaMeHToM UM SOSKHOCTHOM MHCTPYKLMEN BXOOUT OCYLLeCTBJIEHNE MONHOMOYNIA MO BULY KOHTPOS, B
TOM Yyucne NpPoBeAeHNE KOHTPOIbHbIX (Haf430PHbLIX) MEPONPUSATUIA, MPOBOAALLENO KOHTPOLHOE
(Hag30pHOE) MeponpuATE 1 3aMOHSAIOLWEro NPOBEPOYHbIA JINCT:
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5. CNMCOK KOHTPOIbHBIX BOMPOCOB, OTPaXKatoLWmnxX coaepxaHune obs3aTenbHblix TpeboBaHWA, 0TBETbI Ha
KOTOpble CBUAETENLCTBYIOT 0 COBMIIOAEHUN NN HECOBNIOAEHNN KOHTPONPYEMbIM NNLLOM 0653aTeNbHbIX
TpeboBaHuit:

Ne n/n

KOHTpOJIbHbIE BONPOCHI, OTPaXkatLme cogep)xaHue obsasaTenbHbix TpeboBaHUn

PekBU3UTbLI HOPMATNBHbLIX MPABOBbLIX aKTOB C YKa3aHWEM CTPYKTYPHbIX €MHWL, KOTOPbIMU YCTAHOBJIEHbI
obsa3aTenbHble TpeboBaHNAOTBETLI Ha BOMPOCHI, OTpaXKatoLmne cogepxaHue obs3aTenbHbiX TpeboBaHMiA
"0a""HeT""HENpUMeHMMo
"HenpmMMeHnmo")

1.

2.

3.4.5.6.7.

1.

CobntofaeTcs M KOHTPOIMPYEMBIM JINLLOM 3aMpeT Ha UCMoJib30BaHMe hapMaLeBTMYeCcKux cybcTaHumi npm
pa3BedeHWM, BblpallMBaHNN U COAEPIKAaHUN XKNBOTHbIX?

MyHKT 4 yacTn 4 cTtaTbn 10 PepepanvHoro 3akoHa oT 30 aekabps 2020 r. Ne 492-03 "O buonornyeckon
6e3onacHocTy B Poccunckon ®epepaumnmn” (nanee - PegepasnbHblin 3aKoH Ne 492-03)

2.

CobntofaeTca M KOHTPOJIMPYEMbBIM JIMLIOM 3aMpeT Ha NPUMEHEHNE NeKAPCTBEHHbIX NPenapaTos,
npefHa3HaYeHHbIX A5 NeYeHUs MHEKLIMOHHbIX 1 Mapa3nuTapHbiX 601e3HEN XNUBOTHBIX, Bbi3bIBAEMbIX

npumedaHme" (obs3aTenbHO Oas 3aM0NHEHNS B C/lyvae 3anosiHeHns rpadbl

NaToOreHHbIMN MUKPOOPTraHN3MaMmn 1 YCIOBHO-NATOrEHHbIMWU MUKPOOPraHn3MamMm, 6e3 KINHNYECKOro
NoATBEepPXAeHNs AnarHosa?

MyHKT 5 4acTn 4 ctaTbmn 10 ®epepanbHOro 3akoHa Ne 492-03

3.

CobnitogaeTcs i KOHTPOMPYEMbBIM JINLIOM 3aMNPET Ha NPOLOJKEHNE NPUMEHEHUS IEKAPCTBEHHbIX
npenapaToB, NpefHa3HaYeHHbIX 415 e4eHNs1 UHROEKLMOHHbIX U Napa3nTapHblX 601e3HEeN XXUBOTHbIX,
BbI3bIBAEMbIX MATOr€HHbIMU MUKPOOPraHN3MaMn 1N YCJIOBHO-NATOreHHbIMU MUKPOOPraHu3MaMu, npu
OTCYTCTBUN SPDHEKTUBHOCTUN NeveHNA?

MyHKT 5 4acTn 4 cTaTbn 10 ®epepanbHOro 3akoHa Ne 492-03

4.

BBOANTCS /I KOHTPOAUPYEMBIM JINLLOM OFPaHMYEHME Ha MPUMEHeHNE B neYebHbIX Lensx, B TOM Yucie gns
Jle4eHUs CeNbCKOX03ANCTBEHHbIX XMNBOTHbIX, EKAPCTBEHHbIX MpenapaToB, NpegHa3HaYeHHbIX 44
Jle4eHnst MHPEKLUMOHHBIX 1 Napa3nTapHbIX 60ne3Hen XNBOTHLIX, Bbl3biIBAEMbIX MAaTOreHHbIMU
MUKPOOPraHNU3MaMK N YCJIOBHO-NATOreHHbIMU MUKPOOPraHn3MaMu, COrJlacHoO YyTBePXXAEHHOMY nepeyHio 1 7
IMyHKT 6 YacTn 4 ctaTbk 10 ®epepanbHOro 3akoHa Ne 492-03

1 Mpuka3 MuHcenbxo3a Poccun oT 18 Hosbps 2021 r. Ne 771 "O6 yTBEpXAeHUN [MepeyHs NeKapCTBEHHbIX
npenapaToB, NpefHa3HaYeHHbIX 415 e4eHNs1 UHROEKLMOHHbLIX U Napa3nTapHblX 601e3HEN XXUBOTHbIX,
BbI3blBAEMbIX MATOr€HHbIMU MUKPOOPraHn3MaMm 1 yCIOBHO-NAaTOr€HHbIMW MUKPOOPraHU3Mamm, B
OTHOLLEHUN KOTOPbIX BBOAUTCSA OrpaHNYeHNe Ha NPUMEHEHNE B Ie4ebHbIX Liensx, B TOM 4yucae ans
JIe4eHUs CeNbCKOXO03ANCTBEHHbIX XMNBOTHbLIX" (3apernctpuposaH MuHioctom Poccum 29 Hoabpa 2021 r.,
perncTpaumoHHbin Ne 66038) (ganee - Mpukas Ne 771). B cooTBeTCTBUN C NYHKTOM 2 Mprkasa Ne 771
JaHHbIN akT gencTeyeT Ao 1 mapTa 2028 r.

5.

MPUMEHATCS NN KOHTPOMPYEMBIM INLLOM NIEKAPCTBEHHbIX NPENapaToB, NpeAHa3HaYeHHbIe 15 NeYeHNs
NH(EKLMOHHBIX 1 Napa3uTapHbiX 601e3HEN XXUBOTHbLIX, Bbi3bIBAEMbIX MaTOr€HHLIMU MUKPOOPraHN3MaMn 1
YCJIOBHO-MaTOreHHbIMU MUKPOOPraHM3Mamm 6e3 KNMHMYECKOr0o NOATBEPKAEHUS AMarHo3a B Cy4vae
Ha3Ha4yeHns IeKapCTBEHHOrO NpenapaTa:
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5.1.

B Nopsiike 2 , yTBEPXXAEHHOM B COOTBETCTBUM CO CTaTben 16.1 3akoHa Poccuinckon ®epepaunum oT 14 mas
1993 r. Ne 4979-1 "O BeTepuHapun'?

MoanyHKT "a" nyHKTa 1 npukasa MunHcenbxo3a Poccum oT 6 okTabpsa 2021 r. Ne 692 "06 ycTaHOBNEHWM
C/ly4aeB, B KOTOPbIX He yCTaHaBJ/IMBaeTCA 3anpeT Ha NMPUMeHeHVe IeKapCTBEHHbIX MPenapaTos,
npefHa3sHa4YeHHbIX A5 1e4eHNs UHPEKLNOHHBIX N Napa3nTapHbix 601e3HeN XXNBOTHbIX, Bbl3bIBAEMbIX
NaToOreHHbIMU MUKPOOPraHM3Ma My 1 YCJIOBHO-MATOre€HHLIMU MUKPOOPraHu3Mamu, 6e3 KNMHNYeCcKoro
NMOATBEPXIAEHMA OMArHO3a, a TakXKe 3anpeT Ha NPOLOJIKEHME NPUMEHEHNSA TakKnX NpenapaTos npwu
OTCYTCTBUN SPDEKTUBHOCTU NeveHuna" 3 (ganee - Npukas Ne 692)

2 MNopsAoK Ha3HaYeHNs NeKapCTBEHHbIX MPenapaToB A8 BETEPUHAPHOIO MPUMEHEHNS, YTBEPXKAEHHbIN
npvkasom MuHcenbxo3a Poccum oT 2 HOs6ps 2022 1. Ne 776 (3apernctpuposaH MuHioctom Poccun 30
Hosbps 2022 r., pernctpaunoHHbliin Ne 71227), C U3MEHEHUSIMUW, BHECEHHbBIMU NPUKa3oM MUHCenbxo3a
Poccum o1 19 aHBaps 2023 r. Ne 31 (3apernctpuposaH MuHiocTom Poccun 3 dpespans 2023 r.,
perncTpaunoHHbIn Ne 72246). B cOOTBETCTBMY C MYHKTOM 4 npuka3a MuHcenbxosa Poccum oT 2 HoAbps
2022 r. Ne 776 paHHbIN aKT gencTeyeT o 1 mapta 2031 .

3 3apernctpupoBaH MuHiocTtom Poccun 9 Hosbps 2021 r., perncTpaunoHHbii Ne 65730. B cooTBeTCTBUNM C
NyHKTOM 3 npuka3a MuHcenbxo3a Poccum oT 6 okTabpsa 2021 r. Ne 692 faHHbIA akT AencTByeT A0 1 MapTa
2028 .

5.2.

npu NOArOTOBKE K XUPYPrnm4eCcKoMy BMeLLaTeNbCTBY?

MognyHKT "a" nyHkTa 1 MNpukasa Ne 692

5.3.

B NpoLecce XMpypruyeckoro BMelllaTeNnbCTBa v nocie Hero?

5.4.

npu NaTonorn4yeckux pogax?

MoanyHKT "6" nyHkTa 1 Mpurka3a Ne 692

6.

B nevebHOo-NpohnnakTU4ECKon f03e, yKa3aHHON B MHCTPYKLNSAX MO BETEPUHAPHOMY MPUMEHEHMIO
JIeKapCTBEHHbIX NPenapaToB (fasiee - UHCTPYKLMK), 1 C MPOAOIIKUTENbHOCTBIO IeYeHNs, He
npeBbILAlOLWLEN YeTbipHaALATW KafleHAapHbIX OHEN, FPynne XWUBOTHbLIX, KOHTAaKTUPYIOLNX C XKUBOTHbLIMNA,
60NbHBIMU NHPEKLMOHHON NN Napa3nMTapHON 601e3HbI0 XKMBOTHbIX, BbI3bIBAEMOI NMATOr€HHbIMU
MUKPOOPraHN3MaMN N YCIIOBHO-MATOreHHbIMY MUKPOOPraHn3MaMu, 1 He NMEOLLMX KIUHUYECKNX
NpuM3HaKoB COOTBETCTBYoWEN 6onesHn, B Lenax npegoTBpaLLeHMsa pacnpoCcTpaHEHUs COOTBETCTBYOLEN
60/1€3HM NpY rPyNMnoBOM COAEPXKAaHNM XKMUBOTHbIX WK eCn OAs YX04a 3@ TaKMMU KUBOTHbLIMU
NCNosib3yeTcsa 04HO U TO e 0bopyaoBaHue n (M) MHBEHTapbL?

MopgnyHKT "B" nyHKTa 1 Mprka3sa Ne 692

7.

MPUMEHATCSA N KOHTPOANPYEMBIM INLLOM IEKapPCTBEHHbIE NpenapaThl NPU OTCYTCTBUM 3PMEKTUBHOCTH
JleYeHns B Te4YeHne CpoKa, ONnpenesieHHOro MHCTPYKLUUAMN, B CNeYIOLWNX Cydasx:
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7.1.

YCTaHOBJ/IEHME AMarHo3a, TpebyloLlero 3aMeHbl NPUMEHAEMOr0 IEKAPCTBEHHOIO NpenapaTa UHbIM
JIeKapCTBEHHbIM, NnpenapaTom?

MoponyHKT "a" nyHkTa 2 Mpunkasa Ne 692

7.2.

BO3HWKHOBEHWE YCTONYMBOCTU BO3OyamMTeNs 6one3HN K NPUMEHAEMOMY IeEKapCTBEHHOMY MNpenapaTy npu
YCJZI0BUIW €ro 3aMeHbl ApYyrnm JieKapCTBeHHbIM MpernapaToM, OTCYyTCTBUE yCTOI7I'-IVIBOCTVI BO36y,EI,I/ITeJ'I$|
60s1€3HM K KOTOPOMY NOATBEPXKAEHO pe3ybTaTaMun N1abopaTOPHbLIX NCCIEA0BAHNA?

MoanyHKT "6" nyHkTa 2 Mpurka3a Ne 692

(dhamunng, umsa, 0oTYeCTBO (NPU HANNYUK) OOJHXKHOCTHOIO ANLA, 3aMOJIHUBLUErO MPOBEPOYHbINA JINCT)

(MecTo ona Nnoanncy AOJHKHOCTHOrO L, 3aM0JIHMBLUEr0 NPOBEPOYHbIN JINCT)

MpunoxeHue Ne 7

K Npuka3sy PegepanbHON ciyxbbl N0 BeTepUHapHOMY 1 UTOCAHUTAapHOMY Haa3opy oT 1 aBrycTta 2025.
Ne 937

dopma

MecTto ons QR-koga

MpoBepOYHbIN NCT

(CNMCOK KOHTPOJIbHBIX BONPOCOB, OTBETbI HA KOTOPbIE CBUAETENLCTBYIOT 0 COBM0AEHUN UK
Hecobt0AeHNN KOHTPOMPYEMBIM NNLOM 0053aTeNbHbIX TPeboBaHM), NpUMeHSeMbIn OenepanbHO
cnyx60n No BETepMHapHOMY 1 (PMTOCAHUTApPHOMY HaL30py ¥ ee TeppUTOpManbHbLIMU OpraHaMm npu
OCYLLEeCTBSIEHMM heepanbHOro rocyaapCTBEHHOr0 KOHTPOS (Haa3opa) B cdhepe obpalleHns
NEKAPCTBEHHbIX CPEACTB A9 BETEPUHAPHOI0 NPUMEHEHUS B YaCTW COBNOAEHUSA KOHTPOJIMPYEMbIM INLLOM
oba3aTenbHbIX TPebOBAHNI K YHUYTOXXEHWIO NEKAPCTBEHHbIX CPEACTB

defepanbHbIN FOCYAAPCTBEHHLIN KOHTPOJb (Haa3op) B cepe obpallleHns NeKapCTBEHHbLIX CPeACTB As
BETEPUHAPHOIro NpUMeHeHNs

(HauMeHoBaHVe BMAa hefepasbHOro rocyJapCTBEHHOro KOHTPOASA (Haa30pa), BKIIHOYEHHOr0 B € AMHbIN
peecTp BUAOB (helepasibHOro rocy1apCTBEHHOr0 KOHTPOISA (Haa3opa)

(HaumMeHoBaHMe KOHTPOJIbHOIO (Haf430pPHOro) opraHa (noapasaeneHus
Poccenbxo3Hag30pa/TeppmuToprabHOro opraHa Poccenbxo3Hag3opa)

(BMA KOHTPOJIbHOrO (HaA30PHOM0) MEPONPUATUS)

(y4€THbI HOMEP KOHTPOJIbHOro (HaA30pPHOIr0) MEPONPUATHS)

o 20,

1. ®amunng, M 1 0TYECTBO (NPY HANNYUK) FPaXXAaHWHA AN UHAUBUAYAbHOrO NpeanpuHUMaTens, ero
NAEHTUDUKALMNOHHBIA HOMEP HaIoronaaTesbLUMKa U OCHOBHOW roCyAapCTBEHHbIN PErMCTPALNOHHLIN
HOMep UHAMBMAYANLHOrO NpeanpuHMMaTens, agpec perncTpaLmm no MecTy XutenbcTea (NpebbiBaHns)
rpakgaHvHa Wi UHANBUAYabHOro NpeanpuHUMaTens, HauMeHoBaHWe IPUANYECcKoro amua, ero
NOEHTUPUKALMOHHBIA HOMEpP HasloroniaTenblnka U OCHOBHOW rOCyjapCTBEHHbIM PerncTpaLnoHHbI
HOMep IOPUANYECKOro NnLa, aapec puan4eckoro avua (ero uamanos, NpeacTaBUTeNbCTB,
060C061eHHBIX CTPYKTYPHbIX MNOApPa3AeNeHnin), ABAAOLWMXCA KOHTPOMPYEMbIMI NnLaMuy (fanee -

KOHTPOJIMPYeMOe nL0):
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2. MecTo (MecTa) npoBefeHNs KOHTPOJIbHOrO (HaA30PHOr0) MepPoNpMATUS C 3an0IHEHMEM MPOBEPOYHOI0
NNCTa:

3. PEKBM3UThI PELLEHNSI KOHTPOJILHOIO (Haf30PHOM0) OpraHa O NPOBENEHNN KOHTPOJILHOMO (Haa30pHOM0)
MeponpuaTns, NOAMUCAHHOMO YNOIHOMOYEHHbIM [OJXKHOCTHBIM JILIOM KOHTPOJIbHOMO (Ha30pHOr0)
opraHa:

4. [oMHKHOCTb, haMuans U MHULMaNbl OJHXKHOCTHOIO JINLa KOHTPOJIbHOIO (HaA30pHOr0) opraHa, B
LO/MKHOCTHbIE 0653aHHOCTM KOTOPOr0 B COOTBETCTBMM C NMOJIOXKEHNEM O BUAE KOHTPOJSA, AOJHKHOCTHbLIM
pernamMeHToM Wn AOSKHOCTHON MHCTPYKLMEN BXOAUT OCYLLECTBAEHME NOAHOMOYNIA MO BUAY KOHTPOJIS, B
TOM Yucyie NpPoBeAeHNE KOHTPOJIbHbIX (Haf430PHbLIX) MEPONPUSATUIA, MPOBOASALLENO KOHTPOLHOE
(Hag30pHOE) MeponpUATHE 1 3aMONHSAKOLLEr0 MPOBEPOYHbIA JINCT:

5. CNMCOK KOHTPOJIbHBLIX BOMPOCOB, OTPaXKatoLWwmnx cogepxaHne obssaTenbHbix TpeboBaHWi, 0TBETHI Ha
KOTOpble CBUAETENLCTBYIOT 0 COBSIIOAEHUN U HECOBNIOAEHNN KOHTPONPYEMBIM NNLIOM 0053aTeSNbHbIX
TpebosaHwuii:

Ne n/n

KOHTpOJIbHbIE BONPOCHI, OTPaXatLme cogep)xaHue obssaTenbHbIX TpeboBaHUN

PeKBU3NTbI HOPMATMBHbLIX MPABOBbIX AaKTOB C YKa3aHWEM CTPYKTYPHbIX €4MNHWL, KOTOPbIMW YCTAHOBJ/IEHbI
obs3aTesnbHble TpeboBaHNAOTBETLI Ha BOMPOCHI, OTpaXKatoLlmne cogepxaHue obs3aTenbHbix TpeboBaHMiA
"na""HeT""HenpnMeHumMo" " npuMedaHme" (06a3aTenbHO A4 3anN0JHEHNA B ClyYae 3anoaHeHnsa rpadol
"HenpmMMeHnMo")

1.

2.

3.4.5.6.7.

1.

MpoBOANTCS JIN KOHTPOAUPYEMBIM INLLOM U3BATKE U3 0b6paLLeHns PanbCUPULNPOBAHHBLIX NEKAPCTBEHHbIX
cpencTs?
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