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MocTtaHoeneHue MNpasutensctsa PO ot 06.07.2012 N 686

(pe T 16.05.2023) [JokyMeHT npepoctasneH KoHcynbTaHTAOC
\P€A. OT 16.U>. [lata coxparenus:: 09.08.2023
06 yTBepxaeHUU MNoNoKeHNs 0 NMLEH3MPOBAHNM NPOU3. ..

NPABUTENbCTBO POCCUUCKOW ®EOEPALIUU

NOCTAHOBJEHUE
oT 6 nronsa 2012 r. N 686

OB YTBEPXXOEHWUN NOJTIOXEHNA
O NIMLUEH3UPOBAHUM NPOU3BOACTBA JIEKAPCTBEHHbIX CPEACTB

CrmncoK N3MEHSLLNX JOKYMEHTOB
(B peq. NoctaHoBneHun MpasuTtenbctea PO ot 15.04.2013 N 342,
o1 20.06.2018 N 702, ot 28.02.2019 N 217, ot 15.05.2020 N 686,
ot 02.12.2020 N 1986, ot 22.12.2020 N 2206, ot 14.03.2022 N 368,
oT 25.11.2022 N 2141 (pegn. 25.11.2022), ot 16.05.2023 N 766)

B cootBetctBUM € PepepanbHbiM 3akoHOM "O nNUUEH3NMPOBaAHUM OTAEMbHbIX BUMAOB AesTernbHocTn"
MNpaeutenbcteo Poccurckon denepaumm NnoCcTaHOBNSET:

1. YTBEpOUTb Npunaraemoe lonoxeHne o NMueH3MpoBaHMM NPON3BOACTBA NEKAPCTBEHHBLIX CPEACTB.

2. MpusHaTtb yTpaTMBLUKM cury noctaHoenexve MpaeutenbctBa Poccunckon Pepepaumm oT 3 ceHTAabps
2010 r. N 684 "O6 ytBepxaeHun [MonoXeHWss O NULEH3NPOBAHMU MPOU3BOACTBA NEKAPCTBEHHbLIX CpeacTB”
(CobpaHue 3akoHogaTenbcTBa Poccunckon ®enepaumn, 2010, N 37, cT. 4698).

Mpencepnatens MNpaButenscTBa
Poccuickon ®egepauum
O.MEOBELEB

YTBEPXKOEHO

nocrtaHoBreHnem lNpaBuTenLcTBa
Poccuiickon denepaunmn

oT 6 nonsa 2012 r. N 686

NMOJNTIOXEHUE
O NMUEH3UPOBAHWUM NMPOU3BOACTBA JIEKAPCTBEHHbIX CPELCTB

CnncoK N3MEeHSILLNX JOKYMEHTOB
(B pea. NoctaHoBneHun Mpasutensctea P® ot 15.04.2013 N 342,
o1 20.06.2018 N 702, ot 28.02.2019 N 217, ot 15.05.2020 N 686,
ot 02.12.2020 N 1986, o1 22.12.2020 N 2206, ot 14.03.2022 N 368,
oT 25.11.2022 N 2141 (peg. 25.11.2022), ot 16.05.2023 N 766)

1. Hacrosiwee lNonoxeHve ycTtaHaBnuBaeT MOPSAOK NULEH3VPOBaHUS OESTENbHOCTM MO NPOU3BOACTBY
NeKapCTBEHHbIX CPeACTB, OCYLLECTBSIEMON OPUANYECKMMU NULAMKU B COOTBETCTBUM C PefeparnbHbiM 3aKOHOM
"O6 obpalleHun nekapcTBEHHbIX cpeacTs".

2. JlnueH3upoBaHWe OeATeNbHOCTM MO MPOU3BOACTBY JIEKAPCTBEHHBIX CPEACTB ANS  MEOULMHCKOro
NPUMEHeHNs1 ocyLlecTBnsieT MWHUCTEPCTBO NPOMBILLNIEHHOCTM U ToproBnu Poccuickon ®depepaumn, aAns
BETEpPMHAaPHOro npumMeHeHus - degepancHas coyxba no BeTepnHapHOMY 1 buTocaHUTapHOMY Hag3opy (ganee -
NUUEH3NpYyoLne opraHbl).

3. [OeATenbHOCTb MO MPOWM3BOACTBY fleKapCTBEHHbLIX CPeAcTB BKMOYaeT B cebs paboTbl MO MepeyHto
cornacHo npunoxenuto N 1.
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MocTtaHoeneHue MNpasutensctsa PO ot 06.07.2012 N 686 K n
KOHCYJIbTAHTIIOC
(pea. ot 16.05.2023) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

N [ara coxpaHenus: 09.08.2023
06 yTBepxxaeHun MNonoxeHns o0 IMLEH3UPOBaHUN MPOK3...

(B pea. [octaHoenenus MNMpasutensctea P® ot 14.03.2022 N 368)

4. JIMUEH3NOHHLIMN TpebGoBaHUSMU, NPEeabSBASEMbIMA K COUCKATEmNo JMUEH3MU Ha OCyLLecTBleHue
OesTenbHOCTM MO NPOU3BOACTBY JNIEKAPCTBEHHLIX CPeACTB (Aanee - NMueH3ns), ABnsTCs:

a) HanuMuMe y couckaTens NULUEH3UW NMOMELLEHWUIA, 30aHWUIA, COOPYKEHWUN U UHBbIX OGBEKTOB, TEXHUYECKUX
cpeacTs, 060pyaoBaHMS Y TEXHWYECKOW AOKYMEHTaUMn, NpUHagnexawmnx emy Ha npase co6CTBEHHOCTU UK Ha
MHOM 3aKOHHOM OCHOBaHWW, HeoBXOAUMbIX AMs BbIMNOMHEHUS 3asBNsAeMblXx paboT, COOTBETCTBYHOLUMX
yCTaHOBMNEHHbLIM TPeBOBaHUAM;

0) cooTBeTCTBME MPOM3BOACTBA JIEKAPCTBEHHBIX CPeACTB Afs BETEPUHAPHOr0 MPUMEHEHWS OpaBuiam
Hagnexallem npoM3BOACTBEHHOM MPaKTMKU B COOTBETCTBUM CO cratben 45 ®depgepanbHoro 3akoHa "OO
obpaLlleHn NekapcTBEHHbIX CPeAcTB";

(8 pea. NocraHoBnenusd MNpasutensctea P® o1 22.12.2020 N 2206)

©6(1)) cooTBETCTBME NMPOM3BOACTBA NEKAPCTBEHHbLIX CPEACTB AN MEAMULMHCKOrO NMPUMEHEHWS OpaBuiam
Hagnexalien npon3BoACTBEHHON NPaKTUKM EBPasmincKoro akKoHOMMYECKOro Col3a;
(nn. "6(1)" BBeaeH [octaHoenexvem lNMpasutenscrea P® ot 22.12.2020 N 2206)

B) Hanuune B COOTBETCTBUM CO crartbeyn 45 PepepanbHoro 3akoHa "OO oOpalleHun NekapcTBEHHbIX
cpeacTtB” MPOMBILUSIEHHBIX PErfaMeHTOB, YTBEPXKAEHHbIX PYKOBOAWUTENEM MPOU3BOAUTENS JIEKAapCTBEHHbIX
cpencTB (couckatens FMUEH3MM) WM BKIOYawWwmx B ceba nepedyeHb WCMONb3yembix hapmaueBTUYeCKnX
cybCTaHUUM 1 BCoMOraTesbHbIX BELECTB C yKa3aHWEM KOMMYECTBa KaXaoro U3 HUX, AaHHble 06 NCnofb3yeMoMm
00opyaoOBaHUN 1 ONMCaHWE TEXHOMOrMYEeCcKoro npouecca M MeTOAOB KOHTPONS Ha BCexX dTanax npou3BoAacTBa
nekapcTBEHHbIX CPeACTB;

r) HanuuMe B COOTBETCTBUM CO cTaTben 45 PepepanbHoro 3akoHa "OO obpalleHun nekapCTBEHHbIX
cpencTts" ynorHOMOYEHHOrO Nuua Npou3BoauTenst NekapCTBEHHbIX CPeACTB AN BETePUHapPHOro NpuMeHeHus,
KOTOpOe npu BBOAE JEKapCTBEHHbIX CPeacTB AMs BETePUHapHOro MpUMEHEHUs B rpaxgaHckuin obopoT
OCyLLEeCTBMSET noaTBepXOeHWe COOTBETCTBUSA FEKApCTBEHHbIX CPEeACTB AN BETEPUHAPHOro MPUMEHEHUS
TpeboBaHNAM, YCTAHOBMEHHBLIM NMPU UX FOCYAAPCTBEHHOW perncrpauuun, U rapaHTMpyeT, YTO JIEKApCTBEHHbIE
cpeactBa AN BETEPUMHAPHOrO MPUMEHEHUS Npou3BedeHbl B COOTBETCTBMM C NpaBunamm Hagnexallewn
NPOM3BOACTBEHHOW MNPaKTUKW, MMeeT obpas3oBaHMe u cTax paboTbl, cooTBeTcTBylOWMe TpeboBaHMsM,
YCTaAHOBMEHHbIM cTatben 45 depepanbHoro 3akoHa "O6 obpalleHMM nekapCTBEHHbIX CpPeacTB”, npwu
NpOM3BOACTBE NIEKAPCTBEHHbIX CPEeACTB ANs BETEPUHApPHOro MPUMEHEHUs W  aTTecToBaHO B MNopsiake,
ycTaHoBneHHOM MUHUCTEePCTBOM CenbCKoro xo3ancTea Poccuiickon denepavmum;

(nn. "r" B pen. [octaHoenenud Npasutensctea P® o1 22.12.2020 N 2206)

r(1)) Hanuyme ynonHOMOYEHHOro nuua (YNorHOMOYEHHbIX NUL) NPOU3BOAUTENS NIEeKapCTBEHHbIX CPeacTB
ON9 MeaVLUMHCKOro NPUMEHEHUs!, ABNSIOLLErocs ero paboTHMKOM, KOTOpOe Npu BBOAE NEeKapCTBEHHbIX CPeACTB B
rpaxxgaHckmin obopoT OCyLLEeCTBNSAET NOATBEPXKAEHVWE COOTBETCTBUS NEKapCTBEHHbIX CPeAcTB TpebGoBaHMAM,
YCTaHOBMEHHbIM MpU KX FOCy4ApPCTBEHHOW pernctpauuu, U rapaHTUpyeT, 4YTO JieKapCTBEeHHble cpeacTsa
npousBedeHbl B COOTBeTCTBMM C TpeboBaHuamu [IpaBun Hagnexaiwiey npOM3BOACTBEHHOW MPaKTUKK
EBpasuninckoro 9KOHOMMYECKOro CO3a, KOTOPOe aTTeCTOBaHO M BKIIOYEHO B PeecTp YMNOSIHOMOYEHHbIX u
npoussoguTenen nekapcTBeHHbIX cpedcTB EBpasniickoro 9KOHOMMYECKOro CO3a B COOTBETCTBMM C NpPaBOM
EBpasniickoro 3KOHOMNYECKOro coo3a;
(nn. "r(1)" BBegeH [octaHosnexnvem lMpasutensctea P® ot 22.12.2020 N 2206)

A) Hanumyme pabOoTHMKOB, 3aKMYMBLUMX TPYAOBbIE AOrOBOPbI, MMEIOLMX COOTBETCTBEHHO BbICLUEE WU
cpegHee npodheccuoHanbHoe apMaLeBTUYEecKoe, XMMUYECKoe, XUMUKO-TEXHoMornyeckoe, 6uonorunyeckoe,
BuoTexHonornyeckoe, MeguuUMHCKOe WM BeTepuHapHoe obpasoBaHue, OTBETCTBEHHbIX 3a MNPOM3BOACTBO,
MapKMPOBKY 1 KOHTPOSIb Ka4yecTBa fleKapCTBEHHbIX CPEACTB.

(B pea. [ocTtaHoeneHus MNMpasutenscrea P® ot 22.12.2020 N 2206)

4(1). Tlpy HamepeHuMM couckaTensd mnMLUEH3MM OCYLLECTBNATbL NPOU3BOACTBO (hapMaLeBTU4ECKON
cybcTaHuum cnupta STUNOBOrO (3TaHona) Hapsgy C NUUEH3UOHHbIMUM TpeboBaHUSAMU, yKasaHHbIMU B MyHKTe 4
HacTosLero NonoxeHus, NpegbaABRATCA crieaylowme nNMueH3NoHHble TpeboBaHNs:

a) oCHalleHVWe eMKocTei OJ1si MPUEMKU STUMOBOro CnvpTa aBTOMaTMYEeCKUMU CPeacTBaMu U3MEpPEeHUst U
yyeTa KOHLeHTpaLUum 1 o6bema 6e3BoaHOro cnvpTa B 3TUIIOBOM CiupTe, o6bema 3TUNOBOro CnvpTa;
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MocTtaHoeneHue MNpasutensctsa PO ot 06.07.2012 N 686
(pe T 16.05.2023) [JokyMeHT npepoctasneH KoHcynbTaHTAOC
\P€A. OT 16.U>. [lata coxparenus:: 09.08.2023
06 yTBepxaeHUU MNoNoKeHNs 0 NMLEH3MPOBAHNM NPOU3. ..

6) nporpammHo-annapaTtHble CpeacTBa AOMKHbI obecneumBaTb nNpvem M nepegady uHdopMauum o
KOHUeHTpauum 1 o6 obbeme 6Ge3BogHOrO cnupTa B STUMOBOM CNMpTe, MCNOMNb3yeMOM Ans NPOM3BOACTBA
hapmaLeBTMyeckon cybcTaHuumn cnupta 9TUNOBOro (3TaHona), obbeme 3TOro ATUNOBOrO CNUpPTa, MNOSTyYEeHHOW C
NCMnonb3oBaHMEM aBTOMAaTUYECKUX CPeaCTB U3MEPEHMS M yYeTa KOHLEeHTpauun n obbema 6e3BogHoro cnupra B
3TMIIOBOM CnupTe, 06bemMa 3TUIOBOrO CNNPTA;

B) OCHalLleH/e OCHOBHOIO TEXHONOrM4Yeckoro obopynoBaHusi aBTOMaTUYECKMMU CPeaCcTBAMU N3MEPEHUS 1
yyeTa KOHUeHTpaumm n obbema ©6e3BogHOro cnupta B hapmaueBTMYecKon cybcTaHuum cnvpTa 3TUOBOro
(aTaHona), obbema chapmaueBTUYECKOW CybCTaHLMKM cnupTa 3TUMOBOrO (3TaHona);

r) nporpammHo-annapaTtHble CcpeacTBa [OOMkHbI obecneuvBaTb NpueM U nepedadvy WHgopmaumu,
I'IOJ'Iy‘-IeHHOVI C ucnomnb3oBaHMeM aBTOMaTU4ECKMX CpencTB MU3MepeHUa U ydeTa KOHUEeHTpauun wu obbema
OesBogHoro cnupta B ¢apmaueBTUYEeCKOM CcybCcTaHuMM  cnupTa  STUnoBoro  (dTaHona), obbema
dapmaueBTuyeckon cybcTaHUMmM cnupTa aTMIoBoro (ataHona), o6 o6beme ee NpoM3BOACTBa, NOCTaABKN U (UnK)
MCNonb30BaHUsi Ans COGCTBEHHBIX HYX[;

4) HanuumMe Ha npaBe COOCTBEHHOCTW, XO3SINCTBEHHOrO BeAEHVMS WM OnepaTUBHOTO  yrnpaBneHus
OCHOBHOTO TEXHONornyeckoro obopyaoBaHus AN NpOM3BOACTBA 3TUNOBOrO CNUpTa, 3aperMcTpupoBaHHOIO B
cooTBeTCcTBUMM CO cTatben 14.1 depepanbHoro 3akoHa "O rocygapCTBEHHOM perynupoBaHuMM Npou3BOACTBaA U
obopoTa 3TUMOBOro CNMpTa, arkorofbHOW M CNUPTOCOAEPXKaLLen npodyKumMm n o6 orpaHnyeHun noTpebneHuns
(pacnuTrA) ankoronbHON NpoayKuun";

€) eMKOCTU AN NpMeMKM 3TUMOBOro CnMpTa Ang npoussoacTBa dhapMaueBTudYeckon cybcTaHumm cnvpTa
3TMNOBOro  (3TaHona) [AOMkHbl ObiTb  COeAuHEHbl  KOMMYHUKauuMsmMu, OTBedvarolwumn  TpeboBaHusM,
yCTaHOBINEHHbIM heaepanbHbIM OpraHoOM UCMONHUTENBHON BNACTW, YNOMHOMOYEHHbBIM MO KOHTPOIIO U Haa30py B
obnactu npousBoAcTBa M OOOpOTa 3TUNOBOrO CMAMPTa, arnkoroflbHOM WM CNMPTOCOAEpXallen NpoAyKuuu, C
OCHOBHbIM TEXHOMOrMYecknm obopyaoBaHnem AN NpoOu3BOACTBa CNvpTa STUNOBOIO (3TaHona).
(n. 4(1) B pea. [doctaHoBnenus Mpasutensctea P® ot 22.12.2020 N 2206)

4(2). NueH3NOoHHbIMK TpebGoBaHUSAMKU, NPeabsBNSEMbIMA K COUCKATENo JMUEH3MU MpU HaMepeHuu
OCYLLECTBMATb NMPOU3BOACTBO CMMPTOCOAEPXKALLMX FIeKapCTBEHHbIX NMpenapaTtoB, a Takke Npou3BOACTBO APYrMX
NEeKapCTBEHHbIX CPeACTB C WCMOMb3oBaHWeM chapMaueBTUYecko cybcTaHumMM crnvpTa 3TUIIOBOrO (3TaHona)
Hapady C MULEH3UOHHLIMY TPeBoBaHUAMM, YKa3aHHbIMU B MyHKTe 4 HacToALero MNonoxeHus, ABNAIOTCS:

a) OCHallleHWe eMKOCTeW Ans NpUMeMKn dpapMaueBTUYEecKOn cyGcTaHuMM cnupta 3TUMOBOro (3TaHona)
aBTOMaTUYECKMMW CPEACTBAaMU WU3MEPEHUA W y4eTa KOHUEeHTpauunm u obbema ©0e3BOgHOroO cnuvpta B
hapmaueBTMYECKON cybCcTaHUMM cnupTa 3TUITOBOro (3TaHona), obbema apmaueBTUYeCKon cybcTaHumm cnupTta
3TUNOBOro (3TaHona);

0) nporpammHo-annapaTtHble cpeacTBa AN MNPOM3BOACTBA  CMMPTOCOAEPXKALUMX  NEKapCTBEHHbIX
npenapaTtoB, a Takke B NPOLLECCe NPOU3BOACTBA APYrMX NEKAPCTBEHHBLIX CPEACTB AOMKHbI obecneynBaTb npuem
N nepedady wHdoOpMauMu, MOMYYEHHON C MCNOMb30BaHWEM aBTOMATMYECKUX CPEACTB M3MEPEHMS U y4deTa
KOHLEeHTpaumum n obbema 6e3BogHOro cnvpta B dpapMaueBTUYECKON CyGCTaHLMM cnupTa 3TUMOBOrO (3TaHona),
obbema hapmaueBTMYECKOM CyOCTaHLMKM cnupTa 3TUNOBOro (3TaHona), 06 obbeme ee 3akynku;

B) OCHaweHne obopyagoBaHua Ana yyeta obbema o6opoTa M MCMOMb30BaHWA hapMaLeBTUYECKON
cybcTaHuum cnupTa 3TUNOBOrO (3TaHONa) ANs NPOM3BOACTBA CNNPTOCOAEPXKALLUMX NeKapCTBEHHbIX NpenapaTos,
a Tawkke B Mpouecce Npou3BoACTBa APYrMX NeKapCTBEHHbIX CPEeACTB C MCMONb30oBaHUEM apmMaueBTU4eCcKon
cybcTaHuumn cnupTta 3TUMOBOro (3TaHomna) TEXHUYECKMMU CpeacTBamMn hukcaumm 1 nepegadn mHgpopmauum ob
obbeme npousBoacTBa UK obopoTa cnupTocoAepxallend  NpoayKUMM B €OUHYI0  FOCYyAapCTBEHHYHO
aBTOMAaTU3MPOBaHHYI0 MHOPMAaLMOHHYIO cucTeMy ydeTa obbema NnpousBoAacTBa U o6opoTa ITUNOBOro cnupTa,
ankoronbHOM W cnupTocoAepXallen npogykumn (ganee - eauHas rocygapcTBeHHas aBTOMaTU3MpPOBaHHas
MHpOpMaLMOHHas cucTema);

r) nporpaMMHo-annapaTHble CpeacTBa [Ans  MNPOM3BOACTBA  CMMPTOCOAEPXKALUMX  JIEKAPCTBEHHbIX
npenapaTtoB, a Takke B NPoLLECCe NPOU3BOACTBA APYrMX NEKAPCTBEHHbLIX CPEACTB AOMKHbI ob6ecneynBaTb npuem
N nepedady uHdopmaumm o6 obbeme Mcnonb3oBaHUs apMaueBTUYECKOW CybCTaHUMM cnupTa STUIOBOMO
(3TaHona), a Takke uHdopmaumm o6 obbeme npoudBoacTBa U (UnNKn) obopoTta (3a UCKMOYEHMEM PO3HUYHOM
NpoAaxu) CNMPTOCOAEePKaLLMX NEKapPCTBEHHbIX NpenapaTos, NOMy4YeHHON C NPUMEHEHMEM TEXHUYECKUX CPeacTB
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MocTtaHoeneHue MNpasutensctsa PO ot 06.07.2012 N 686 K n
KOHCYJIbTAHTIIOC
(pea. ot 16.05.2023) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

N [ara coxpaHenus: 09.08.2023
06 yTBepxxaeHun MNonoxeHns o0 IMLEH3UPOBaHUN MPOK3...

dmkcaummn n nepegadm uHdopmauum o6 obbeme NPon3BOACTBa M 060pOTa cnMpTocodepXKallen NpoayKumm, B
eOVHYI0 rOCYy4apCTBEHHYI0 aBTOMAaTU3MPOBaHHYI0 MHPOPMAaLMOHHYIO CUCTEMY.
(n. 4(2) B pea. NoctaHonenus MNpaeuTtenbctea PO ot 22.12.2020 N 2206)

4(3). TpeboBaHus nognyHkToB "B" 1 "r" nyHkTa 4(2) HacTosiwero NonoxeHus He pPacnpoCTpPaHSATCA Ha
couckaTenen nNUUEeH3Mn npu HamMepeHUM OCYLLEeCTBNATb MPOM3BOACTBO CNMPTOCOAEPXKalUuMX feKapCTBEHHbIX
npenapaTtoB, BKHOYEHHbIX B [OepevyeHb CNUPTOCOAEpXaluMX JeKapCTBEHHbIX MNpenapaToB, YTBEPKOEHHbIN B
cooTBeTCTBMM C absauem TpetbuMm nyHkTa 4 cratbu 1 PepepanpHoro 3akoHa "O rocygapCTBEHHOM
perynupoBaHumn NponsBoAcTBa M 06opoTa 3TUMOBOrO CNUPTA, ankorofibHOW U cnMpTocodepKallen NpoayKuun 1
06 orpaHnyeHun notTpebneHns (pacnuTus) ankoronsHoOM npogykumum".

(n. 4(3) BBegeH [ocTtaHosnexvem lMpasutensctea P® ot 22.12.2020 N 2206)

5. JINUEH3NOHHbIMK TpGGOBaHMHMVI, npeavaBnaeMbiMn K NMLUEH3NATY NPpU OCYyLLECTBITIEHUN OeATelIbHOCTU
No Npon3BOACTBY NMEKapCTBEHHbLIX CpencTB, ABNAOTCA:

a) HanuuMe y nuueHanaTa NoMeLLeHWid, 34aHUIA, COOPYXEHUA U MHBIX OBBHEKTOB, TEXHUYECKUX CPEACTB,
o6opyaoBaHMsa U TEXHWYECKOM OOKYMEHTauuu, npuHagnexalimx emy Ha npaBe COGCTBEHHOCTM UM Ha MHOM
3aKOHHOM OCHOBaHMUW, HEOOXOAUMbIX ONS BbINONHEHUS 3asiBMEHHbIX paboT, COOTBETCTBYHOLUUX YCTAHOBNEHHBIM
TpeboBaHusM;

©) cobntogeHne B COOTBETCTBUM CO cTatben 45 ®depepanbHoro 3akoHa "O6 obpalleHun nekapCTBEHHbIX
cpeactB” TpeboBaHWI NPOMBILMEHHBIX PErNAaMEHTOB, YTBEPXOEHHbIX PYKOBOAWUTENEM MNPOM3BOAMTENS
NEeKapCTBEHHbIX CPeacTB (NMueH3vaTa) U BKIoYawmx B cebs nepeveHb UCMONb3yeMbIX dhapmauleBTUHECKNX
cybCTaHUUM 1 BCoMOraTesbHbIX BELECTB C yKa3aHWEM KOMMYECTBa KaXaoro U3 HUX, AaHHble 06 NCnofb3yeMoMm
00opyaoOBaHUN 1 ONMCaHWE TEXHOMOrMYEeCcKoro npouecca M MeTOAOB KOHTPONS Ha BCexX dTanax npou3BoAacTBa
NneKapCTBEHHbIX CPeacTB;

B) B OTHOLLEHWNM NPOU3BOACTBA JIEKAPCTBEHHbBIX CPEACTB AS19 BETEPUHAPHOro NpuMeHeHus cobrnogeHve B
cooTBeTCcTBMM CO cTaTtben 45 depepanbHoro 3akoHa "O6 oOpaleHun nekapCTBEHHbLIX CpeacTs" npaswn
Hagnexallen NnpomM3BOACTBEHHON NPAKTUKN;

(nn. "B" B pea. [NoctaHoBnenus MNpasutensctea P® ot 22.12.2020 N 2206)

B(1)) B OTHOLLEHMM NPOM3BOACTBA JIEKAPCTBEHHbLIX CPEACTB ANs1 MeAMUMHCKOro NpMMeHeHus cobniogeHne
[paBun Hagnexalyen NPon3BoACTBEHHOW NPaKTUKM EBPasmMinckoro 3kKOHOMMYECKOro Cor3a;
(nn. "B(1)" BBegeH [octaHoBnexuem lMNMpasutensctea PP ot 22.12.2020 N 2206)

r) HamuMyMe B COOTBETCTBMM CO cTatbeyn 45 depepanbHoro 3akoHa "O6 ob6palleHun NekapCTBEHHbIX
cpencTtB” ynormHOMOYEHHOTO Nula Npou3BOAUTENST NIEKAPCTBEHHbBIX CPEACTB AN BETEPUHAPHOro MpUMEHEHUS,
KOTOpOe npv BBOAE JEeKapCTBEHHbIX CpeacTB Afs BETePUHapHOro MpPUMEHEHUs B rpaxgaHckuin obopoT
OCYLLECTBMSIET NOATBEPXKAEHNE COOTBETCTBUS FEKAPCTBEHHbIX CPEACTB ANl BETEPUMHAPHOrO MpPUMEHEHUS
TpeboBaHNsM, YCTAHOBMEHHbLIM NMPU UX FOCYAAPCTBEHHOW perncrpauuun, U rapaHTMpyeT, YTO JIeKapCTBEHHbIE
cpenctBa AN BETEPUMHAPHOrO MNPUMEHEHUST Mpou3BedeHbl B COOTBETCTBMM C NpaBunamm Hagnexalewn
NMPOM3BOACTBEHHOW MpPaKTMKW, a Takke KOTOpoe umeeT obpasoBaHMe M cTax paboTbl, COOTBETCTBYHOLLME
TpeboBaHMsIM, YCTaHOBMNEHHbIM cTaTben 45 PepepanbHoro 3akoHa "O0 obpalleHun nekapcTBEHHbIX cpencTs”,
npv MNpoOu3BOACTBE JI€KapCTBEHHbIX CPeAcTB ANs BETEepMHApPHOrOo NPUMEHEHWs W aTTecToBaHO B MOpsiake,
ycTaHoBNeHHOM MUHUCTEPCTBOM CenbCKoro xo3ancTea Poccuiickon depepaumm;

(nn. "r" B pea. Ooctanosnenus MNpasutensctea P® o1 22.12.2020 N 2206)

r(1)) HannumMe ynonHOMOYEHHOro Nnmua (YNOSTHOMOYEHHbIX NNL) NPOM3BOAUTENS NEKAPCTBEHHbIX CPEACTB
O MEeOULUHCKOrO NPUMEHEHNs, ABMsAIoLLEecs ero paboTHMKOM, KOTOPOE Npu BBOAE NEKapCTBEHHbLIX CPeACTB B
rpaxgaHckum obopoT OCyLLEeCTBNAET MOATBEPXOEHWE COOTBETCTBUSA JIEKAPCTBEHHbIX CPEACTB TpeboBaHMAM,
YCTAHOBMEHHbIM MPU WX TFOCYOapCTBEHHOW perncrpaumm, U rapaHTUpyeT, 4YTO JfeKapCTBEHHble cpeacTea
npou3BefeHbl B COOTBETCTBUM C TpeboBaHmsiMv [IpaBun Hagnexaiwlen npou3BOACTBEHHON MNPAKTUKM
EBpasnickoro 3KOHOMWYECKOrO COH3a, KOTOpOEe aTTEeCTOBAHO M BKMOYEHO B PEECTP YMOMHOMOYEHHbIX NuL
npou3BoguTenen nekapcTBEHHbIX CpeacTB EBpasniickoro akOHOMMYECKOro Colo3a B MOPSAAKE, YCTAHOBIIEHHOM
EBpasunckon akoHomMuYeckon kommccumen. [pyn HasHavyeHMM HOBOro YMOMHOMOYEHHOro fnvua Npou3BoOAUTESNS
NeKapCcTBEHHbIX CPeacTB nuueHsnaT obsa3aH B TedeHne 10 pabounx gHen yBeAOMUTb NMLEH3UPYIOLLNIA OpraH o
damMunmm, UMEHU U OTYECTBE (MPU HaNU4MM) yNnonHOMOYEHHOMO NUuA 1 AaTe ero HasHavyeHus;
(nn. "r(1)" BBepeH [octaHoBnexvem Npasutensctea P® ot 22.12.2020 N 2206)
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MocTtaHoeneHue MNpasutensctsa PO ot 06.07.2012 N 686 K n
KOHCYJIbTAHTIIOC
(pea. ot 16.05.2023) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

N [ara coxpaHenus: 09.08.2023
06 yTBepxxaeHun MNonoxeHns o0 IMLEH3UPOBaHUN MPOK3...

A) Hanumyme paboTHMKOB, 3aKMYMBLUMX TPYOOBblE [OrOBOPbI, MMEKLWMX BbICWIEE WM cpegHee
npodpeccuoHansHoe  apmaveBTuyeckoe, X“mMm4yeckoe, XUMUKO-TEXHOMOrMYecKoe, Buonorunyeckoe,
BuoTexHonornyeckoe, MeguuUMHCKOe WM BeTepuHapHoe obpasoBaHue, OTBETCTBEHHbIX 3a MNPOM3BOACTBO,
MapKMPOBKY 1 KOHTPOSIb Ka4yecTBa fieKapCTBEHHbIX CPEACTB;

(B pea. [ocTtaHoeneHus MNMpasutensctea P® ot 22.12.2020 N 2206)

e) cobnwogeHne nuueHsnaTom TpebosBaHuh cratbu 45 PepepanbHoro 3akoHa "O6 obGpalieHun
nekapCcTBeHHbIX CpedcTB" O 3anpeTe MpoM3BOACTBA JEKapCTBEHHbIX CPEACTB, HE  BKIIOYEHHbIX B
rocy0apCTBEHHbIN peecTp NeKkapCTBEHHbIX CPeacTB, 3a UCKIYEHMEM NeKapCTBEHHbIX CpeacTs, NPOU3BOANMbIX
ONA  NPOBEAEHUS KIMHUYECKMX WCCRefoBaHUM W OKCnopTa, a Takke O 3anpeweHun npousBOoACTBa
danbcMdrLUMpPOBaHHbBIX NEKAPCTBEHHbLIX CPeACTB, NEKapCTBEHHbLIX CPEeACTB ANA BETEPUHAPHOro NPUMEHEHUs C
HapyLleHveM npasun Hagnexailen npon3BoACTBEHHOW MPaKTUKW, NEeKapCTBEHHbIX CpeacTB ANA MeAULMUHCKOro
npuMeHeHUs ¢ HapyLlieHveM [IpaBun Hagnexalen NPon3BOACTBEHHON NPAKTUKN EBPasmMinckoro SkKOHOMMYECKOro
c0103a;

(B pea. MNocTtaHosneHus MNMpaButensctea P® ot 22.12.2020 N 2206)

X) cobnogeHne nuueHs3maTom TpeboBaHum craten 57 ®PepepanbHoro 3akoHa "O6 obpalleHum
NEKapCTBEHHbIX CPeAcTB" O 3anpete npodaxm HenobpoKayeCTBEHHbIX — NIEKAPCTBEHHbIX — CPeacTs,
hanbcMdULMPOBaHHbLIX NTEKapCTBEHHbIX CPEACTB U KOHTPa(aKTHLIX JIEKapCTBEHHbLIX CPEACTB;

3) cobntoeHne OpaBui XpaHeHUst NekapCTBEHHbIX CPeACcTB B COOTBETCTBUM CO cTaThel 58 depepanbHOro
3akoHa "O6 obpalleHun nekapCTBEHHbIX CpeacTB”;

n) cobniogeHve  [paBun  YHUUTOXEHWS  HeJOOPOKAYEeCTBEHHLIX  JIEKAPCTBEHHLIX  CPeAcCTB,
hanbcMdULMPOBaHHbBIX NEKAPCTBEHHbIX CPEACTB U KOHTpadaKTHbIX NeKapCTBEHHbIX CPEACTB, YTBEPKAEHHLIX B
COOTBETCTBMM CO cTatbamu 47 u 59 depepanbHoro 3akoHa "OO0 obpalleHun nekapcTBEHHbIX cpeacTts”, 3a
NCKITHOYEHMEM FIEKAPCTBEHHbIX CPeACTB A4S MeAMLMHCKOro NPUMEHEHMS;

(nn. "n" B pea. OocTtaHoBnenud MNpasutensctea PP o1 22.12.2020 N 2206)

K) yTpatun cuny. - [loctanHoBnexue lNpasutensctea PO ot 22.12.2020 N 2206;

k(1)) cobniogeHve OpaBwui perycTpauuym onepauui, CBsA3aHHbIX C obpalleHneM nekapcTBEHHbIX CpeacTs
ONst MEeOMUMHCKOTO MNPUMEHEHUs, BKMOYEHHbIX B NepeyveHb NeKapCTBEHHbIX CPEeACTB AN MeOMLMHCKOro
NPUMEHEHMWS, Noanexalmnx NpeaMeTHO-KONMMYECTBEHHOMY y4yeTy, B cneuumarnbHbIX XypHanax ydeTa onepauumn,
CBSi3aHHbIX C obpalleHnemM neKapCTBEHHbIX CPeACTB Afs MeQULMHCKOrO MPUMEHEHWS, W OpaBuil BeAeHWs U
XpaHeHus cneumasnbHbIX XXYpHanoB yyeTa onepauuni, CBA3aHHbIX C 0OpalleHneM fekapCTBEeHHbIX CPeACcTB Ans
MEANLMHCKOrO MPUMEHEHNS;
(nn. "k(1)" BBegeH [ocTtaHoBneHuem MNpasuTtensctea PP o1 15.04.2013 N 342)

n) NoBbllWeHne KBanudukauum nuy, ykasaHHblx B nognyHktax "r", "r(1)" v "a" HacTosilwero nyHKTa, He pexe
1 pasa B 5 nerT;
(mn. "n" B pen. MNocTtaHoBnenus MNMpaButenbctea PO ot 22.12.2020 N 2206)

M) peructpaumsi B CUCTEME MOHWUTOPWMHIa OBWXEHUS MEeKapCTBEHHbIX NpenapaTtoB AN MeauuMHCKOro
NPUMEHEHWS;
(nn. "M" BBegeH [ocTtaHoBneHuem Npaeutensctea PP ot 15.05.2020 N 686)

H) cobnitogeHve TpebosaHmn ctatbu 67 PegepansHoro 3akoHa "O6 obpalleHun nekapcTBeHHbIX cpeacTs”:

06 obecrieyeHnM B MNOpAAKE M B COCTaBe, KOTopble YcTaHoBreHbl [paBuTenbcTBoM Poccuiickoit
depepaumu, BHeceHUs1 MHoOpMaLIMK O FieKapCTBEHHbIX NpenapaTax Ans MEAMLMHCKOrO NMPUMEHEHNS B CUCTEMY
MOHUTOPUHIa ABMKEHUSA NEeKapCTBEHHbIX NpenapaTtos Ans MeauLMHCKOro NPpUMeHeHNs;

O HaHeceHuUM Ong uenev MaeHTUMKaLUM YNakoBOK NEeKapCTBEHHbIX MpenapatoB Ans MeOMLMHCKOro
npUMeHeHWs B Dopaake, ycTaHoBneHHoM [MpaBuTenscTBoM Poccunckon ®egepaumn, Ha NepBUYHYIO YNaKoBKY (B
OTHOLLEHMN FNEeKapCTBEHHbIX MpenapaToB ANs MeOULMHCKOrO MPUMEHEHMWs, ONS KOTOpbIX He npedycmoTpeHa
BTOPWYHAs YyMakoBKa) W BTOPUYHYK (NOTPebUTENbCKY) YNakoBKY MeKapCTBEHHbIX MpenapaToB Ans
MEeOULMHCKOTO MPUMEHEHMs cpeacTBa WMAEHTUMMKaUMK, 3a MUCKINIOYEHWEM NEeKapCTBEHHbIX MpenapaToB Ans
MEOULMHCKOTO MPUMEHEHUS, MPOU3BOANMBLIX AONA  MPOBEAESHUS KIUMHWYECKUX WCCNeaoBaHWi, 3KCnopTa,
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MocTtaHoeneHue MNpasutensctsa PO ot 06.07.2012 N 686 K n
KOHCYJIbTAHTIIOC
(pea. ot 16.05.2023) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

N [ara coxpaHenus: 09.08.2023
06 yTBepxxaeHun MNonoxeHns o0 IMLEH3UPOBaHUN MPOK3...

neKapcTBEHHbIX NpenapaToB, YyKkasaHHbIX B 4YacTax 5 m 8 cratbu 13 ykasaHHoro PeneparnbHOro 3akoHa,
pagmodapMaLleBTUYECKNX NeKapCTBEHHbIX NPenapaToB, NUABOK MEANLIMHCKUX 1 ra30B MEeOULIMHCKMX.
(mn. "H" BBeaeH [NocTaHoBneHvem MNpaeutensctea PO ot 15.05.2020 N 686)

5(1). JWUEH3NOHHBIMK TpeboBaHWUAMMK, NpPedbsBNSEeMbIMA K TNUUEH3MaTy npu  OCYLECTBMEHUN
npov3BoAcTBa hapMaLeBTUYECKOM cyGCTaHUMKM chivpTa 3TUMOBOrO (dTaHoma), Hapsay C JMLEH3MOHHBLIMU
TpeGoBaHNAMU, yKkazaHHbIMK B NyHKTe 5 HacTosiwero MonoxeHusi, SBMsOTCS:

a) OcHalleHWe eMKOCTen Ans NPUeMKN 3TUIOBOrO CNMpTa y OpraHu3auuii, MCNOMb3YHLLMX STUMOBLIA CNMPT
Anst  npov3BoacTBa hapmaleBTMHecKon cybcTaHuuMM cnupTa STWMOBOro  (3TaHomna), aBTOMaTUYECKUMM
CpeAcTBaMM U3MEPEHUSI U ydeTa KOHUeEeHTpauum u obbema 6e3BofHOro cnupta B 3TMIIOBOM crivpTe, obbema
3TUMNOBOrO CMUPTa;

©) nporpamMHo-annapaTHble cpeacTBa opraHn3aumin, UCNOoNb3YLMX 3TUMOBLIN CNUPT AN NPOM3BOACTBA
dapmaLeBTMHECKON CyOCTaHUMM CcnupTa 3TUNOBOrO (3TaHon), AOMKHbI obecneumBaTb MpueM U nepepady
MHOpMaUMM O KOHLUEeHTpauun n ob obbeme 6Ge3BOAHOro cnvpta B 3TUIIOBOM ChMpTe, obbeme 3TUMOBOroO
cnupTa, NofyYeHHOW C UCNOMb30BaHNEM aBTOMATUYECKMX CPEACTB U3MEePEHUs 1 ydeTa KOHLEeHTpaummn n obbema
6e3BOAHOrO CnMpTa B 3TUNIOBOM CMpTe, 06bema 3TUOBOro CNNPTa;

B) OCHalleHMe OCHOBHOTO TEXHONOrM4Yyeckoro O0OpyooOBaHUS  OpraHu3auui,  OCYLLECTBISIOLLMX
NPON3BOACTBO (hapmaLleBTUYECKON cybCcTaHUMM cnvpTa STUMOBOMO (3TaHoma), aBToMaTUYeCKUMU cpeacTBamu
N3MEepeHUst N yyeTa KOHLEHTpauun n obbema 6e3BogHOro cnupta B cdhapmaueBTUYeckon cyGcTaHumm cnvpTa
3TUNoBoro (3TaHona), o6bema papmauleBTUYECKOM CybCTaHL MM cnupTa 3TUITOBOro (3TaHona);

r) nporpamMmHo-annapaTHble cpepcTea opraHvsauui, OCYLLECTBNSOLLMX NPOM3BOACTBO
hapmaueBTMYECKON CcyOCTaHUMKM cnvpTa 3TUINOBOrO (3TaHomna), AoMmkHbl obecnevmBaTb Npuvem U nepegady
NHOpPMaLMK, MOMYYEHHON C UCMOMb30BaHWEM aBTOMaTUYECKUX CPEACTB U3MEPEHUS U yveTa KOHLEHTpauun v
obbema 6e3BogHOro cnupta B hapMaLeBTUYECKOM cyOCcTaHuMM cnupTa 3TunoBoro (3taHomna), obbema
hapmaueBTUYECKON CyOCTaHLMM cnupTa 3TUNOBOro (3TaHona), o6 obbeme ee NPOU3BOACTBA, NMOCTaABKU U (UNK)
NCNonb30BaHUA AN COBCTBEHHbIX HYXA;

4) HanmuuMe Ha npaBe COOCTBEHHOCTW, XO3SINCTBEHHOrO BEAEHMS WM OMNepaTUBHOMO yrnpaBleHus
OCHOBHOTO TEXHONOrMYyeckoro obopyaoBaHusa AN NPOM3BOACTBA 3TUIIOBOIO CNUpTa, 3aperMcTpupoBaHHOIO B
cooTBeTcTBMM CO cTtatben 14.1 depepanbHoro 3akoHa "O rocyfapCTBEHHOM pPErynMpoBaHMM NPOU3BOACTBA U
obopoTa 3TUMOBOro CNUpTa, arnkorofibHOM W CNUPTOCOAEepXKallen npoaykumMm n o6 orpaHuyeHun noTpebneHuns
(pacnuTura) ankoronbHOW NpoayKumn";

€) eMKOCTU AN MpUeMKu 3TUIIOBOTO CnupTa AJisi Mpov3BoAacTBa chapMaueBTUyYeckon cybctaHumm cnvpTa
3TMNOBOro (3TaHoma) M[OMKHbl ObiTb CcoeauHEHbl C  KOMMYHWKAUMSMW, OTBeYalolMMu  TpeboBaHUsM,
yCTaHOBINEHHbIM heaepanbHbIM OpraHoM UCMONHUTENBHONM BNAcTW, YNONIHOMOYEHHbLIM MO KOHTPOIO U Haa30py B
obnactu npousBoAcTBa M obGopoTa 3TUNOBOrO CNMPTa, ankorofibHOM W CNMpTOCOoAep)Kallel NpoAyKuuu, C
OCHOBHbIM TEXHOTNOIMYEeckMM 0GopyaoBaHnemM Ans Npou3BoACTBa CrvpTa 3TMIIOBOTO (3TaHona);

X) cobniogeHne nuueHsnaTtom TpeboBaHui cTatbu 45 ®depepanbHoro 3akoHa "O6 obpaleHun
NeKkapcTBEHHbIX cpeacTs” no npousBoACTBY hapMaleBTUYEeCKon cybCcTaHumm cnvpTa 3TUMOBOro (3TaHona)
MEeTOAOM pas3BefeHNss BOAOM OYMLLEHHOW pPeKTUMUKOBAHHOrO 3TUNOBOIO CivMpTa M3 MNUWEBOro  Cbipbs,
NPOM3BEOEHHOrO Ha OCHOBaHWWM JIMLEH3UM Ha NPOM3BOACTBO STUJIOBOrO CNupTa Ans MNpousBoacTBa
dhapmaLeBTMyeckon cybcTaHLMn cnvpTa aTUIIOBOro (3TaHomna) B COOTBETCTBMM C TpeboBaHusimm degepansHoOro
3akoHa "O rocygapCTBEHHOM perynupoBaHMM MPOM3BOACTBA M 0BOpoTa 3TWMAOBOrO CNUPTa, arkOrofibHOM U
cnupTocodepallen npoaykuum n ob orpaHudeHun notpebneHus (pacnutus) ankororisHOM Npoaykuun”, n no
MECTY OCYyLLEeCTBNEHNS NPOU3BOACTBA (hapMaLeBTUYECKON CyOCTaHLUMM CnMpTa 3TMNOBOro (3TaHona);

3) cobrnofeHne nuueH3naTom TpeboBaHWIn O 3anpeTe NPOM3BOACTBA CMMPTOCOAEPXKALLMUX NEKAaPCTBEHHbIX
npenapaToB MO MECTY OCYLUECTBIIEHUsI MPOW3BOACTBA (hpapmaueBTUYecKol cybCcTaHuMM cnvpTa STUMOBOrO
(3TaHona);

KoHcynbTaHTlnoc: npumeyaHue.
depepanbHbiM 3aKkoHOM OT 22.12.2020 N 436-®3 cT1. 14.1 nanoxeHa B HoBoW pefakumn. Hopma n. 1.1 cT.
14.1 npexHen pefakLmm COOTBETCTBYET HOPME M. 2 yKa3aHHOW CTaTb/ HOBOW pedaKLmu.
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MocTtaHoeneHue MNpasutensctsa PO ot 06.07.2012 N 686
(pe T 16.05.2023) [JokyMeHT npepoctasneH KoHcynbTaHTAOC
\P€A. OT 16.U>. [lata coxparenus:: 09.08.2023
06 yTBepxaeHUU MNoNoKeHNs 0 NMLEH3MPOBAHNM NPOU3. ..

n) cobniogeHne nuueHsnatom TpeboBanuin cratbu 45 depepanbHoro 3akoHa "O6 obpaleHum
NeKapCTBEHHbIX CpPeAcTB" O 3anpete npousBoAcTBa hapMaueBTUYECKOM cyOCcTaHumMM cnupta 3TUIIOBOrO
(3TaHoNa) Ha OCHOBHOM TexHonornyeckoMm obopygoBaHMM ONs NPOM3BOACTBA 3TUOBOrO CNMpTa, yKasaHHOM B
nyHkTe 1.1 ctatbu 14.1 ®egepansHoro 3akoHa "O rocygapCTBEHHOM perynmpoBaHUM Npom3BoacTBa U obopoTta
3TUMOBOrO CNMpTa, anKkorofibHOM U CNIMPTOCOAEPXKALLEN NpoAyKumMK 1 06 orpaHuveHnn notpebneHms (pacnuTms)
arnkoronsHOW npoaykumnn”;

K) cobniogeHne nuueHsnatom TpeboBaHunm cratbm 45 depgepanbHoro 3akoHa "OO obpaweHun
nekapcTBeHHbIX cpeacTs” 0 3anpeTe peanusaumu (Nepegayun B yCTaHOBNEHHOM 3akoHOA4ATENbCTBOM Poccunckom
depepaummn nopsigke) dapmaueBTUHECKON CcybCTaHLMKM cnupTa 3TUMOBOrO (3TaHoMa) opraHu3auusim OnTOBOW
TOProBnM NeKapCcTBEHHbIMWN CpeacTBamu;

n) cobntogeHne nuueHsnatoMm TpeboBaHui cratbn 45 depepanbHoro 3akoHa "O6 obpalueHum
nekapcTBeHHbIX cpedcTB" 06 ocylecTBNeHun nepeBo3ku hapmaueBTUYeckon cybcTtaHuum cnvpTa 9TUNOBOMO
(aTaHona) ¢ cobnogeHnem TpeboBaHU, yCTaHOBMNEHHbIX cTaTtbert 9 PepepanbHoro 3akoHa "O rocyaapCTBEHHOM
perynupoBaHumn Npon3BoACcTBa M 060poTa 3TUMOBOMO CNUPTA, ankoroflbHOM U CnMpTocodepKallen NPoayKUUn 1
06 orpaHnyeHun NnoTpebneHns (pacnutus) ankoronbHOM npoaykumnm';

M) cobniogeHve nuueHanatoMm TpeboBaHWM O peanusaumm  (Nnepegade B YCTAHOBEHHOM
3akoHogaTtenbcTtBoM Poccuiickon ®Pepepaumm nopsigke) dapmaueBTUYecKor cybCcTaHuMM cnvpTa STUIOBOMO
(aTaHoOna) npou3BoaNTENSAM NEeKapCTBEHHbIX CPEACTB AN NMPOM3BOACTBA NEKapCTBEHHbIX CPeACTB B €MKOCTAX
ob6bemoM He 6onee 1 nutpa u (unn) He meHee 1000 NMTPOB, a opraHn3aLmsaM, ykadaHHbIM B OyHKTax 3 - 5 yactu
8 ctatbu 45 degepanbHoro 3akoHa "O6 obpalleHnn nekapcTBEHHbIX cpeacTts”, - B Tape o0beMoM He Gonee 1
nuTpa;

H) cobniogeHve nuueHavatom TpebGoBaHWA O 3anpeTe peanusauuu (nepedaynm B YCTaHOBIIEHHOM
3aKkoHodaTenbcTBoM Poccuiickoin degepaunn nopsigke) dapmaueBTUYeckoin cybcTaHumMM cnvpta 3TUIOBOIO
(sTaHoma) opraHuzauMsaM U MHOMBUAOYyanbHbIM - NpearnpuHUMaTEnaM, OCYLLUEeCTBRALWMM  pa3BedeHue,
BblpalUMBaHNe U CoAepKaHNE XNUBOTHBIX;

0) cobnopgeHne nuvueHsvaTom TpeboBaHUM O 3anpeTe NPOM3BOACTBa (hapmaleBTUYeCKOM cybcTaHumm
cnupTa 3TWMOBOrO (3TaHoMa) Npy MpeKpalleHUn WU aHHYNMPOBaHUM OENCTBUS JIMLEH3MU Ha MPOM3BOACTBO
3TWMMOBOro cNupTa A58 Npomn3BoAcTBa hapMaueBTUdeckon cybcTaHumm cnvpTa 3TUAoBOro (3TaHona).

(n. 5(1) B pea. NoctaHoenexus MNpasutensctea PO ot 22.12.2020 N 2206)

5(2). JNueH3MOoHHbIMKM  TpeboBaHUSIMK, NpeabsBRSEeMbIMA K  NMUEH3MATy MpU  OCYLLECTBNEHUN
NMPOM3BOACTBA CMMPTOCOAEPXKALLMX NEKapCTBEHHbIX MpenapaToB WUCXOoAs M3 obbema noTpebuTenbckoin Tapbl
(ynakoBku) n (Mnn) CTOMMOCTU M (MnM) PYHKUMOHANbHOIO HasHadYeHUst CMMPTOCOAEPXKALUMX NeKapCTBEHHbIX
npenapaToB, a Takke MPOU3BOACTBA APYrNX JfieKapCTBEHHbIX CPeACTB C UCMOMb30BaHMEM hapmaLeBTUYECKON
cybcTaHuumn cnupta 3TUNOBOrO (3TaHona) Hapsgy C NUUEH3UOHHbIMUM TPpeboBaHUSAMU, yKa3aHHbIMU B MyHKTE 5
HacTosiLero MNMonoxeHus, SBNSAOTCA:

a) OCHalleHMe eMKOCTer Onis npueMku hapmaueBTUYeckor cyOcTaHumm cnvpTa 3TUNOBOro (3TaHon)
aBTOMaTUYECKMMU CPEACTBAaMU U3MEPEHUS U y4deTa KOHUEeHTpauunm u obbema 6e3BogHOro cnvpta B
hapmavneBTMYecKon cybcTaHumm cnupTa 3TUNOBOro (3TaHona), oobema apmaueBTuYeckon cybcTaHumm cnupTta
3TUNOBOro (3TaHona);

6) nporpaMmHo-annapaTtHble CpeacTBa OpraHu3auuii, MCNonb3yLmX dapmMaueBTUYECcKylo CybcTaHumio
cnvpTa 3TUNOBOro (3TaHomna) AN NPoOM3BOACTBa CNMPTOCOAEPXKALLUMX NEKapCTBEHHbBIX NpenapaToB U B npoLecce
NPOM3BOACTBA APYrMX IEKapCTBEHHbIX CPeAcTB, AOMkHbI obecrneunBaTb npuvem U nepepadvy MHdopmauumu,
MOSTy4EHHON C WCMONb30BaHMEM aBTOMATUYECKMX CPEACTB M3MEPEHMS WM yyeTa KOHLUEeHTpauuu u obbema
6essogHoro cnupta B hapMaueBTUdeckon cybcTaHumMM  cnMpTa  3TMNoBoro  (3TaHona), obbema
hapmaLeBTMYECKON CyOCTaHLUMM cnnpTa STUMOBOTO (3TaHona), 06 obbeMe ee 3aKynku;

B) OcHaweHune obopynoBaHua Ons ydyeta obbema obopoTa M MCNONb30BaHWUS apMaLeBTUYECKON
cybcTaHuumn cnmpTa 3TUIOBOro (3TaHoma) Anst NPOM3BOACTBA CMUMPTOCOAEPXKALLMX NIEKAapCTBEHHbLIX NpenapaTos,
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MocTtaHoeneHue MNpasutensctsa PO ot 06.07.2012 N 686 K n
KOHCYJIbTAHTIIOC
(pea. ot 16.05.2023) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

N [ara coxpaHenus: 09.08.2023
06 yTBepxxaeHun MNonoxeHns o0 IMLEH3UPOBaHUN MPOK3...

a Tawkke B Mpouecce Npou3BOACTBA APYrMX NEKapCTBEHHbIX CPEACTB C MCMONb30BaHMEM (hapMaueBTUYECKOW
cybcTaHuumn cnupTta 3TUMOBOro (dTaHomna) TEXHUYECKMMM cpefcTBamMu chukcaumm n nepegadn mHcgpopmauum ob
obbeme npousBoacTBa M obopoTa cnupTocodepkalled MNpPOAyKUMM B €OMHYH  rocydapCTBEHHYHO
aBTOMaTU3NPOBAHHYI0 MHAOPMAaLIMOHHYO cucTemy. TpeboBaHMst HACTOSALLEro NoANyHKTA He PacnpoCTPaHATCA
Ha NUUEH3MaTOB, OCYLUECTBNAOLWMX MPOU3BOACTBO CMNMPTOCOAEPXKALUMX FEKApCTBEHHbIX MNpenapaTos,
BKITHOYEHHbIX B MepeYeHb CMMPTOCOAEPKALUMX JIeKapCTBEHHLIX NMpenapaTtoB, YTBEPXAEHHbIA [1paBUTENbLCTBOM
Poccuickon Pepepaumm B cOOTBETCTBMU C ab3auem TpeTbum nyHkTa 4 ctatbu 1 PegepanbHoro 3akoHa "O
rocygapCTBEHHOM  PerynupoBaHMM  Npou3BoAcTBa UM obopoTa 3TWMNOBOTO  CMMpTa,  ankorofbHOW U
crnvpTocoAepalen Nnpoaykumm n 06 orpaHnYeHnn NoTpedneHns (pacnmTrs) ankorofibHOM NpogyKuun®;

r) nporpaMMHo-annapaTHble CpedcTBa OpraHu3auui, UCMOnb3yLWmMX dapmaueBTUYeCKy0 CybGCcTaHUMo
cnupTa aTMrnoBoro (3TaHorna) Ans NpousBoACcTBa CNUPTOCOAEPXKALLMX NIEKAPCTBEHHbIX NPenapaToB U B NpoLecce
NpOM3BOACTBA APYIMX feKkapCTBEHHbIX CpPeacTB, AOMMKHbI obecneumBaTb MpUEM WM nepefady uHdgopmauun ob
ob6beme Mcnonb3oBaHMa apMaLeBTUYECKON CyOCTaHLUMKM cnMpTa 3TUNOBOro (3TaHomna), a Takke MHdopmauun
06 obveme npoussoactBa M (Mnm) obopoTa (3a MCKMHOYEHMEM PO3HWYHOM NPOAAaxXM) CnMpTOoCcOAepKaLumx
NeKkapCTBEHHbIX NpenapaToB, MOMYYEeHHONW C MpPUMEHEHMEM TEeXHUYEeCKUX cpeAcTB dukcaumm 1M nepegayu
nHcdopmaumm 06 obbeme npou3BoacTBa M obopoTa  cnupTocodepXallel NpPOAYKUUW, B  eAuHYH
rocy0apCTBEHHY0 aBTOMATU3MPOBAHHYIO MH(OPMAUMOHHYIO cucTeMy. TpeboBaHUSA HACTOSILLEro MOAMYHKTA He
pacnpoCTPaHAITCA Ha NULEH3NATOB, OCYLLECTBMSAOLWUX MPOM3BOACTBO CMMPTOCOAEPXKALLUMX JEKAPCTBEHHbIX
npenapaTtoB, BKMOYEHHbIX B [OepeyeHb CNUPTOCOAEPXKallMX NeKapCTBEHHbIX MpPenapaToB, YTBEPXXAEHHbIN
MpaBsutenbctBoMm Poccuiickon ®denepaumm B COOTBETCTBMM C abs3auem TpeTbuM nNyHkTa 4 cratbu 1
depepanbHoro 3akoHa "O rocygapCTBEHHOM perynvpoBaHuMM Mpou3BoacTBa M obopoTa STMMOBOrO cCnuvpTa,
ankoronbHOM W cnupTocodepXalleh npoaykumm u o6 orpaHuyeHun noTpedneHus (pacnutus) ankorofibHow
npoaykumnn";

4) npeacrtaeneHvne geknapauun o6 ob6beme npomssoacTea 1 (Mnm) obopoTta (3a UCKITHYEHNEM PO3HUYHOM
npogaxu) cnupTocogepXawmx fekapCTBEeHHbIX MpenapaToB npu  npoussBoacTBe w  (unu) obopoTte
CNMpTOCOAEpXKalUuMX neKapCTBEHHbIX MpenapatoB B o0beme, npesbiwakwowem 200 pekanutpoB B rog.
TpeboBaHMsA HACTOSLWEro NOAMYHKTA HE PaCNpPOCTPAHSITCA Ha NULLEH3NATOB, OCYLLECTBAILLMX NPOM3BOLACTBO
CMUPTOCOAEPXKALLMX  JIEKAPCTBEHHbIX  MpenapaToB,  BKIIOYEHHbIX B [OepeyYeHb  CIMpPTOCOAEepPXKaLLmX
NeKapCTBEHHbIX MpenapaTtoB, yTBepXAeHHbIn [MpaButenbctBoM Poccuickon degepaumm B COOTBETCTBUM C
absauem TpeTbuM nyHkTa 4 ctatbn 1 PepepansHoro 3akoHa "O rocyaapCTBEHHOM pPerynmpoBaHnmM Npon3BoaCcTBa
n obopoTa 3TUNOBOro CNUpPTa, ankorofibHOW 1 cnvpTocodepxallen Npoaykuum n o6 orpaHmyeHun noTpebneHns
(pacnuTura) ankoronbHOW NpoayKumn";

e) cobniogeHve nuvueHanaTom TpeboBaHunm cTatbm 45 PepepanbHoro 3akoHa "O6 obpalleHum
NeKapCcTBEHHbIX cpeacTB" 06 MCNonb3oBaHWM TONbKO dhapMaueBTUYECKON CyOCTaHuMu cnupta STUIOBOrO
(aTaHona) npu NpPomnsBOACTBE NEeKapCTBEHHbIX CPEACTB B KayecTBe AeNcTBylowero n (unv) BcrnomoraTensHoro
BELLECTBA, a TakkKe B MHbIX TEXHONOMMYECKUX LensX;

X) cobnogeHne nuueHsmaTom TpeboBaHum craten 45 depepanbHoro 3akoHa "O6 obpalleHum
nekapCTBEHHbIX CPeAcTB" O 3anpeTe NPoOM3BOACTBa CNMPTOCOAEpXKalnX NekapCTBEHHbIX NpenapaToB No MecTy
OCYyLLEeCTBMNEHNS Npon3BOACTBa hapMaLeBTM4eckon cybcTaHumumn cnupTa 3TUNOBOro (3TaHona) u (Mnu) no Mecty
OCYLLECTBMEHNS NPOU3BOACTBA 3TUNOBOMO CNNPTA;

3) cobnogeHve nuueH3MaToM TpeboBaHnuii cratbn 45 depepanbHoro 3akoHa "O6 obpalleHum
NEeKapCTBEHHbIX cpeacTs" O 3anpete MpoM3BOACTBA CNMPTOCOAEPXKALLMX JIEKAPCTBEHHbBIX MpenapaTtoB Ha
OCHOBHOM TeXHOoJ10rm4eckom O60pyD,OBaHI/II/I ona npou3BoacTtBa 3TUIOBOIo CnmpTta, YyKa3aHHOM B NYHKTE 1.1
ctatbun 14.1 depepanbHoro 3akoHa "O rocygapCTBEHHOM pPerynvpoBaHuM MpouM3BoAcTBa U obopoTa 3TUIOBOMO
cnupTa, arnkorofibHOM W CAMPTOCOAEPXKALLEed nNpoaykuMm u 06 orpaHuMdeHun notpebnenHus (pacnuTus)
arkoronbHoOW npoaykumnn”;

n) cobniogeHve nuueHsnatom TpebosaHun cratbu 45 PepepanpHoro 3akoHa "O6 obpaleHum
neKapCcTBEHHbIX cpeacTB" 00 OCyLlecTBMNeHUM NnepeBo3kn hapmaueBTUYeckon cybcTaHUMM cnvpta 3TUINOBOro
(aTaHona) ¢ cobnogeHnem TpeboBaHU, yCTaHOBMNEHHbIX cTaTtbent 9 PefepanbHoro 3akoHa "O rocyaapCTBEHHOM
perynupoBaHuM NpousBOACTBa M 060opoTa 3TUOBOrO CNMPTa, ankoronbHOW M CNMPTOCOAEPXKallen NpoayKUmMn v
06 orpaHn4yeHun NoTpebneHns (pacnmuTusl) ankoronbHOM NPOAyKUUn".

(n. 5(2) B pea. NoctaHoenexus MNpasutensctea PO ot 22.12.2020 N 2206)
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MocTtaHoeneHue MNpasutensctsa PO ot 06.07.2012 N 686 K n
KOHCYJIbTAHTIIOC
(pea. ot 16.05.2023) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

N [ara coxpaHenus: 09.08.2023
06 yTBepxxaeHun MNonoxeHns o0 IMLEH3UPOBaHUN MPOK3...

6. OcyliecTBrneHe OEeATenbHOCTM MO NPOW3BOACTBY IEKAPCTBEHHBIX CPEACTB C rpyObiM HapyLueHWeM
NMUEH3NOHHBIX TpeboBaHui BrevyeT 3a CoOOOM OTBETCTBEHHOCTb, YCTAHOBMEHHYK 3aKOHOOATENbCTBOM
Poccuickon ®egepauun.

Mpu oaTomM noa rpybbiM HapylweHWeM TMOHMMAaEeTCs HEBbINOMIHEHME nuueH3naToM TpeboBaHui,
NpeaycMOTPEHHbIX noanyHktamy "a" - "u", "k(1)", "M" n "H" nyHkta 5 u nyHktamm 5(1) n 5(2) HacTosiwero
lMonoxeHusi, noBnekwee 3a coboin nocnencTeusl, NpeaycMoTpeHHble YacTbio 10 ctatbn 19(2) PepepansbHoOro
3akoHa "O nuueH3npoBaHNN OTAENbHbIX BUAOB AeATENbHOCTU".

(8 pea. MNMoctaHoBnenun MNpasutensctea PO ot 15.04.2013 N 342, ot 20.06.2018 N 702, ot 28.02.2019 N 217,

oT 15.05.2020 N 686, o1 14.03.2022 N 368)

7. Ons nonyyYyeHust NULEH3UM couckaTerb NMUEH3MU HanpaenseT B NIULEH3UPYIOWMIA opraH 3asiBrieHne o
NpefocTaBNeHUN NULEH3NN C NPUIIOXKEHNEM:

a) cBeAdeHWn, npefycMOTpeHHbIX YacTbio 1 craten 13 PepepanbHoro 3akoHa "O nMUEH3MpOBaHWUK
OTAENbHbIX BUOOB AeATENbHOCTU", B TOM YUCTE:

cBefeHuiA, NOATBEPXOAOWMNX HanuyMe y couckatens nULEeH3Mn Ha npaBe COBCTBEHHOCTU UMM Ha UHOM
3aKOHHOM OCHOBAHUM HEOoOXOAUMBIX ONs OCYLECTBMEHUs AeATENbHOCTU MO MPOM3BOACTBY JEKapCTBEHHbIX
CPeACTB NOMELLEHWUIA, 30aHWUIA, COOPYXXEHUI U (UNN) UHBIX OGBEKTOB MO MECTY OCYLLECTBIEHNS NTULIEH3UPYEMOTO
BMOa AeATEeNbHOCTM, TEXHUYECKUX CcpeacTs, 06OpynOBaHUS U TEXHUYECKOW OOKYMEHTAaLMK, COOTBETCTBYIOLLNX
YCTaHOBMNEHHbLIM TPEBOBaHUAM;

CcBefeHWiA, MOATBEpPXAaloWMX HannuMe B TOM YMCIE COOTBETCTBYIOLUMX JTMLEH3UOHHLIM TpeGoBaHUsAM
obpasoBaHusi, KBanugukauMm M cTaxa paboTbl YMONMHOMOYEHHOTO 5MuUa MPOU3BOAMTENS JIeKapCTBEHHbIX
CpeacTB, a Tawkke ob6pas3oBaHUs CMeLManucToB, OTBETCTBEHHbIX 3a MPOW3BOACTBO, MapPKUPOBKY W KOHTPOb
KayecTBa NeKapCTBEHHbIX CPEACTB;

npuM HamMepeHWU OCYLLeCTBMATb MNPOU3BOACTBO hapMaLleBTUYecko cybCcTaHumMmM chnupta 3TUNOBOro
(sTaHoOMna) - ceegeHUn, NOATBEPXKOANLIMX HanNMyMe Ha npaBe COOCTBEHHOCTW, XO3AWCTBEHHOrO BeAeHWUs unu
onepaTUBHOro yrnpaBfieHUss OCHOBHOMO TEXHOMOrMYeckoro 0bopyaoBaHns Ans NpoM3BOACTBa 3TUNOBOrO CNMpTa,
3aperucTpupoBaHHOro B COOTBeTCTBUM cO cratben 14.1 PepgepanbHoro 3akoHa "O rocygapCTBEHHOM
perynupoBaHumn NponsBoAcTBa 1 06opoTa 3TUMOBOrO CNUPTa, ankorofibHOW U cnvpTocodepXallen NpoayKuun 1
06 orpaHuyeHun noTpebrnenHus (pacnutusi) ankoronbHoW npoaykummn”". CBeAeHWs O perucrpaumm ykasaHHOro
obopyaoBaHMsa 3anpaluMBaloTCs NMMUEH3NPYIOWMM OpraHoM y dpeaepanbHOro opraHa MCMNOMHUTENbHOW BNacTw,
ocyLuecTBrsoLWwero yHKUMM No KOHTPOMO M Haa3opy B obnacTu npoussBoacTBa M obopoTa 3TUMOBOrO CnvpTa,
ankoronibHOM W  CNUPTOCOAepXXallen MpoayKuuu, B pamKax MeXBEOOMCTBEHHOro MHJOPMaLMOHHOIo
B3aUMOOENCTBUS;

©0) cnenyoLmMX LOKYMEHTOB (KONMUA JOKYMEHTOB):

nepeyeHb  NEKAPCTBEHHbIX  CPeACTB,  NPOM3BOAMMbIX  (MMAHMPyeEMbIX K NPOM3BOACTBY)  Ha
NPON3BOACTBEHHOM Yy4acCTKe;

A0Cbe NPON3BOACTBEHHOMO yyacTtka (MacTtep-caiin).
(n. 7 B pea. NoctaHoenenus MNpaeutensctea PO ot 25.11.2022 N 2141)

7(1). 3asBneHve o nNpenocTaBrneHun NULEH3UN N Mpunaraemble K HeMy CBEeAEHUSI U AOKYMEHTbl (Konuu
JOKYMEHTOB), yKasaHHble B MNyHKTe 7 HacTtoswero [MonoxeHusi, HanpaBnslOTCS B NULEH3UPYIOLUA opraH B
opMe 3MNEKTPOHHOrO AOKyMeHTa (MakeTa SneKTPOHHbIX [LOKYMEHTOB), MOAMUCAHHOIO B COOTBETCTBMM C
depepanbHbiM  3akoHOM "O NMUEH3MpPOBAHWM OTAENbHbIX BUOOB AEATENbHOCTU" 3EKTPOHHOW MNOAMUCHIO
IOpUaNYECcKOro nuua ¢ ncrosib3oBaHnemM denepansHon rocyaapCTBEHHON MHPOPMaLUMOHHON cucteMbl "EguHbIN
nopTan rocy4apCTBEHHbIX 1 MyHULUMNANbHbIX YCNYr (PYHKUMRA)".

(n. 7(1) BBepeH [loctaHoBneHuem [lpaButenbctBa P® ot 25.11.2022 N 2141; B pepn. [locTtaHoBneHus
Mpasutensctea P® ot 16.05.2023 N 766)

7(2). B uenax pacCMOTPeHWUs 3asBneHWs O NPeAOCTaBMEHUN JMLEH3UW FUUEH3NPYIOWMIA  opraH
3anpawmBaeT C  WUCMOMb30BaHMEM  MEXBEAOMCTBEHHONO  MH(OPMAUMOHHOINO  B3aUMOAEWNCTBUS Y
COOTBETCTBYlOLEro deepanbHOro opraHa MWCMOMHUTENbHOW BMAcTW, B PacropsiXeHWUM KOTOPOro HaxogdaTtcs
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KOHCYJIbTAHTIIOC
(pea. ot 16.05.2023) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

N [ara coxpaHenus: 09.08.2023
06 yTBepxxaeHun MNonoxeHns o0 IMLEH3UPOBaHUN MPOK3...

Takve CBeeHUs], CneayoLime CBeAeHUS U JOKYMEHTbI:
BbINMcka U3 EQMHOro rocyaapcTBEHHOro peecTpa opuanMyeckmx nu;

cBefeHUs, NMOATBepXaalolMe Hanuyne B TOM YWCHEe COOTBETCTBYIOLUMX JMLEH3MOHHLIM TpeboBaHUAM
obpasoBaHusi, KBanugukauMm u cTaxa paboTbl YMONHOMOYEHHOTO IMuUa MPOW3BOAMTENS JIEeKapCTBEHHbIX
CpeacTB, a Tawkke ob6pasoBaHUs CMeLManucToB, OTBETCTBEHHbIX 3a MPOW3BOACTBO, MapPKUPOBKY W KOHTPOMb
KayecTBa NeKapCTBEHHbIX CPEACTB;

CBE[eHVsl, NoATBepXaalwlime aTTecTaumio YMNOoNMHOMOYEHHOrO nuua MpPOU3BOAUTENS NEKapCTBEHHbIX
CPEACTB AN MEOMLIMHCKOrO MPYMEHEHUS W BKMIOYEHWE B PEECTP YMONMHOMOYEHHbIX UL, Mpou3BoauTenei
nekapcTBeHHbIX cpeacTs EBpasmniickoro aKOHOMMUYECKOTO COH3a;

cBefeHus, NoATBepXKaaloLme Hanmune y covckaTensl NMUEH3Mn Ha npaBe COBCTBEHHOCTU UMM Ha UHOM
3aKOHHOM OCHOBaHUM HEOoOXOAUMBIX ONs OCYLECTBMEHUs AeATENbHOCTU MO MPOU3BOACTBY JEKAPCTBEHHbIX
CPeACTB NOMELLEHWUIA, 30aHWUIA, COOPYXXEHUI U (UNN) UHBIX OGBEKTOB MO MECTY OCYLLUECTBIEHNS NTULIEH3UPYEMOTO
BMOAa OeATEeNbHOCTH,

cBefeHud, noareepXaawwme Hanm4dme y conckartena nmueHsnm Ha npase COOCTBEHHOCTU UNN Ha WHOM
3aKOHHOM OCHOBaHMM HEeOoOXOAMMbIX TEXHUYECKUX CcpencrTs, 060pyﬂ,OBaHMﬂ N TeXHU4ecKomn OOKyMeHTauuu,
COOTBETCTBYHOLNX YCTAHOBJIEHHbLIM TpeGOBaHVIﬂM.

B cnyyae oTcyTcTBMSI B pacnopsikKeHUMM COOTBETCTBYHOLLEro denepanbHOr0O opraHa WCMONHUTENbHOM
BMacTM WNM HenpeacTaBneHUss YyKasaHHbIX [OKYMEHTOB WU CBeOEHWA JULEH3UPYIOWMIA OpraH BripaBe
HanpaBWTb COMCKATENO NMLEH3UN YBEAOMIIEHME O NPeACTaBEHNM KONWUIA COOTBETCTBYHOLLMX JOKYMEHTOB.

PaccmoTpeHue 3asiBneHMss O npedocTaBneHuM MUMUEH3MM MpUOCTaHaBnMBaeTCs Ha CpoK Ao
npeacTaBneHns JOKYMEHTOB, HO He Bonee 4Yem Ha 30 gHen ¢ gaTbl pa3meLLeHns yBeaomneHns B degepanbHom
rocyaapCTBeHHON MHAOpMaUMOHHOM cucteMe "EAuHbIN nopTan rocygapCTBEHHbIX U MyHULUMNANbHbIX YCIyr
(dbyHkuMRn)". CpoOK MPUOCTAHOBMEHUST HE YUYUTbIBAETCA MNPW MWUCYUCHIEHMM CPOKa MPUHATUSA pelleHus O
NpegoCTaBNEHUN NNLIEH3NN.

(n. 7(2) BBeaeH MNocTtaHoBneHveM lNpaBuTtensctea PO o1 25.11.2022 N 2141)

8. lNpu HamepeHun OCyLLEeCTBNATbL AEATENbHOCTb MO NPOM3BOACTBY fNEKapCTBEHHbIX CPeaCTB MO ajapecy,
He npefyCMOTPEHHOMY PEECTPOM JULEH3UWA, NMUEH3MAT K 3asBMEHUI0 O BHECEHUN WU3MEHEHWN B pPeecTp
NMUEH3n B JOMNONHEHNE K CBeAeHUAM, YKa3aHHbIM B nyHkTax 1 u 3 yactm 1 ctaten 13 v Yactu 4.1 ctatbun 18
depepanbHoro 3akoHa "O nuuUeH3MpoBaHNM OTAENbHbIX BUAOB AEATENBHOCTU", Npunaraert:
(8 peq. MNocTtaHoeneHus MNMpaeutenscrtea PP ot 25.11.2022 N 2141)

a) cBeaeHunAa, coaepxauimne HOBbIW agpec ocyuwecTtBneHna OedteribHOCTUM no  npou3BOACTBY
JIeKapCTBEHHbIX CPeacCTB;

0) cBegeHMs O COCTaBMSALWMX AEATENbHOCTb MO MNPOM3BOACTBY IEKapCTBEHHbIX cpeacTB paboTax,
KOTOpble NULEH3MAT HaMmepeH BbINOMHATL NO HOBOMY aJpecy OCYLLECTBIEHUS AeATEeNbHOCTM N0 NPOU3BOACTBY
NeKkapcTBEHHbIX CPeCTB;

B) CBeAeHWs O Hannyum y nuueHanata Ha npaBe COOGCTBEHHOCTM WM Ha WHOM 3aKOHHOM OCHOBaHWM
HeoBXOAMMbIX AN OCYLLECTBMEHUS OeATEeNbHOCTU MO MPOU3BOACTBY NEKapCTBEHHbIX CPEeACTB MO yKa3aHHOMY
HOBOMY afipecy NMOMeELLEeHWIA, 30aHNA, COOPYXKEHUA N MHbIX OOBEKTOB, TEXHNYECKUX CpPeacTB, obopyaoBaHus u
TEXHUYECKON JOKYMEHTaLMM, COOTBETCTBYIOLLNX YCTaHOBMNEHHbIM TpeboBaHUAM;

(nn. "B" B pea. [NoctaHoBnenus Mpasutensctea PO ot 25.11.2022 N 2141)

r) cBeOeHust 0 HanMuum paboTHMKOB, 3aKMHOYMBLUMX TPYOOBblE OOrOBOPbI, MMEKLUMX COOTBETCTBYHOLLEE
BbiCLLEE MNU cpefHee npodeccuMoHanbHoe 06pa3oBaHMe, OTBETCTBEHHbLIX 3a MPOU3BOACTBO, MapKMpPOBKY M
KOHTPOSb Ka4yecTBa NEKAPCTBEHHbLIX CPEACTB, HaMEpPEHHbIX OCYLIECTBMSTb AEATENbHOCTb MO yKa3aHHOMY
HOBOMY afpecy;

(B pea. MNocTtaHoeneHus MNMpaeutenscrtea PP ot 22.12.2020 N 2206)

,El,) npn HamMmepeHun OCyLleCTBIIATbL Npon3BOACTBO cbapmau,eBTquCKoﬁ Cy6CTaHLIMI/I cnupTta 3TUIOBOIo
(STaHOJ'Ia) no yKka3aHHOMY HOBOMY afpecy - cBeaeHud, noareepxagaruime Hann4dne Ha npase CcoBCTBEHHOCTH,
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MocTtaHoeneHue MNpasutensctsa PO ot 06.07.2012 N 686 K n
KOHCYJIbTAHTIIOC
(pea. ot 16.05.2023) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

N [ara coxpaHenus: 09.08.2023
06 yTBepxxaeHun MNonoxeHns o0 IMLEH3UPOBaHUN MPOK3...

XO3AWCTBEHHOIO BeAEHWS UMW OMnepaTMBHOMO YNpaBrieHWs OCHOBHOIO TEXHONOorM4eckoro obopyaoBaHus Ans
NMPOM3BOACTBA 3TWMOBOIO CNMPTa, 3aperMcTpyMpoBaHHOrO B COOTBETCTBMM co cratben 14.1 PegeparnbHoro
3akoHa "O rocygapCTBEHHOM perynvMpoBaHMM MPoM3BOACTBA M 06OpOTa 3TUMOBOrO CNMPTa, ankorofbHOW U
cnupTocodepaiien npoaykumm uM o6 orpaHudeHun notpebneHns (pacnuTns) ankoronbHOW npoaykumn".
CeBegeHns o0 perucrTpauuMmn ykasaHHOro 0060pyOoBaHWS  3anpalivMBalTCA  MNUUEH3UPYIOWUM  OpraHoMm Y
dhedepanbHOro opraHa WCMONHUTENbHOM BracTu, OCYLEeCTBASWero (yHKUMM MO KOHTPOMK W Hagsopy B
obnactu nponsBoacTBa U 06opoTa ITUIOBOrO CNMPTA, ankorofbHOM 1 cMpTocodepXKallen NpoayKumMm, B paMkax
MeXXBEeAOMCTBEHHOIO MHPOPMaLMOHHOIO B3aUMOAENCTBUS;

(mn. "g" B pen. MNocTtaHoBnenus MpaButenbctea PO ot 25.11.2022 N 2141)

€) cnegytoLme JOKYMEHTbI (KONuuM AOKYMEHTOB):

nepeyeHb  JIeKapCTBEHHbIX  CPeAcTB, MNPOM3BOAMMbBIX  (MMAHMPyeMbIX K  MPOU3BOACTBY)  Ha
MPOV3BOACTBEHHOM Yy4acTKe;

JoCbe NPOU3BOACTBEHHOMO y4acTka (macTtep-gann).
(nn. "e" BBeaeH [loctaHoBneHveM MNpasutensctea P® ot 25.11.2022 N 2141)

8(1). lNpenctaBneHue nuUEH3NMATOM 3asBEHUS O BHECEHUU W3MEHEHUW B pPeecTp IULEH3UN U
npunaraemblX K HeMy CBEAEHUA W OOKYMEHTOB (KOMWWA AOKYMEHTOB) U UX PACCMOTPEHUE NULEH3UPYOLLUM
OpraHoM OCYLLEeCTBAITCS C y4eTOM NyHKTOB 7(1) n 7(2) HacToswero NonoxeHus.

A63au ytpatun cuny ¢ 1 mapta 2023 roga. - [NoctaHoenenue lMNMpasutensctea PP ot 25.11.2022 N 2141
(pen. 25.11.2022).
(n. 8(1) BBeaeH [NoctaHoBneHueM lNpasutenbctea PO ot 25.11.2022 N 2141)

9. lNpn HamepeHun OCYyLIECTBNATL HOBble paboTbl, COCTaBMsLWME OEATENBHOCTL MO MPOM3BOACTBY
NEKapCTBEHHbIX CPeACTB, paHee He NPedyCMOTPEHHbIE PEECTPOM IMLEH3UNW, NULEH3MAT K 3aaBNEHU0 O
BHECEHUM U3MEHEHWU B peecTp NULEH3UN B OOMOMHEHME K CBEOEHUSAM, yKasdaHHbIM B nyHkTax 1 u 3 yactu 1
cratbu 13 ®enepanbHoro 3akoHa "O NUUEH3MPOBaHUM OTAENbHbLIX BUOOB AeATENbHOCTU", npunaraer:

(B pea. [ocTtaHoeneHus MNMpasutenscrea P® ot 25.11.2022 N 2141)

a) cBefieHNd O cocCTaBnArnWnX AeATeNIbHOCTb MO NPOM3BOACTBY J1IeKapCTBEHHbIX CPpeaCTB HOBbIX paGOTax,
KOTOpble NnueH3naT HaMepeH BbIMOJTHATD,

0) cBegeHMA O HanmMuMKM y nuuUeH3nata Ha npaBe COOCTBEHHOCTM WM Ha WHOM 3aKOHHOM OCHOBaHWW
HeobXxoaMMbIX Ans  OCYWEeCTBNEeHMs HOBbIX paboT, CoCTaBnAlWMX AeATenbHOCTb MO MPOWM3BOACTBY
nekapCTBEHHbIX CPEeACTB, MOMELLUEHUN, 30aHWN, COOPYXEHUA W UHbIX OOBLEKTOB, TEeXHUYEeCKUX CpeacTs,
o6opyaoBaHNs U TEXHUYECKON AOKYMEHTaLMK, COOTBETCTBYHIOLUNX YCTAHOBMNEHHbIM TpeboBaHNsM;

(nn. "6" B pea. [NoctaHoBneHus MNpasutensctea PP o1 25.11.2022 N 2141)

B) CBeAEHUs O Hannunv paboTHUKOB, 3aKMIOYMBLUUX TPYAOBble OOrOBOPbI, MMEKLWUX COOTBETCTBYOLLEE
BbiCLLlEe uNn cpegHee npodpeccuoHanbHoe obpas3oBaHWe, OTBETCTBEHHbLIX 3a MPOW3BOACTBO, MAapPKUPOBKY W
KOHTPOMb KayecTBa IeKapCTBEHHbIX CPeACTB, HaMepeHHbIX OCYLeCTBMAATb HOoBble paboTbl, cocTaBnsowme
AesaTenbHOCTb NO NPOU3BOACTBY NEKapCTBEHHbIX CPEACTB;

(B pea. [ocTtaHoeneHus MNMpasutensctea P® ot 22.12.2020 N 2206)

r) NpyM HamepeHWuM OCYLLEeCTBMNATb MPOWM3BOACTBO (papmaueBTUYecKoW cyOCTaHuuMM cnupTa 3TUMOBOroO
(aTaHona) - ceBedeHus, noaTBepXKOaloLMe Hanvyne Ha npase COBCTBEHHOCTU, XO3AWCTBEHHOINO BEAEHWUS UMK
onepaTUBHOrO yrnpaBfieHUs OCHOBHOMO TEXHOMOrM4Yeckoro obopyaoBaHuUs Ansi MpoM3BOACTBA 3TUIIOBOrO CNMpTa,
3aperucTpupoBaHHOro B COOTBETCTBUM CcO cratben 14.1 depepanbHoro 3akoHa "O rocynapcTBEHHOM
perynupoBaHumn Npon3BoACTBa M 060poTa 3TUMOBOMO CNUPTA, ankorofibHOM U ClMpTocodepKallen NPoayKUUn 1
06 orpaHnyeHun noTpebreHus (pacnuTus) ankoronbHon npoaykumn”. CBedeHust 0 perncTpaumm ykKasaHHOro
obopynoBaHns 3anpaluvBaloTCs MULEH3VPYIOLWMM OpraHom y cbegepanbHOro opraHa UCMONHUTENbHON BnacTw,
OCyLLEeCTBRALWEro yHKUMM NO KOHTPOMO U Hag3opy B obnactn nponssoacTsa M obopoTa 3TUNOBOrO cnvpTa,
ankoronbHOM W CNUpTOCOAepXallen npoaykuuu, B pamKax MeXBEAOMCTBEHHOro MHGOPMaLUOHHOIo
B3aUMOJENCTBUS;

(nn. "r" B pea. OoctaHonenud MNpasutensctea PP o1 25.11.2022 N 2141)

4) criegytoLme JOKYMEHTbI (KOnumn AOKYMEHTOB):
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MocTtaHoeneHue MNpasutensctsa PO ot 06.07.2012 N 686 K n
KOHCYJIbTAHTIIOC
(pea. ot 16.05.2023) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

N [ara coxpaHenus: 09.08.2023
06 yTBepxxaeHun MNonoxeHns o0 IMLEH3UPOBaHUN MPOK3...

nepeyeHb  JIeKapCTBEHHbIX  CPeAcTB, MNPOM3BOAMMbBIX  (MMAHMPyeMbIX K  MPOU3BOACTBY)  Ha
MPOV3BOACTBEHHOM Yy4acTKe;

J0Cbe NPOU3BOACTBEHHOMO y4acTka (macTtep-cann).
(nn. "g" BBegeH [ocTtaHoBneHuem MNpaButensctea PP o1 25.11.2022 N 2141)

9(1). lNpenctaBneHne nuUEH3NMATOM 3asBEHUS O BHECEHUU W3MEHEHUN B pPeecTp IULEH3UN U
npunaraeMmblX K HeMy CBEAEHUA N OOKYMEHTOB (KOMWW AOKYMEHTOB) U WX PACCMOTPEHUE NULEH3NPYOLLUM
OpraHoM OCYLLEeCTBAITCS C y4eTOM NyHKTOB 7(1) n 7(2) HacToswero NonoxeHus.

(n. 9(1) BBegeH [ocTtaHoBneHvem Mpasutensctea PO ot 25.11.2022 N 2141)

10. lNMpun npoBegeHMN NPOBEPKN COOTBETCTBUS CBEAEHUIN, COAEpXaLUMXCA B NPeACTaBNeHHbIX conckaTenem
NMUEH3NN (NWLEH3NaToM) 3asiBNeHUM W MpunaraemMbiX K Hemy [AOKyMeHTax, FULEH3WOHHbIM TpeboBaHUsM
NUUEH3NPYIOWIMI  OpraH  3anpawvBaeT HeobxoouMble CBedEeHUss Yy  OpraHoB, NpPefoCTaBhSHOLLMX
rocyAapCTBEHHble YCIyrn, OpraHoB, NPedoCTaBNSAIWMX MYHWUMNAmNbHbIE YCAYrY, MWHbIX rOCYAapCTBEHHbIX
OpraHoB, OpraHOB MeCTHOro camoynpasneHns nnbo noABeAOMCTBEHHbIX WM OpraHusauui B nopsgke,
yctaHoBneHHoMm ®epgepanbHbiM  3akoHoMm "O6  opraHusauuMum npegocTaBneHust  roCYAapCTBEHHbIX U
MyHULMNanbHbIX ycnyr".

11. JlnueHsupyowmn opraH pasmellaet B pegepanbHON rocyaapCTBEHHON MHAOPMALUMOHHOW cucteme
"EQVHBIV NopTan rocygapCTBEHHbIX U MyHMUMNAnNbHbLIX yenyr (PyHKUMI)" B yCTAHOBNEHHOM NOpAAKe CBEAEHUS O
X04e MPUHATUSA UM peLLeHNs O NpedocTaBneHnn nuueH3nm (o6 oTkase B NpegoCcTaBneHnn NULEH3UN), BHECEHUN
N3MEeHeHW B peecTp nuueHsuin (06 oTkase BO BHECEHUU U3MEHEHUN B peecTp NULEH3WU), NPUOCTaHOBIEHNM,
BO30OHOBNEHUN, NpeEKpaLLEeHUN AEACTBUSA NULIEH3MKN, CBeAeHMSA 00 aHHYNMPOBaHWUMN NULIEH3NMW, CBEAEHNS O Xoa4e
MPUHATUS UM pEeLeHnss O NEepUoaNYecKOM MOLATBEPXKOEHUM COOTBETCTBUSI JULEH3NATA JMLEH3VMOHHBLIM
TpeboBaHMAM, a TakKe CBeeHWs O AaTe NpefoCTaBNeHUs NMLEH3MM U PETMCTPALMOHHOM HOMEPE NULEH3NN.

(8 peq. MoctaHoeneHun Mpaeutenbctea PO ot 02.12.2020 N 1986, ot 14.03.2022 N 368)

12. JocTtyn k obLienocTynHon WHopmaumn, copepxalleicsl B peecTpax NuueHsun, obecnevmBaeTcs
NVLEH3VPYIOLMM OpraHoM MOCPEACTBOM €€ pasMelleHusi B MH(OPMaLMOHHO-TENEKOMMYHUKALMOHHON CEeTU
"MIHTepHeT", B TOM 4ucre B OpMe OTKPbITbIX AaHHbIX. [aHHble O NMUEH3MnAX, copepXallumecs B peecTpe
NVLEH3MIA, MOMyYalT CTaTyC OTKPbITbIX AAHHBIX NPV BHECEHWM 3anucu B STOT peecTp, KOTOpbIM BeOeTcs B
3NEKTPOHHOM Buae.

(n. 12 B pea. [octaHoBnenus MNpasutensctea P® ot 02.12.2020 N 1986)

13.  YNOMHOMOYEHHble  LOIDKHOCTHbIE  NULA  JIMLEH3UPYIOLWEro opraHa npyM  OCYLLECTBIEHUU
NNLEH3MPOBAHNST AN YCTAHOBMNEHUsS COOTBETCTBUS COUCKATENsl NULEH3MM WU NULEH3MaTta fULEH3MOHHBIM
TpeboBaHMsIM NpPOBOAAT OLEHKY COOTBETCTBUS COMUCKATENHA JNUUEH3UM WAW  NUUEeH3nata fULEH3MOHHBIM
TpeboBaHVsaM B cooTBeTCTBMU cO cTaTben 19.1 depepanbHoro 3akoHa "O nNUUEH3MPOBaHUM OTAENbHbIX BUAOB
nedarenbHocTn" B (bopMe AOKYMEHTApHOW U (MNn) BblE3AHOW OLIEHKW, B TOM YMCMe C UCNONb30BaHUEM CPEACTB
JNCTaHLMOHHOIo B3auMoaencTBuS.

[lokymeHTapHas oOuLeHKa NpOBOAUTCA MNPU OLEHKE CBEOEHWN, COAepXaluxcss B MNpeacTaBreHHbIX
3aaBNEHNsIX N JOKYMEHTaX, B LieNsX OLEHKM COOTBETCTBUA TakuX CBeAEeHMI nonoxeHnam Yacreni 1 n 3 ctatbun 13
n yactu 3 cratbn 18 depepanbHoro 3akoHa "O NUUEH3NPOBaHUN OTAEMbHbLIX BUAOB AeATenbHOCTU", a Takke
CBeEHMI O coucKaTene NUUEH3UU WM NuueH3maTte, copepXawuxca B EOUHOM rocynapcTBEHHOM peecTpe
IOPUAMYECKMX NNL, U ApyrMX doedepanbHbiX MHPOPMAaLMOHHbBIX pecypcax.

Kpome OOKyMeHTapHOW OLIeHKU, NPOBOAUTCA Bble3dHas OLEHKa B OTHOLUEHUM COUCKAaTenNs MULEH3NUN Nnpu
NpeaocTaBneHn NULEH3UM U NULEH3MATA B ClyYae BHECEHUS U3MEHEHWUIA B PEECTp NNLIEH3UIA NPpYU HaMepeHUK
n1LeHsnaTa ocyLecTBNATbL AEATEeNbHOCTb MO NPOU3BOACTBY NeKapCTBEHHbIX CPeACcTB Mo HOBOMY adpecy, He
NpeayCMOTPEHHOMY PEECTPOM JIMLIEH3WIA, U B Clly4ae BHECEHUS] M3MEHEHWI B peecTp NULEH3UI Npu HamepeHum
NMUEH3naTa BbINOSIHATL HOBble paboTbl, COCTaBrISOWME AESTENbHOCTb MO MPOM3BOACTBY JIEKAPCTBEHHbIX
CpencTs, paHee He NpeayCMOTPEHHbIE PEECTPOM NULIEH3U.

BbleagHasa oueHka npoBOANTCA B LENAX OLUEHKN COOTBETCTBUA JTMLUEH3NOHHbIM Tpe6OBaHVI$'-|M COCTOAHUA
npon3BoACTBEHHbIX 00BEKTOB, TEXHUYECKNX cpencrts, 060py/:|,OBaH|/|9|, WHbIX OOBbEKTOB, KOTOpble npeanonaraeTcsd
ncnosib3oBaTb couckartesnemM JMUeH3nn nnn nuueH3naTtomMm npu ocyLlecTBiieHUN NPon3BOACTBA J1IeKAPCTBEHHbIX
cpenctB M KOTOpble HeobOxoauMbl AOns OoCyLlecCTBneHna OeAaATenbHOCTU NO Npou3BOACTBY J1IEKAaPCTBEHHbIX
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MocTtaHoeneHue MNpasutensctsa PO ot 06.07.2012 N 686

(pe T 16.05.2023) [JokyMeHT npepoctasneH KoHcynbTaHTAOC
\P€A. OT 16.U>. [lata coxparenus:: 09.08.2023
06 yTBepxaeHUU MNoNoKeHNs 0 NMLEH3MPOBAHNM NPOU3. ..

cpencTs.

BblesgHas oueHka ¢ ucnonb3oBaHWeM CPeAcTB AMCTaHLUMOHHOMO B3aMMOAENCTBUS NPOBOAUTCA B Cryvasix,
onpegenenHbix npunoxenvem N 2.1 k MNpasunam nposeaeHus apmaueBTUYECKUX MHCNIEKLUIA, YTBEPXKAEHHbIM
PeweHnem CoBeTa EBpasuickon akoHOMMYeckon komuccum oT 3 Hosiops 2016 r. N 83 "O6 yTtBepxaeHum
MNpaBun npoBegeHns dapmMaueBTUHECKNX MHCAEKUNA",

Mpn npoBedeHMM OLIEHKM COOTBETCTBMS CcoOMuCKaTens JnUUEH3UM W fuueH3vMaTta  JIMLEH3NOHHbIM
TpeboBaHusM, NpeabsBSEeMbIM K COMCKATENMO NMLEH3UN U NULEH3MATY Ha OCYLLECTBNEHME AEATENbHOCTU Mo
Npon3BOACTBY NEKAPCTBEHHbIX CPeAcTB ANd MeAUUMHCKOro MPUMEHEHUs, NULEH3UPYIOLLMI OpraH Brpase
npuenekaTe degepanbHoe GogkeTHoe yupexaeHue "[0cyaapCTBEHHbIA MHCTUTYT NEKAPCTBEHHbIX CPeACTB U
Hagnexawmux npakTuk', noaBeJoMCTBEHHOe MUHUCTEPCTBY MNPOMBILNEHHOCTM W Toproenu Poccuinckomn
depepauun.

lMpn npoBedeHUM OLEHKM COOTBETCTBUSA COMCKATENs NUUEH3UWM U NuueHsnata  JIMUEH3MOHHBLIM
TpeboBaHVAM, NpPeabaBAsSEMbIM K COMCKATENIO NIMUEH3MN U NULEH3MaTy Ha OCYLLECTBMEHUE OEATENbHOCTU MO
NPON3BOACTBY JIEKAPCTBEHHBIX CPeacTB ANsi BETEPUHAPHOrO MNPUMEHEHMS, MNULEH3VNPYIOWNA OpraH BrpaBe
npvenekaTb genepanbHOe rocygapCcTBEHHOE OlmKeTHoe yypexaeHue "BCepOoCCUMICKUI roCyAapCTBEHHbIV
LleHTp kayecTBa M cTaHAapTU3aLMU NEKapCTBEHHbIX CPEACTB AMNS >XUBOTHbIX M KOPMOB", NoaBegOMCTBEHHOE
depepanbHou cnyxbe no BeTepuHapHOMY U (buToCaHUTapHOMY Haa30py.

dopmMmpoBaHne rocygapCTBEHHOro 3aflaHuUs Ha yyacTue B NpoBefeHUN OLIeHKU COOTBETCTBUSA coucKaTerns
MNVLEH3MM U NUUeH3naTa JIMLEH3NOHHBIM TpebOoBaHNSIM B OTHOLLEHWUM bedepanbHOro BHOMKETHOIO yupexaeHus
"'ocyaapCTBEHHbIA  MHCTUTYT  JIeKapCTBEHHbLIX CPEeACTB W Hagnexawux npaktuk" u  degepanbHoOro
rocyaapCTBeHHoro 6romkeTHOro  yupexageHus "Bcepoccuinckuii  rocygapcTBeHHbIn  LleHTp  kayectBa 1
CTaH4apTM3auun NeKapCTBEHHbIX CPEACTB AN XXUBOTHbIX M KOPMOB" U (hnHaHCOBOe obecneveHne BbINOMNHeHUs
yKasaHHOro rocyfapCTBEHHOro 3ajaHusi OCYLLeCTBNATCA B Mopsiake, YCTaHOBMEHHOM [OCTaHOBAEHWEM
MpasutenbctBa Poccuiickon Pepepauumnm ot 26 umoHa 2015 r. N 640 "O nopsiake opMmnpoBaHUs
rocygapCTBEHHOINO0 3afdaHus Ha OKal3aHue roCyOapCTBEHHbIX YCMyr (BbINOMAHEHWEe paboT) B OTHOLUEHMM
hegepanbHbIX roCyAapCTBEHHbIX YUYpeXaeHUh n guHaHcoBoro obecneyeHus BbINOSHEHUS FOCYAapCTBEHHOMO
3agaHua".

Mo pesynbTatam [OOKYMEHTaApHOW OLUeHkM 6e3 NpoBedeHUs BbIE3OHOM OLEHKM OdopMIiseTcss akT
OOKYMEHTapHOWN OLeHKM NO hopMe, YyTBEPXKAEHHOW NULIEH3NPYIOLUM OpraHoM.
(ab3au BeBegeH [NoctaHoBneHvnewm lMpasutenscrtea PP ot 25.11.2022 N 2141)

Mo pesynbTatam BbIE3OHOW OLIEHKM B OTHOLUEHUN [EeATENbHOCTU MO MPOU3BOACTBY JEKApCTBEHHbIX
cpeactB AN MeOUUMHCKOTO MNpUMEHEHUs OhOpMISieTCA aKT OUEHKM Mo ¢opMe oTyeTa, YCTaHOBMEHHOW
npunoxernvem N 4 k [MpaBunam npoBedeHns dapMaueBTUYECKMX WHCMNEKUMKW, YTBepXAeHHbIM PelueHvem
Coseta EBpasunckont akoHomwmyeckom komuccum ot 3 Hosiopa 2016 r. N 83 "O6 yteepxgeHuun [pasun
npoeefeHus hapMaLeBTUYECKUX MHCIEKLMIN".

(ab3au BBeaeH MoctaHoBnenvneMm MNpaeutensctea P® ot 25.11.2022 N 2141)

Mo pesynbTatam BbIE3OHON OLIEHKM B OTHOLUEHWW [OEeATENbHOCTM MO NPOM3BOACTBY NEKAapCTBEHHbLIX
cpeactB  AnNs  BETEPUMHAPHOro  MPUMEHEHUs OdopMAseTCd akT oOueHkun no opme, YTBEpPXAEHHOW
MNULEH3NPYIOLLMM OpraHoM.

(ab3au BBeaeH MoctaHoBnenvneMm MNpaeutensctea PP ot 25.11.2022 N 2141)
(n. 13 B pea. DoctaHoBnexus MNpasutensctea PO ot 14.03.2022 N 368)

13(1). ObecneyeHne cobnoaeHNss NULEH3NATOM JULEH3MOHHbIX TPeOOBaHUM OCYLLECTBMSETCS NyTem
npoeegeHna nepuoanyvyeckoro noareepXxgeHuna CcooTBeTCTBUA INUUEeH3naTtoB JTMUEH3NOHHbIM TpGﬁOBaHVIHM,
ocyLlecTBnsieMoro B oopme rocyaapCTBEHHON yCryru.

KoHcynbTaHTlInoc: npuMmeyaHue.
O cny4asix, B KOTOpPbIX HEOOXOAMMO MEepBMYHOE MOATBEPXKAEHUE cooTBeTcTBUdA, cMm. ®3 oT 11.06.2021 N
170-93.
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MocTtaHoeneHue MNpasutensctsa PO ot 06.07.2012 N 686 K n
KOHCYJIbTAHTIIOC
(pea. ot 16.05.2023) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

N [ara coxpaHenus: 09.08.2023
06 yTBepxxaeHun MNonoxeHns o0 IMLEH3UPOBaHUN MPOK3...

KoHcynbTaHTlInoCc: npuMmeyaHue.
B cnyyae HactynneHus cpoka noarteBepxaeHua B 2022 - 2023 r. oH nepeHocuTcsa Ha 12 mecsaueB (
MoctaHoBneHue lMpaButensctea PP ot 12.03.2022 N 353).

lMepuogmnyeckoe NOATBEPXKAEHNE COOTBETCTBUSA NULIEH3MATOB NMULEH3UOHHBIM TPpeboBaHMAM NPOBOAUTCS B
CcoOTBeTCTBMM CO cTaTtben 19.3 deaepanbHoro 3akoHa "O NUUEeH3NpoBaHUN OTAENbHbLIX BUOOB AesATeNnbHOCTH".

Mpn npoBedeHNM nNepuoanyeckoro MOATBEPXKAEHNS COOTBETCTBUSA FMLUEH3NATOB  NMLEH3NOHHBIM
TpeboBaHMAM MOryT NpuBReKkaTbCs NOOBEAOMCTBEHHbIE NULIEH3UPYIOLWLEMY OpraHy OopraHv3auuuv, ykasaHHble B
nyHkTe 13 Hactosiwero [lonoxeHus, nytem OPMUPOBAHUSA FOCYSAPCTBEHHOrO 3adaHus B COOTBETCTBUM C
nyHkToM 13 HacToswwero NonoxeHus.

Mo pesynbTatam nNepuvoOAMYECKOro MNOATBEPXKAEHUS COOTBETCTBUSI JMLEH3MATOB  JNULEH3NOHHBIM
TpeboBaHusIM:
(ab3au BBegeH [NoctaHosnenvneM MNpasutensctea P® o1 25.11.2022 N 2141)

B OTHOLUEHUN OeATenbHOCTM No NPOW3BOACTBY NEKapCTBEHHbIX CpeacTB AN MeULUHCKOro NpUMeEHEHUs
ohopmniseTca  oT4yeT no dopme, YycTaHoBrneHHon npunoxenwem N 4  k [lpaBunam npoBefeHus
hapmaLeBTUYECKUX UHCNEKLUMIA, yTBEPXOEHHbIM PelwweHnem CoBeTa EBpasniickor SKOHOMUYECKON KOMUCCUM OT
3 Hos6ps 2016 r. N 83 "O6 yTBepxaeHun Npasun nposeaeHns apmaueBTUYECKUX MHCNIEKUNA";

(ab3au BBeaeH MoctaHoBnenvneMm MNpaeutensctea PP ot 25.11.2022 N 2141)

B OTHOLUEHUWN AEATENbHOCTU MO NPOU3BOACTBY NEKapCTBEHHbIX CPEACTB ANs BETEPUHAPHOIO NPUMEHEeHNs
ohopMIIAETCS aKT OLEHKN Mo chopme, YTBEPKOEHHOW NULIEH3NPYIOLLUM OpraHoM.
(ab3au BBegeH [NoctaHosnenveMm MNpasutensctea P® o1 25.11.2022 N 2141)
(n. 13(1) BBegeH [ocTtaHoBnenuem MNpasuTtensctea P® o1 14.03.2022 N 368)

14. lNpeactaBneHve couckaTenem NUUEH3MU 3asBfeHVUs U JOKYMEHTOB, HeOBXoAMMbIX AN NofyyveHus
AWMUEH3MM, M UX NpueM NULEH3UPYIOLWUM OpPraHoM, MPUHATME FULUEH3VPYIOWMM OpraHoM peLleHus O
npegocTaBneHun nuueHsnm (06 oTkase B NpeaoCTaBneHMn NULEH3UN), BHECEHUN U3MEHEHUIN B PeecTp NULEH3NN
(06 oTka3e BO BHECEHWM M3MEHEHWA B pPeecTp NULEH3MI), MPUOCTAHOBMNEHNW, BO30OHOBMNEHNW, MpeKpaLleHun
OEeNCTBUSA NULEH3UN, a Takke NpefocTaBfieHne BbINMUCKUM U3 peecTpa nuueH3aui, hopMUpoBaHNe U BedeHue
NMUEH3NOHHOro pgena, OpMMPOBaHWE W BedeHMe peecTpa MUUEH3UA W npegocTaBneHne CBedeHWW,
cogepxallmxcs B peecTpe fnvueH3ui, OCyLLeCTBNAITCA B NOPsAKe, ycTaHoBneHHoM ®defepanbHbiM 3akoHom "O
NMLEH3NPOBaHUN OTAENbHbLIX BUAOB AesaTenbHoCTH".

(8 pea. NoctaHoBneHuin MNpasutensctea P® ot 02.12.2020 N 1986, ot 14.03.2022 N 368)

MopTBEpPXXOEHNE COOTBETCTBMSA COMCKATENS NIMLEH3MN U NULEH3naTa TpeboBaHNsM NpaBui Hagnexallen
NPOu3BOACTBEHHOMW  MpPaKTUKM  EBPasvMiNCKOro  9KOHOMWYECKOrO  COK3a  OCYLLEeCTBNSeTCs B paMKax
NMLEH3NPOBaHUSA NPON3BOACTBA NEKAaPCTBEHHbIX CPEACTB ANS MEAULUHCKOIO NPUMEHEHUS, NPU NONOXNTENbHOM
pesyrnbTarte KOTOPOro U NPUHATUM peLleHns O NPeaoCTaBneHnn NULEH3UN UNU BHECEHUN U3MEHEHWUA B peecTp
NUUEH3NA B paMkax npouenypbl NULEH3MPoBaHWUS MPOn3BOACTBa NEKAPCTBEHHbIX CPeacTB AN MeAULUHCKOro
NPYMEHeHWS BblgaeTcs cepTUdUKaT COOTBETCTBUSA NPOM3BOAUTENS NEKAPCTBEHHbLIX CPEACTB AN MEAULMHCKOro
npvMeHeHus TpeboBaHMAM NpaBun Hagnexalen nNpou3BOACTBEHHOW NPaKTUKM EBpa3niickoro aKOHOMUYECKOro
coto3sa.

(ab3auy BBegeH [locTtaHoBnenuem [lpaButenbctBa P® ot 25.11.2022 N 2141; B pen. [locTaHoBneHus
MpasutensctBa P® ot 16.05.2023 N 766)

14(1). Cpok npegocTaBneHnss NULEH3UN NULEH3VPYIOLIMM OpraHoM He MoXeT npesbiwatb 30 paboumx
JOHEen.

JInueHsupyowniA opraH Bnpase NpoanUTb CPOK NpedocTasneHns ycnyrn Ha 10 pabounx gHen B crnydae,
ecnu couckaTemnb nuUeH3UM 3asBnseT Gonee 3 aOpecoB MeCT OCYLLIECTBMEHMS NULEeH3MpyemMoro Buaa
AesATENbHOCTU.

B cnyvyae npeacrtaBlieHUA couckatenem nuueHsnm (J'IVILI,eH3I/IaTOM) 3adBlieHna O npenoctaBlieHUn
JTIMUEeH3nn (BHeCGHI/IM N3MEHEHN B peecTp J'II/ILI,eH3MI7I) Ha OOMH agapec MecCTa OCyLlecCTBleHna OeATENNbHOCTU B
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MocTtaHoeneHue MNpasutensctsa PO ot 06.07.2012 N 686

(pe T 16.05.2023) [JokyMeHT npepoctasneH KoHcynbTaHTAOC
\P€A. OT 16.U>. [lata coxparenus:: 09.08.2023
06 yTBepxaeHUU MNoNoKeHNs 0 NMLEH3MPOBAHNM NPOU3. ..

OTHOLIEeHMN paboT, ykasaHHbIx B nyHkTax 1.1.3, 1.2.1.7,1.2.2,1.5.1.7,1.5.2,1.7.1,1.7.2,1.8.1,1.8.2,2.4.1,2.4.2
, 3.5.3, 3.7.1.1 n 3.7.1.2 nepeyHa, npegycMoTpeHHoro npunoxeHvem N 1 k HacTosiwemy [lonoxeHuto, cpok
NpefoCTaBNeHUs NMNLEH3UN UNN BHECEHWUS] NBMEHEHMWIN B PEECTP NINLLEH3UIA NIMLEH3VPYIOLLMM OPraHoOM He MOXeT
npesbiwatsb 15 pabounx gHen.

B cnyyae npencrtaBneHus NUUEH3NMATOM 3asiBNEHUS O BHECEHUW W3MEHEHUN B PEECTP NULEH3WIA Mpu
HaMepeHUn OCYLLECTBIATL HOBble PaboThl, COCTaBMALWNE AEATENbHOCTb MO NPOM3BOACTBY JIEKAPCTBEHHbIX
CPEACTB, paHee He NMpeayCMOTPEHHbIE PEECTPOM JTMLEH3UIA, B OTHOLLIEHUN paboT, yKasaHHbIX B NyHkTax 9 n 10
nepevHsl, npegycMoTpeHHoro npunoxeHneMm N 1 k Hactoswemy [lonoxeHuio, OCyLeCTBASEMbIX MO OAHOMY
agpecy MecTa OCyLLeCTBMNEeHUs AeATEeNbHOCTHN, CPOK BHECEHUS U3MEHEHUI B PEECTP JIMLEH3NIN NTMLEH3NPYHOLLMM
OpraHoM He MOXeT npeBbiWwaTtb 15 pabounx gHen.

(n. 14(1) BBegeH [ocTaHosneHvewm NpasuTtensctea PO o1 25.11.2022 N 2141)

15. 3a npegocTaBneHne NUUEH3NPYIOLWNM OPraHoM fULIEH3MN U BHECEHME U3MEHEHUIN B PEECTP NNLIEH3NI
Ha OCHOBaHMM 3asBMEHMS JNUUEeH3naTa O BHECEHUW W3MEHEHUA B PEEecTp JNUUEH3UA, MOL4aHHOro B
NULIEH3MPYIOLLMI OpraH B COOTBETCTBMM cO cTatbamu 13 n 18 depepanbHoro 3akoHa "O nuueH3npoBaHUM
OTAENbHbIX BUOOB OeATENbHOCTU", yNnavyMBaeTCs rocyaapCTBEHHAs MOLMMHA B pasMepax U Oopsaake, KoTopble
yCTaHOBMEHbI 3aKoHoA4aTenscTBOM Poccuiickon Pegepaumm o Hanorax n cbopax.
(n. 15 B pea. NocTtaHoeneHus MNpaeuTtenbctea PO ot 14.03.2022 N 368)

16. ®depepanbHbIl rOCYAAPCTBEHHBLIN  MULEH3UOHHbBIA  KOHTPOSb  AEeATEeNbHOCTM MO NPOU3BOACTBY
neKapCTBEHHbIX CPEeACTB OCYLLECTBMSIETCA B COOTBETCTBUU C [lonoxeHnem o deaepanbHOM rocyaapCTBEHHOM
NMLEH3NOHHOM KOHTPOJIE AEATENbHOCTU MO NPOU3BOACTBY NEKAPCTBEHHBLIX CPEeACTB CornacHo npunoxexuio N 2.
(n. 16 BBegeH MNocTtaHoBneHuem lMNpaBuTtensctea PO o1 14.03.2022 N 368)

Mpunoxexne N 1
K MNonoXeHuio 0 NUUEeH3NnpoBaHUn
NPOM3BOACTBA NeKapCTBEHHbLIX CPeACcTB

KoHcynbTaHTln0C: npumeyaHue.

PeweHna o npepoctaBneHun, nepeodopMeHnn nULEH3UA OPUHUMAOTCH Ha OCHOBaHWUW 3asiBreHUN,
OOKYMEHTOB U CBefeHW, npeacTaBneHHbiXx Ao 25.12.2020, n obpalleHus couckatens nuueH3uu, C
ykazaHmem paboT, NpeaycMOTpeHHbIX MepeyvHem, B pea. [loctaHoeneHus MpaButensctea PP ot 22.12.2020
N 2206.

NEPEYEHb
PABOT, COCTABNAOLWUX OEATENBbHOCTbL MO NMPOU3BOACTBY
NEKAPCTBEHHbIX CPELCTB

CnMcok N3MeHsILWNX JOKYMEHTOB
(B pea. HoctaHoeneHus MNpaeutensctea PO ot 22.12.2020 N 2206)

I. B cchepe o6paLeHuns nekapcTBEHHbIX CPeaCcTB
AN MeAULUHCKOro NnpuMeHeHus <1>

Mpon3BOACTBO NEKapCTBEHHbIX CPeAcTB ANs MEeAULMHCKOrO MNPUMEHEeHUs U (Unu) nekapCTBEHHbIX
npenapaToB AN KINMHUYECKNX UccregoBaHnii (MCnblTaHWR):

1. NMpon3BoacTBEHHbIE Onepauuy - nekapcTBeHHasi NPoAyKUmns <2>.
1.1. CtepwvnbHas NPpOAYKUUS:

1.1.1. TMpousBoammas acenTuyeckum nyTem (onepaumn obpaboTKu AN CNeayrLlmUx NeKkapcTBEHHbIX
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dhopm):
1.1.1.1. XKnugkne nekapcteeHHble hopmbl 6onbLIoro odovema.
1.1.1.2. XKugkne nekapctBeHHble hopMbl Manoro ooLema.
1.1.1.3. Nlnocounusarsl.
1.1.1.4. TBepable nekapcTBeHHbIE POPMbI U UMMNAHTATbI.
1.1.1.5. Mdrkue nekapcTBeHHble (OPMbI.
1.1.1.6. MNpoyasa npoaykums.

1.1.2. MNogBepraemas GUHULIHON CcTepunusauun (onepauumnm obpaboTkn ANa cneayownx NekapCcTBEHHbIX

1.1.2.1. XKngkne nekapctBeHHble hopmbl 6onbLioro odobema.

1.1.2.2. Xngkne nekapcrtBeHHble (hopMbl Manoro obbema.

1.1.2.3. TBepable nekapcTBeHHblE POPMbI U UMMNAHTAThI.

1.1.2.4. Mdarkue nekapCTBeHHble (OPMbI.

1.1.2.5. MNpoyasa npoaykums, nekapcTBeHHble PopMbl.

1.1.3. BeinyckatoLwmii KOHTPOnb (cepTudmkaums cepun).

1.2. HectepunbHas npoayKkuus:

1.2.1. HectepunbHas npogykums (onepaummn obpaboTkn Ansa cnegyowmx nekapcTBeHHbIX Qopm):
1.2.1.1. Kancynbl B TBepgon 0605ouke.

1.2.1.2. Kancynbl B MsArkon obonouke.

1.2.1.3. YKeBaTtenbHble nekapcTBEeHHbIE POPMbI.

1.2.1.4. VimnperHMpoBaHHble NekapcTBEHHbIE POpMbI.

1.2.1.5. 2Kngkne nekapctBeHHble hOpMbl ANA HAPYXXHOro NPUMEHeEHNS.
1.2.1.6. XKngkme nekapcrBeHHble (hOpMbl ANS BHYTPEHHErO NPUMEHEHUS.
1.2.1.7. MeguuunHckue rassbl.

1.2.1.8. MNpoune TBEPALIE NEKapCTBEHHbIE (POPMbI.

1.2.1.9. MNpenapatbl, HaxoasLWmMecsa Nog LaBneHNeM.

1.2.1.10. PagunoHyknugHble reHepaTops.

1.2.1.11. Markne nekapcTBeHHble POPMbI.

1.2.1.12. Cseuu (cynnosutopun).

1.2.1.13. Tabnetku.

1.2.1.14. TpaHcgepmanbHble NNacTbIpy.
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1.2.1.15. MNpoyas npoaykuus, nekapcrBeHHble OpMblI.

1.2.2. BbinyckatoLLmii KOHTPOrb (cepTudmkaumnsa cepun).

1.3. buonornyeckas nekapcTtBeHHas NPOAYKLUMS:

1.3.1. buonoruyeckas nekapctBeHHas NpoayKums <3>:

1.3.1.1. MNMpoaykTbl KPOBW.

1.3.1.2. immyHornormnyeckas (MMMyHoBuonornyeckast) NnpoayKums.

1.3.1.3. INpoayKTbl HA OCHOBE COMAaTUYECKMX KINETOK.

1.3.1.4. l'eHoTepaneBTMYECKas NPOOYKLMS.

1.3.1.5. BuoTtexHonornyeckasa NnpoayKUms.

1.3.1.6. MNMpoayKTbl, aKCTparMpoBaHHbIE N3 XXUBOTHBIX MICTOYHUKOB UIM OPraHoB (TKaHen) YyenoBeka.
1.3.1.7. MNMpoayKTbl TKAHEBOW NHXEHEPUMN.

1.3.1.8. MNpoyas Guonoruyeckas NPOAYKLMSI.

1.3.2. BbinyckatoLumii KOHTporsb (cepTudmkaumnsa cepui) (nepedeHs BUOOB NPOOYKLMN):

1.3.2.1. MNpoayKTbl KPOBMU.

1.3.2.2. mmyHonormnyeckast (MMMyHobuonornyeckas) npoaykums.

1.3.2.3. MpoaykTbl HA OCHOBE COMaTUYECKNX KIETOK.

1.3.2.4. 'eHOoTepaneBTNYECKasa NPOAYKLMS.

1.3.2.5. BuotexHonornyeckas NnpoayKUms.

1.3.2.6. MNMpoayKTbl, 3KCTpaArnpoBaHHbIE N3 XXMBOTHBIX MICTOYHUKOB UITM OPraHoB (TKaHEeW) YyenoBeka.
1.3.2.7. TpoayKTbl TKAHEBOW UHXEHEPUN.

1.3.2.8. MNpoyasa Guonornyeckasa npoaykums.

1.4. MNMpoyasn nekapcTBeHHas NPOaYKUMUS: UM NPOU3BOACTBEHHbLIE ONEpaLnK:

1.4.1. MNMpownssoacTeo <4>:

1.4.1.1. PactuTtensHas npoayKkuus.

1.4.1.2. TomeonaTnyeckas NpoayKums.

1.4.1.3. MNpoyasa npoaykuums.

1.4.2. Ctepynunsaums chapmaueBTUHECKNX CybCTaHLUM, BCMOMOraTeribHbIX BELLECTB, FOTOBOW MPOAYKLMM:
1.4.2.1. dunbTpauus.

1.4.2.2. CyxoxapoBasi cTepunmsaums.

1.4.2.3. Ctepunusanmsa napom.
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1.4.2.4. Xumnyeckas crepunmsaums.

1.4.2.5. Ctepunusanmsa ramma-nsnyy4eHmem.

1.4.2.6. Ctepnnnsaums arneKTPOHHbIM N3My4YEHNEM.

1.4.3. MNpouee.

1.5. Ynakoska:

1.5.1. lNepBunyHas ynakoska:

1.5.1.1. Kancynbl B TBEpAOA 000M0UKe.

1.5.1.2. Kancynbl B Msirkoi o6orouke.

1.5.1.3. JKeBaTtenbHble nekapcTBeHHbIE POPMbI.

1.5.1.4. mnperHmpoBaHHble nekapCcTBeHHbIE POPMbI.
1.5.1.5. XKngkue nekapctBeHHble (oOpMbl 5151 HAPY>KHOTO NPUMEHEHNS.
1.5.1.6. XKugkne nekapctseHHble hOpMbl ANA BHYTPEHHETO MPUMEHEHUS.
1.5.1.7. MeguuunHckue rassbl.

1.5.1.8. MNpouue TBepAbIEe NEKapCTBEHHbIE (POPMbI.

1.5.1.9. MNpenapartbl, HaxogsLWmMecsa Nog LaBneHneMm.
1.5.1.10. PaguoHyknuaHsle reHepaTopbl.

1.5.1.11. Markne nekapcTBeHHble hOPMbI.

1.5.1.12. Cseuu (cynnosutopun).

1.5.1.13. Tabnetku.

1.5.1.14. TpaHcaepmanbHble NNacTbIpy.

1.5.1.15. MNpoyas npoaykuus.

1.5.2. Bropu4yHas ynakoBka.

1.6. McnbITaHna KOHTPONA KayecTea:

1.6.1. Mukpobuonormyeckune: CTepUNbHOCTb.

1.6.2. Mukpobunonormyeckne: Mnkpoburornormyeckas Yicrora.
1.6.3. Xumunyeckue (pusndeckue).

1.6.4. Buonornyeckue.

1.7. XpaHeHue 1 peanu3saumst NekapCcTBEHHbIX CPECTB:
1.7.1. XpaHeHune nponsBeaeHHbIX NIeKapCTBEHHbIX CPEACTB.

1.7.2. Peanusauus n (unuv) nepegada Nnpov3BefeHHbIX NekapCcTBEHHbIX CPeacTB.
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1.8. MapkupoBka IeKapCTBEHHbIX CpPEACTB, Moanexawmx obsasaTtenbHONM MapKUPOBKE CpencTBamu
naeHTurKaummn:

1.8.1. Cepunanusaums.

1.8.2. Arperauus.

2. IMnopT nekapcTBEHHOW NPOaYKLUN <2>.

2.1. NcnbiTaHnst KOHTPOMS KaYecTBa MMNOPTUPYEMOM NeKapCTBEHHOW NPOAYKLUMUN <5>:
2.1.1. Mukpoburornormyeckme: CTepUNbHOCTb.

2.1.2. Mukpobuonoruyeckue: MMKpoburonornyeckas YmcToTa.

2.1.3. Xumunyeckune (pusnyeckue).

2.1.4. buonoruyeckue.

2.2. BbinyckatoLLmii KOHTpOnb (cepTudurkauusa cepuin) UMNopTUpyeMon nekapcTBEHHON NpoayKunmn <6>:
2.2.1. CtepunbHas npoayKums:

2.2.1.1. lNMpoussognmas acenTuyeckum nyTem.

2.2.1.2. MNopBepraemas GUHULLHON CTEpUnIM3aLnn.

2.2.2. HecTepunbHasa npoayKuums.

2.2.3. buonoruyeckas nekapcTBeHHas nNpoayKuns:

2.2.3.1. lNMpoaykTbl KpoBwU.

2.2.3.2. UmmyHonoruyeckas (MMmmyHobronornyeckas) npoayKumsi.

2.2.3.3. NMpoayKTbl HA OCHOBE COMATUYECKNX KNETOK.

2.2.3.4. l'eHoTepaneBTNYeCKas NpoayKUms.

2.2.3.5. brotexHonoruyeckas npoayKLms.

2.2.3.6. MpoayKTbl, 3KCTparMpoBaHHbIE U3 )KUBOTHbLIX ICTOYHUKOB MMM OPraHoB (TKaHeln) Yenoseka.
2.2.3.7. MNMpoayKTbl TKAHEBOW NHXEHEPUU.

2.2.3.8. NMpoyas bronornyeckas NPOAYKUUS.

2.3. MNMpoyasa aearenbHOCTb MO MMMOPTY (BBO3Y) <7>:

2.3.1. MNnowaaka dumsnyeckoro nmnopra (BBo3a).

2.3.2. imnopT NpoMeXyTOYHOro NpoAyKTa, NogBepratLwerocs gansHenwen obpaboTke.
2.3.3. MNpovee.

2.4. Mapk1MpoBKa neKapCTBEHHbIX CPEeACTB, MNOANexalux obs3aTenbHOW MapkUpoBKe cpeacTBamu
naeHTUKaLUK:

2.4.1. Cepuanusauus.
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2.4.2. Arperauus.

3. NpousBoacTBeHHbIE onepaumm (apmaLeBTudeckme cybcTaHummn) <2>.

3.1. MNMpounsBoacTeo hapMaLeBTUYECKMX CyOCTaHLMIN METOAOM XMMUYECKOro CUHTE3a:
3.1.1. Mpoun3BoacTBO NPOMEXYTOUHbLIX NPOAYKTOB hapMaLueBTU4ECKon cybcTaHLmn.
3.1.2. [Mpoun3BOACTBO HEOUNLLEHHOW (HEOOpaboTaHHOM) hapmaLeBTUYECKON CybCTaHUmUu.

3.1.3. 3aBepwatowme cragum nNPOM3BOACTBEHHOrO npouecca (Hanpumep: o4ucTka, obpaboTka
dpU3n4eckMMm MetTogamm).

3.1.4. Mpouee.

3.2. NpownsBoacTBO (hapmMaLeBTUYECKNX CyOCTaHLUMIA METOAOM BbIAENEHNS U3 MPUPOAHBLIX NCTOYHUKOB:
3.2.1. BolgeneHne apmaueBTUYECKUX CyOCTaHLNIA N3 NCTOYHUKOB PacTUTENBHOIO NPOUCXOXAEHMS.
3.2.2. BbiaeneHue capmaueBTUYECKUX CyOCTaHLMIN U3 MCTOYHUKOB XMBOTHOMO MPOUCXOXOEHMS.

3.2.3. BolgeneHue apmaueBTUYeCKMX CyOCTaHLUMIM N3 UCTOYHUKOB U3 OPraHoB (TKaHen) YyernoBeka.
3.2.4. BoigeneHue capmaueBTUYECKMX CyOCTaHLMI N3 MCTOYHUKOB MMHEPANBbHOMO NMPOVCXOXAEHUS.

3.2.5. Mogudmkaumsa BblaeneHHon apmaueBTU4eckon cybctaHumm (ykasbiBaeTcs uctodHmk 3.2.1, 3.2.2,
3.2.3,3.24).

3.2.6. OuncTka BblgeneHHoON hapMaueBTU4eckon cybcTaHumm (ykasbiBaeTcst UCTOYHMK 3.2.1, 3.2.2, 3.2.3,
3.2.4).

3.2.7. lNpouee.

3.3. NMpounsBoacTeo hapMaLeBTUYECKMX CYyOCTaHLMI C UCMONb30BaHMEM OMONOrMYecknx NpoLIeCCoB:;

3.3.1. PepmeHTauus (6poxeHue).

3.3.2. [Mpon3BOACTBO C NCMNONb30BAHNEM KIETOUHbIX KYNbTyp (yKasbiBaeTCs TUM UCMONb3yeMbIX KIETOK).

3.3.3. BolgeneHue (OuucTka).

3.3.4. Moandumkaums.

3.3.5. MNpouee.

3.3(1). MNMpomnsBoacTeo thapMaLeBTUYeCKon cybCcTaHumMmM cnupTa STUOBOrO (3TaHona):

3.3(1).1. MNponsesoacTBO METOAOM pa3BedeHUss BOAOW OYMLLEHHOW PEKTUUKOBAHHOIO 3TMMOBOMO CrnvpTa
13 MULLIEBOIO CbIpbsi, MPON3BEAEHHOIO NO MECTY OCYLLIECTBIIEHMS NPOU3BOACTBa hapMaLeBTUYECKON CyGCTaHLmMM

cnupTa 3TUIoBOro (3TaHona).

3.4. TlMponsBoacTBo cTepunbHbiX ¢apmaueBTudecknx cybctaHumi (pasgensl 3.1, 3.2, 3.3 [OMKHbI
3anonHATLCS NO Mepe UX NPUMEHNUMOCTI):

3.4.1. NpounsBogMMble B acENTUYECKUX YCIOBUSIX.
3.4.2. Nopsepraemble HPUHULLIHON CTEpPUNM3aLun.

3.5. 3aBepliatowme ctagumn npomssoacTea hapMaueBTUYECKMX CyOCTaHLMIA:
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3.5.1. Ctaguun dmsnyeckon obpaboTkn (ykasbiBaeTcsl Bug obpaboTku, HanpuMMmep: Cyllika, U3MerbyeHue,
npocenBaHue).

3.5.2. lNMepBu4Has ynakoska.

3.5.3. Bropu4yHasa ynakoBka.

3.5.4. lNMpoyee (ans onepaunin, He ONUCaHHbLIX BbiLLE).

3.6. VcnbiTaHnsa KOHTPOMS KadecTBa:

3.6.1. Xumunyeckune (pusmnyeckue).

3.6.2. Mukpoburonornyeckne: MMKpobuonormyeckas YncrtoTa.

3.6.3. Mukpoburonormyeckme: CTepUNbHOCTb.

3.6.4. Buonornyeckue.

3.7. XpaHeHue n peanusaums bapmaueBTUYECKNX CyOCTaHLMIA:
3.7.1.1. XpaHeHue npounsBefeHHbIX hapMaLeBTU4eCcknx cybcTaHumi.
3.7.1.2. Peanusauus u (nu) nepegaya nponsBeAeHHbIX hapMaLeBTUYECKMX CyOCTaHLMNA.

Il. B cchepe obpaLyeHusi nekapCTBEHHbIX CPeAcTB
And BeTepuHapHoOro npumeHeHus

4. MNpounsBoACTBO, XpaHeHVWe U peanu3auua dapmaueBTUYecKux cybcTaHuMi, nonydyaeMblx MeTtodamu
XMMUYECKOro CUHTe3a.

5. lNponsBoacTBo, XpaHeHne u peanusaums dapmMaueBTUYECKMX CyOCTaHUMIiA, MnoryYyaemMblX MeToaammu
OMOTEXHONOMMYECKOro CMHTEe3a.

6. HPOMSBO,CI,CTBO, XpaHeHne un peanunsauuna cbapmaueBTquCKmx Cy6CTaHLI,VIl7I, nony4yaemMbiXx MeTogamMu
BblaeneHna N3 XMMmn4ecKkoro CbipbA.

7. Mpon3BoaCTBO, XpaHeHUe W peanusaums gapMaLeBTUYECKUX CYGCTaHUMIA, nonyYyaemblx MeToaamu
BblAeNEeHNs U3 UCTOYHUKOB BUOMOrMYECKOro, J)XMBOTHOTO NPOUCXOXAEHMS.

8. lMpou3BoacTBO, XpaHeHWe W peanu3aums dapMaueBTUYeckuX cybcTaHuui, nonyyYaeMbliX MeTodamu
BblOENEeHNs1 U3 UCTOYHUKOB PacTUTENBHOMO NMPONCXOXAEHUS.

8.1. MMpoun3BoACTBO, XpaHEHWEe W peanusaums apmaueBTUYecKon cybcTaHuMM cnvpTa 3TUMOBOMO
(s3TaHona).

9. TpoM3BOACTBO, XpaHEHWe W peanusauusi CTEPUIbHBLIX NEKapCTBEHHbIX MpenapaToB C yKasaHWEM
KOHKPETHOW NekapCcTBEHHON hopMbl (a3p030rib, refb, KPEM, NMMHUMEHT, NMOUIM3NPOBaHHbIE NPOAYKTLI, Mas3b,
nacTa, MneHka, NMopoLUOK, pacTBOp, pacTBOp AN WHBbEKUMIA, cTeknoobpasHasi macca, CTepunbHas nopuctas
Macca, CycrneHaus, cyxast Macca, TabneTku, amynbcum).

10. MpousBoACTBO, XpaHeHUe U peanv3auns HeCTepUIIbHbIX JIeKapCTBEHHbIX MPenapaToB C ykasaHuem
KOHKPETHOW rnekapcTBeHHOW copMbl (a3po3onb, 6anb3am, GPUKeT, renb, rpaHysbl, Apaxe, Kanmnu, Kancyrbl,
Kancynbl MsIrkvie, Kpem, TIMHUMEHT, Masb, Macno, MUKpPOrpaHyJsibl, MMKpOKancysibl, HACTOW, HAacToMKa, NaCcTUIIKK,
nacrta, nennetbl, NAacTWHbI, NMACTUHKK, NNAcTbIpb, NSIEHKA, NOJIMMEPHasl NIeHTa, MOJSIOCKM, MOPOLLIOK, PacTBop,
Cupon, Criper, Cynno3nTopum, CyCneH3ausl, TabneTku, LHYpP, SKCTPaKT, AMMKCUP, SMYIbCUs).
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MocTtaHoeneHue MNpasutensctsa PO ot 06.07.2012 N 686 K n
KOHCYJIbTAHTIIOC
(pea. ot 16.05.2023) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

N [ara coxpaHenus: 09.08.2023
06 yTBepxxaeHun MNonoxeHns o0 IMLEH3UPOBaHUN MPOK3...

<1> JlekapcTBeHHble YOPMbl yKa3blBalOTCA B COOTBETCTBMM C HOMEHKNATYPOW fEeKapCTBEHHbIX GhopM,
yTBEpPXAEHHON EBpa3suinckon SkoHOMMYECKOW Komucecunein. B crnyyae oTCyTCTBUA B HOMEHKNAType NekapCTBEHHbIX
dopmM, yTBEepXKOeHHOW EBpasvMiCcKON 3KOHOMUYECKOW KOMWUCCUEN, IeKapCTBEHHON (OOPMbl, 3asBrEHHON
npoussoguTenem, Takas rnekapcTBeHHas ¢opma yKasblBaeTCs B COOTBETCTBMU C NEPEeYHEM HauMeHOBaHWM
nekapcTBeHHbIX opM, YTBEpPXKAEeHHbIM MUHUCTEPCTBOM 3a4paBooxpaHeHnss Poccuinckon deaepaumu.

<2> YKa3blBalTCsl NPUMEHUMBIE MYHKTbI.

<3> B kaTeropun 1.3.1. "Buonornyeckas nekapcreeHHas npoaykuua" B COOTBETCTBYHLLEM noapasaene
obs3aTenbHO  ykasblBAOTCA rPynnbl  NpenapatoB  (annepreHbl, anneprougpl, aHaTOKCWMHbI, BaKUMHBbI,
rammMarnoOynuHbl, UMMYHOrNOBYMHBI, UMMYHOMOAYIIATOPbLI, MOHOKITOHAsbHbIE aHTUTENA, CbIBOPOTKN, TOKCUHBI,
LUMTOKMHbI, npenapaTbl, NoflydYaemble U3 >XMBOTHOrO CbIpbs, WHCYNWHbLI, OpraHonpenapaTtbl, Gakrtepuodaru,
BaKLMHbI, WMMMYHOIMOOYNMHOBbLIE KOMMMEKCHble npenapatbl, NpobuoTukM, npoyas OuoTexHonornyeckas
npoaykums).

<4> B «kateropmn 1.4.1. "lMpomuseogcteo” B nogpasgene 1.4.1.3 obsa3aTenbHO yKasbiBAOTCA TPyMmbl
npenapaTtoB (paguodapmaueBTUYECKNE JeKapCTBEHHbIE CPeAcTBa, UMTOCTaTUMKW, LIMTOTOKCUKM, TFOPMOHbI,
aHTUbMoTMkM  BeTa-nakTamHOro  psaga, npenapatbl, COAepXalwue  CUMbHOOENCTBYHOLIME — BeELLECTBa,
HapKOTUYECKME NeKkapCTBEHHbIE CPeACTBa, NCUXOTPONHbIE NeKapCTBEHHbIE CPeacTBa).

<5> B karteropmn 2.1. "WcnbiTaHMs KOHTPOSISA KayecTBa MMMNOPTUPYEMOW JieKapCTBEHHOW NpoayKuun”
yKasblBaeTCs COOTBETCTBYIOLWNIA NoApasaen B Criyvyae OCyLLEeCTBEHNss COOTBETCTBYIOLLErO UCMbITaHUSA KOHTPOIS
KaydyeCTBa Ha Npon3Bo4CTBEHHOM 0ObekTe B OTHOLLEHUN MMNOPTUPYEMBbIX NeKapCTBEHHbIX CpeacTB.

<6> B kateropuu 2.2. "BbinyckaloLwuin KOHTPOMb (CepTUdUKaLusa cepmmn) MMNOpTUPYEMON NIEKAPCTBEHHOM
nNpoayKuun" ykasblBaeTCs B Crlyvyae OCYLLUECTBIEHUS MOATBEPXKAEHUS COOTBETCTBMS YMOMHOMOYEHHBIM NMLOM
Npon3BOaUTENS B OTHOLLEHMM UMMNOPTUPYEMbIX NTEKAPCTBEHHbIX CPEACTB.

<7> B kateropun 2.3. "lNpoyvas geatensHOCTb No nmnopTy (BBo3y)" nogpasgen 2.3.1 ykasbiBaeTcs TOMbKO
B Cflyyae XpaHeHWs UMMOPTMPYEMbIX NEKapCTBEHHbIX CPEACTB, OXWAAMOLWMX NOATBEPXAEHWS COOTBETCTBUA
YMNONIHOMOYEHHbBIM NIULIOM NPOU3BOANTENS.

Mpunoxexne N 2
K MNonoXxeHuio 0 NUUEeH3NnpoBaHUn
NPOM3BOACTBA NeKapCTBEHHbIX CPeAcTB

NMOJNIOXEHUE
O ®EOEPAJIbHOM roCYAAPCTBEHHOM JIMLIEH3WOHHOM KOHTPOIJIE
AOEATENbHOCTU NO NPOU3BOACTBY JIEKAPCTBEHHbIX CPEACTB

CnmncoK N3MEHSLLNX JOKYMEHTOB
(BBeaeHo [NoctaHoenexvem lMpasutenscrea P® ot 14.03.2022 N 368)

l. O6wme nonoxeHus

1. Hactosiwee [llonoxeHne ycTaHaBnMBaeT MOPSAOK OpraHvM3auuu u ocyllecTBneHusa denepanbHoro
rocyapCTBEHHOrO NIMLEH3NOHHOIO KOHTPONSA AeATEeNbHOCTU Mo NPOU3BOACTBY NIEeKapCTBEHHbIX CPeACTB (aanee -
NNLEH3UOHHBIA KOHTPOIb).

KoHcynbTaHTlInoC: npuMmeyaHue.
C 01.03.2024 pasg. | pononHsietca n. 1(1) (DoctaHoBneHue MpasutenbctBa PO ot 03.04.2023 N 534).
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2. JIMLEH3NOHHBIN KOHTPOMNb B OTHOLUEHUU AEATENbHOCTU MO NPOU3BOACTBY NEKapCTBEHHbIX CPeacTB Ans
MEOULUMHCKOTO MPUMEHEHUs ocyliecTBnsieT MMWHUCTEPCTBO MPOMBILLNIEHHOCTU UM TOProBnu Poccuinckon
depepaummn, B OTHOLUEHUN JEATENBHOCTM MO MPOU3BOACTBY NEKAPCTBEHHbIX CPEACTB N1 BETepMHApHOro
npumeHenns - depepanbHas choyxba Mo BeTepuHapHOMy W UTOCaHUTapHOMYy Hags3opy (ganee -
nMUEeH3MpyoLWmMn opraH) B cootBeTcTBum ¢ PepepanbHbiM 3akoHOM "O NMULEH3MPOBaHUM OTAENbHBIX BUAOB
pedarenbHocTn", ®enepanbHbiM 3akoHOM "O rocyfapCTBEHHOM KOHTpoOne (Hag3ope) 1 MyHuLMNnanbsHOM KOHTpore
B Poccunckon degepaummn” n Hactoawmm NonoxeHnem.

3. lNpeomMeToM nMLEH3MOHHOIO KOHTPONS SBMsieTCs COOMntogeHne nuueHsnataMmym (KOHTPONMPYEMbIMA
nmuamn) NUUEH3NOHHBLIX TPeOOBaHU B OTHOLLEHMU OEATENbHOCTU MO NMPOU3BOACTBY NEKApCTBEHHbLIX CPeacTB,
YCTaAHOBMEHHbIX [loNOXEeHNEM O NnULEH3NPOBaHUU MNPOM3BOACTBA JIEKAPCTBEHHbIX CPEACTB, YTBEPXKOAEHHbIM
noctaHoBreHnem [lpaButensctBa Poccuiickon Pegepauum ot 6 umiona 2012 r. N 686 "O6 yTBEpKAEHUM
MonoxeHnss O IUUEH3MPOBaHWM MNPOM3BOACTBA JIEKAPCTBEHHbIX CpeacTB” (Janee - [OesTenbHOCTb MO
NMPOM3BOACTBY JIEKAPCTBEHHbIX cpeAcTB). [log  KOHTPONMMPYEMbIM  JIMUOM  MOHWMAETCA  NULEeH3nar,
OCYLLIECTBNSIOLNIA OEATENBHOCTb MO NPOU3BOACTBY JIEKAPCTBEHHbLIX CPEACTB.

OGecneyeHne coOOMOAEHUS TULEH3MATOM  JIMUEH3MOHHbLIX TpeboBaHWMI  OCyLlecTBRseTcs MyTem
npoBeaeHUst NPOUIaKTUYECKUX MEPOMNPUSTUIA U BHEMMAHOBBLIX KOHTPOSbHBIX (HAA30PHbIX) MeponpusaTUiA (oanee
- KOHTPONbHOE MeponpusTve) B cooTBeTcTBUM ¢ PepepanbHbiM 3akoHoM "O rocydapCTBEHHOM KOHTpore
(Hagsope) n MyHuuunansHoM KoHTporse B Poccuiickon degepaummn”.

4. O6bekTamu NMLEH3NOHHOIO KOHTPONA ABNAIOTCA:
0eATerIbHOCTb NLUEeH3naToB Mo Npon3BOACTBY JieKapCTBEHHbIX CpeacTB Al1d MeaANLUMHCKOro NnpuMeHeHus;

0eATeNbHOCTb NIULUEH3MaToB NO NPOou3BOACTBY JIEKapCTBEHHbIX CpencTB ON1A BeTePUHapPHOro NnpuMeHeHus.

KoHcynbTaHTlInoCc: npuMmeyaHue.
C 01.03.2024 n. 5 nsnaraetcsa B HoBon pefakumu ([octaHoenenue lMNMpasutensctea P® ot 03.04.2023 N 534).

5. Y4yeT 061bEKTOB NULIEH3MOHHOIO KOHTPOMS OCYLLLECTBNAAETCA nocpeacTBoM cbopa, 06paboTku, aHanmsa u
yyeTa cBefdeHun 06 obbekTax NUUEH3MOHHOrO KOHTPONS, WHOopMauuW, NpeactaBnseMon NMUEH3MPYoLeMy
opraHy B COOTBETCTBUM C HOPMaTUBHbLIMW MNpaBoBbIMW akTamu Poccuiickon ®egepaumu, uHopmMauum,
nony4aemon B pamMKax MeXBEeLOMCTBEHHOrO B3auMOAENCTBUs, a Takke o6LllenocTynHon uHdopmauun 6es
B3aVMOAEWCTBUSA C KOHTPONMPYEMbIMU NULLAMM.

6. YueT 06bEKTOB NULIEH3NOHHOrO KOHTPOSS OCYLLECTBMAeTCS NULEH3UPYIOWMM OpraHoM NocpeacTBoM
BeOeHUs NnepeyHss OOBLEKTOB MMLEH3NOHHOTrO KOHTpons. [lepeyeHb OOBLEKTOB MMLEH3NOHHONO KOHTPONS
COLEPXMT CrieayoLLy0 MHOPpMaLUIO:

MONHOE HaMMeHOoBaHWe PUANYECKOro NnLa;

I/ILI,eHTVI(bI/IKaLI,VIOHHbIﬂ HOMEP Hanoronnartenblmka opnan4eckoro nmua;

agpec MecTta HaxoXaeHua N OoCyuleCTBleHUA AeATENNbHOCTU KOHTpOoNnupyembiX INnuL no npou3BoACTBY
leKapCTBEeHHbIX CpeacTB U UCMOJTIb3yeMblX MU NMPON3BOACTBEHHbIX 00bEeKTOB;

Bna (BVID,bI) OeATeribHoCTn B COOTBETCTBUU C OGLLJ,epOCCVIVICKMM KJ'IaCCI/I@VIKaTOQOM BNOOB 3KOHOMMUYECKOW
OeATeNIbHOCTU.

PasmeLlleHre nHgopmaumn, ykaszaHHoW B ab3aLiax BTOPOM - NATOM HACTOSLLEro nyHKTa, OCyLlecTBnAeTcs
c y4yeTom TpeboBaHuin 3akoHodaTenbcTBa Poccuiickon ®efepaumm o rocynapCTBEHHON TaliHe.

Il. JomKHOCTHbIE NUua, YNorIHOMOY€EHHbIe
Ha NPUHATUE pelleHud o npoBeAeHUN KOHTPOJIbLHOro MeponpuaTus
M ocyLUecTBIIeHNe JIMLIEH3UOHHOIO KOHTPONA
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7. JOMKHOCTHLIMW NULAMU, YMONTHOMOYEHHLIMU Ha MPUHATUE PELLEeHUA O NPOBEAEHUU KOHTPOSbHOro
MeponpusaTUs, ABNSAIOTCA  PYKOBOAUTENW  JNINLEH3UPYIOWMX OPraHoB UMM UWHble  [OIDKHOCTHblE  nuua
NULEH3VPYIOLLMX OPraHoB, Ha KOTOPbLIX OCYLLECTBIEHUE yKa3aHHOMo MOSIHOMOYMS BO3MOXEHO B COOTBETCTBUN C
npukasoM MuHuUCTepcTBa NPOMBILWNEHHOCTM 1 Toproenu Poccuiickon depepaumm unu npukasom PegepanbHom
cnyx6bl No BeTepuHapHOMy 1 oUTOCaHMTapHOMY HaA3opy.

8. [JOMKHOCTHLIMM NLAMM, YNOTHOMOYEHHBIMM Ha OCYLLECTBIIEHNE NMLEH3VOHHOIO KOHTPOSS, SABMNAOTCS
PYKOBOAUTENN JIMLIEH3UPYIOLMX OPraHOB WM [OOMMKHOCTHbIE NULa, [AOMKHOCTM KOTOPbIX COOTBETCTBYHOT
cneayoLMM rpynnam SOSHKHOCTEN:

BbICLUME AOJHKHOCTU rPpaXKaaHCKoW CryXobl;

rnaBHble AOMKHOCTU IPaXaaHCKOW CryX0bl;
BedyLLne OOMKHOCTM rpaXaaHCKOM Cryxobl;
cTaplive OOMKHOCTU rpaXaaHCKon Crnyxobl;

MNaflune OOIMKHOCTU rpaxkaaHckol cryobbl MuHMCTepcTBa MPOMBILINIEHHOCTU M ToproBnn Poccuiickoi
depepaummn unu depeparnbHoil cryx0Obl Mo BeTepUHApHOMY U (OUTOCAHUTAPHOMY Had30py, Ha KOTOPbIX B
COOTBETCTBUM C [AOMMKHOCTHBIMU perfiamMeHTamMm BO3M0XKEHO OCYLLECTBIIEHNE JNIULEH3NOHHOIO KOHTPOJIS.

lil. MpocdunakTnyeckme meponpusaTUA B pamMmKax ocyLLeCTBNEeHUA
NVLIEH3MOHHOr0 KOHTpOnA

9. B uensax npoumnakTMkym puckoB NPUYUHEHUS Bpeda XWU3HWU, 340POBbLI0 MPaXKaaH U XKMBOTHBIX B pamKax
NMLEH3NOHHOIO KOHTPOJS FMLUEH3VPYIOLWMM OpPraHOM €XEerodHo yTBepXaaeTcs nporpaMma npodunakTuku
PUCKOB MPUYNHEHMS Bpeaa KU3HW, 300POBbI0 rpaxaaH 1 XXMBOTHbIM B COOTBETCTBMM C [IpaBunamu paspaboTku n
YTBEPXKAEHMS KOHTPONbHLIMK (HAA430PHBIMW) OpraHaMy NporpaMmmbl NPOUNAKTUKA PUCKOB NPUYMHEHUS Bpeaa
(ywepba) oxpaHsieMbIM 3aKOHOM LIEHHOCTSIM, YTBEPXAEHHbIMM NocTaHoBneHnmem [MpaButenbcTBa Poccuinckon
®epepaumm ot 25 uoHs 2021 r. N 990 "O6 yTBepxaeHumn MpaBun pa3paboTkM U YTBEPXKAEHUS KOHTPOSBHBIMU
(Hag3opHbIMKM) OpraHamu MporpaMMbl NPOUNAKTUKA PUCKOB MPUYMHEHMS Bpeda (ywepba) oxpaHAeMbiM
3aKOHOM LIeHHOCTAM".

10. YnonHoMoYeHHble AOMKHOCTHbIE N1La NULEH3MpYIoLLEero opraHa obsidaHbl NMPOBOAUTL criedytoLue
BMAbl NPOMNAKTUYECKUX MEPONPUATUIA

WHOPMUpOBaHHUE;

0600LeHne NpaBoONPUMEHUTENBHON NPAKTUKW;
00bsBNEHME NPefOCTEPEXEHUS;
KOHCYNbTUpOBaHue;

npouNakTU4ecKuii BU3NT.

KoHcynbTaHTlnoc: npumeyaHue.
C 01.03.2024 n. 10 pononHseTtca HoBbiM ab3auem ([octaHoenexuve lpaButensctea P® ot 03.04.2023 N
534).

11. NHpopMmMpOBaHNE KOHTPOIMPYEMbBIX L, U UHBIX 3aMHTEPECOBaHHLIX MWL MO Bonpocam cobnoaeHus
obs3aTtenbHbIX TpeboBaHU B OTHOLIEHUN AEATENbHOCTM MO MNPOM3BOACTBY JIEKAPCTBEHHbIX CpeacTB
OCYLLECTBASETCA NIMLEH3NPYIOLWMM OpraHoM MoCcpeacTBOM pas3MeLLEeHNs COOTBETCTBYHOLUUX CBEAEHUA HA CBOEM
odhuumnanbHOM cante B MHPOPMaLMOHHO-TENEKOMMYHUKALMOHHON ceTn "VIHTepHeT" (nanee - ceTb "HTepHeT"),
B CpeACcTBax MacCOBOW MHopMauun, 4Yepes3 fNnYHble KabOUHETbI KOHTPONUPYEMbIX MWL B rOCY4aPCTBEHHbIX
MHOPMALIMOHHBIX cuctemax (Mpu Ux HanmmMumMm) B TeyeHne 5 pabounx gHew co OHSA YTBEPXOAEHUS HOPMATUBHOMO
npaeoBoro akta Poccuiickon ®epepauun, cogepxallero obszatensHble TpeboBaHus.
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12. O6ob6LLieHEe MpPaBOMPUMEHUTENBHOW MpPaKkTUKM O0OpMIsieTCa B BuAe [OOKNaga JMUEH3UPYHOLUM
OpraHoMm exerogHo.

MpoekT goknaga pasmMellaeTcs Ha oduumanbHOM canTe NULEH3MpYoLLEero opraHa B cetu "MIHTepHeT" ang
NpoXoXaeHust npouenypbl ero nybnunyHoro obcyxaeHms. Cpok nybnmyHoro obcyxaeHuss npoekta goknaga - 1
MECsIL, CO AHSI ero pasmeLLeHMs Ha yKa3aHHOM cauTe.

[oknap yTBepXxOgaeTcs MpuMKa3oM pPYKOBOOAMTENS NULEH3MPYIOLLEro opraHa w pasMelaeTtcs Ha
ohuumnanbHOM canTe nNUUEH3npytoLLiero opraHa B cetu "VIHTepHeT" oo 15 mapTa roga, crnefyoLLero 3a oT4eTHbIM
rogom.

13. B cnyyae Hannuusa y nNULEH3MPYIOLLEro opraHa CBeAEHMA O FOTOBSALLMXCA HapyLLeHnsax obssaTenbHbIX
TpeboBaHW UNu Npu3Hakax HapylleHun obsiatenbHbiXx TpeboBaHuii B cdepe NPOM3BOACTBA NEKAPCTBEHHbLIX
cpeacts M (Mnum) B criydae OTCYTCTBUSI MOATBEPXKAEHHBIX AAHHBIX O TOM, YTO HapylleHue ob0sA3aTenbHbIX
TpeboBaHWi NpuumMHUNO Bped (ywepb) oxpaHsemMbiM 3aKOHOM LIEHHOCTSIM MMM CO3[ano yrposy MpUYMHEHMS
Bpeaa (ywepba) oxpaHseMbIM 3aKOHOM LIEHHOCTSIM, JIMLEH3NPYIOLLMIA OpraH O0bABMSIET KOHTPONMPYEMOMY NULY
npegocTepexeHme 0 HeJONYCTUMOCTU HapyLUeHUst 0bsi3aTenbHbIX TpeGoBaHWI 1 NpeanaraeT NPUHATbL Mepbl Mo
obecneyeHunto cobniogeHns obssatenbHbIX TpeboBaHUI (fanee - NpefocTepexeHune).

PelieHne o HanpaBneHUU MNPeLOCTEPEXEHNA MPUHMMAET PYKOBOAWUTESb, 3aMECTUTENb PYKOBOAUTENS
FMLIEH3UPYIOLLErO OpraHa My MHoe YMOJIHOMOYEHHOEe MPUKA30M JMLEH3VPYIOLLEro opraHa AOIMKHOCTHOE NULO
NVLEH3MPYIOLLIErO OopraHa Ha OCHOBaHUM MpPeAsSioKeHWn OOMKHOCTHOMO Nvua NULEH3UPYIOLLEro opraHa npu
Hanuuuu CBeAeHU, ykasaHHbIX B ab3aLle NepBOM HACTOSLLEro NyHKTa.

MpepocTepexeHne HanpaBnseTcd Ha OymMaxHOM HocuTene 3akas3HbiM MOYTOBbIM OTMpaBfEHMEM C
yBEAOMIEHMEM O BPYYEHUN WM WUHLIM AOCTYMHLIM AfA  KOHTPONMPYEMOro nuua crnocobom, BKNoYas
HanpasreHne B BUAE 3NEKTPOHHOro JOKYMEHTa, NoAnNMCcaHHOro YCUNeHHOM KBanuduunpoBaHHOW 3MNEeKTPOHHOM
NMOANUCBLID Nuua, NPUHABLUEro pelleHne o6 00bSABNEeHUM npeaocTepexeHus, C  UCMNOMb3OBaHWEM CeTu
"UHnTepHeT", B TOM 4ncne no agpecy 3NeKTPOHHOW NOYTbl KOHTPONMPYEMOro nuua, ykasaHHOMY COOTBETCTBEHHO
B EOMHOM rocyoapCTBEHHOM peecTpe puavyeckux nvil UM pasMelleHHoOMY Ha oduuuansHOM cante
KOHTPONMpyemMoro nvua B CcocTaBe MWHdopMauun, pasmelleHne KOTOpOoW sBnseTcs obsAsaTenbHbIM B
COOTBETCTBMM C  3akoHogaTenbctBoM Poccuiickon  ®depgepaumm, wnu  nocpenctsoM  deaepanbHon
rocyaapCTBEHHON WH(OpMaunoHHON cucTembl "EAMHBIA nopTan rocygapCTBEHHbLIX M MyHUUUNANbHbLIX YyCryr

(dbyHKUMR)".

Mo pe3ynbTaTtam paccMOTPEHUst MPeOCTEPEXEHNST KOHTPONMPYEMOE NMLO BrpaBe NofdaTb BO3paXeHue B
NNUEH3NPYIOLLNIA OpraH, HanpaBmBLLWI NPeaoCcTeEPEXEHNE.

BospaxeHus HanpaensoTCst KOHTPONMPYEMbIM NULIOM Ha ByMaXXHOM HOCUTENE MOYTOBLIM OTMNpPaBlIEHNEM
B IULEH3VPYIOLWMNIA OpraH, MNn B BUAE 3MEKTPOHHOrO [AOKYMEHTa, MOANWCAHHOIO 3reKTPOHHOW MOANMUCHIO
YMONTHOMOYEHHOIrO NMLa NPOU3BOAUTENS NEKapPCTBEHHbIX CPEACTB, HA YKa3aHHbIA B NPELOCTEPEXEHUN adpec
3NEKTPOHHOW MOYTbl NMLEH3MPYIOLLEro opraHa, MNu MHbIMW YKa3aHHbIMW B MpenocTepexxeHun cnocobamu B
TeyeHne 30 kaneHgapHbIX AHEN CO OHS1 €ro NonyveHus.

JInueHsupyoWwniA opraH No UToram PacCMOTPEHUS BO3PAXEHWUS! HamnpaBnseT KOHTPONMpyeMoMy nuuy B
TeyeHne 30 paboumx OHel Co OHSA MONyYEeHNs BO3PaKEHWUI pe3ynbTaTbl PACCMOTPEHWUSI BO3PAXKEHWIA.

JlnueHsupylownii  opraH ocywecTBnseT y4vyeT OObBABMEHHbIX WM NPEedoCTEPEXEHUA W Ucnonb3yeT
COOTBETCTBYIOLIMNE AaHHbIE AN MPOBEAESHNS UHBIX NPOMUNAKTUYECKNX N KOHTPOSBbHBIX MEPONPUATUN.

14. KoHCcynbTUpoBaHMe KOHTPONUPYEMBbIX JIML, OCYLLECTBNAETCS SIMLEH3NPYIOLWMM OpraHOM B MUCbMEHHON
dopme npu Ux NMCbMEHHOM obpallieHnm, B yCTHOM chopme no TenedoHy, NOCPeACTBOM BUAEO-KOH(EPEHL-CBA3N
UKW Ha NNYHOM MpuemMe y YNOnHOMOYEHHOro nuua.

15. KoHcynbTMpoBaHME KOHTPONMUPYEMBbIX UL B XOA€ NpPOBeOEeHUsi NPocUIakTUYeCKoro MeponpusTus,
KOHTPOIbHOTO MEPOMNPUSTUA OCYLLECTBMSIETCS A0 3aBEPLUEHUS COOTBETCTBYHOLEr0 MEPONpUSITUS B Cryyae
BONEN3bABMNEHUA KOHTPONMPYEMOro NnLa, O YeM JenaeTcs OTMETKa B [OKyMeHTax, ohopMsieMbIX Mo MToram
COOTBETCTBYHIOLLENO MEPONpPUATHS.
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16. [JOMmKHOCTHble nuUa JMUEH3UPYIOLLEero opraHa IULEH3NOHHOTO  KOHTPONS  OCYLECTBNSOT
KOHCYNbTUPOBaHNE KOHTPONMPYEMbIX ML NO CreayoLwum BONpocaM:

Hanun4yne mn (I/IJ'IVI) coaepxaHue obsi3aTenbHbIX Tpe6OBaHVIIZ B OTHOLWUEHUN OEATENIbHOCTU NO Npon3BoaCcTBY
JIeKapCTBEHHbIX CPeacCTB;

NepUOANYHOCTb M NOPSAOK NPOBEAEHNS KOHTPOMbHbLIX MEPOMPUATUI;

nopAAoK BbINOJTHEHUA 06s3aTeNbHbIX Tpe6OBaHl/II7I npn ocywecTBieHnn OeAteribHOCTU no npoun3BoAcCTBY
J1eKapCTBEHHbIX CPeaCTB;

BbIMNONMHEHNE nNpeanncaHna, BbiAaHHOro no NToramM KOHTPOJIbHOro MeponpuATuA.

17. [OMKHOCTHblE nuua JULEH3UPYIOLLEro opraHa OCYLUECTBASOT MUCbMEHHOE KOHCYNbTUPOBaHUE
KOHTpONMpYyeMbIX NUL, Mo BonpocaM, NpedycMoTpeHHbIM ab3auem NsaTbiM nyHkTa 16 HacToswero MonoxeHus.

18. B Xoge KOHCYNbTMPOBaHWS He MOryT MNpeaoCcTaBnsaATbCA MHGOPMauus, coaepXkKallasi OLeHKY
KOHKPETHOrO KOHTPOSTbHOrO MEPONPUSTUS,, pelleHnin 1 (Mnn) AeWCTBUIA JOIMKHOCTHBIX MWL JIMLEH3NPYIOLLEro
opraHa, WHbIX Y4YaCTHMKOB KOHTPOMBHOIO MepOonpuATUA, a Takke peaynbTaThl MPOBEAEHHbIX B paMKax
KOHTPOMNbHOIO MEPONPUATUS SKCNEPTHUS.

19. KoHCynbTUpOBaHUE KOHTPOMMPYEMbIX MWL, MO OOHOTUMHBIM OOpaLLEHUAM KOHTPOMMPYEMbIX MWL, U KX
npegctaBuTeNnen MOCPeaCcTBOM pa3MeLLeHUss Ha odumumanbHOM CcanTe fUMUEH3MPYIOLLEro opraHa B CeTu
"MIHTEpHET"  MUCbMEHHOr0  PasbACHEHWUS,  MNOAMUCAHHOIO  YMOSIHOMOYEHHbIM  OSMKHOCTHLIM  JIMLIOM
NNLIEH3MPYIOLLLETO OpraHa, OCYLUECTBMSIETCS B Criyyasx perynsapHoro noctynneHust obpaweHun (bonee 5) no
BOMpPOCY coBnoaeHns 0gHNX U Tex e 0b6a3aTenbHbIX TpeboBaHUA.

20. ObsizatenbHble npodunakTUieckne BU3UTHI MPOBOASTCA B OTHOLUEHWM KOHTPOMMPYEMbIX FWL,
MPUCTYMMBLUMX B TEYEeHWe OfHOro rofda, npPealecTBYOWEro MPUHSATUIO peLleHuss O  NpoBedeHun
NpPoduUIaKkTUYeCKoro BU3nTa, K OCYLLECTBEHNI0 AeATeNnb5HOCTU B cdhepe Npon3BoACTBa NeKapCTBEHHbLIX CPeacTB
(KOHTpOJ‘IVIpyeMbIX nud, nonyyvumBlnX JAUUEH3NNU, KOHTpOINMpyembiX nunud, B OTHOLWIEHUN KOTOPbIX BHECEHbI
N3MEHEHUs] B PEECTp JMLEH3NIA B CBA3WN C OCYLLECTBIIEHMEM HE MPEedYCMOTPEHHbIX B paHee AeWCTBOBaBLUEMN
nMueHsun paboT M ycryr, COCTaBNSOWMX OESTENBHOCTL MO NPOU3BOACTBY JIEKAPCTBEHHbLIX CPEACTB, U (MNn)
OCYLLECTBMEHNEM AESATENbHOCTU MO MPOM3BOACTBY FEKAPCTBEHHbIX CPEACTB MO agpecy, He yKasaHHOMY B
peecTpe NUUEH3NN).

O6s3aTenbHbIi NPOMUNAKTUYECKUIA BU3UT NPOBOAUTCS B COOTBETCTBMM CO cTaTtben 52 depepanbHoro
3akoHa "O rocygapcTBEeHHOM KOHTpone (Hagsope) M MyHuumnanbHOM KoHTporie B Poccunckon depepaunn” B
paboyee Bpemsi NyTEM UCMONb30BaHWS BUAEO-KOHEPEHL-CBA3N B NEPMOS, YCTaHaBUBaEMbI yBEOOMITEHNEM O
npoBedeHun obs3aTernbHOro NpodunakTMYecKoro BM3nTa, U He MOXEeT npeBbllwaTth 2 4Yaca. [lpy npoBegeHum
06s3aTenbHOro NPoMNakTUYECcKoro BU3NTa AOSMKHOCTHBIMU NML@MK NIULEH3MPYIOLLLEr0 OpraHa ocyLLecTBIsieTcs
MHOPMUPOBAHME  KOHTpomnupyemoro nuua o6 obsasatenbHbiX  TpeboBaHuAX, MpeabsBnsemMbiX K
OCYLLECTBMNAEMON UM OEeSTENbHOCTU MO MPOM3BOACTBY JIEKAPCTBEHHLIX CPEACTB N0 MNpuHagnexawum emy
0oObeKkTaM IULUEH3NOHHOrO KOHTPOMsi, a Takke O BWAaX, COAEPXaHWU W WMHTEHCUBHOCTM KOHTPOJbHbIX
MEpPONPUSATUIA, MPOBOAUMbIX B OTHOLLEHUN OObEKTA NNLIEH3NOHHOIO KOHTPOJIS.

21. Uenamu npoBeaeHns npodunakTM4ecknx BUSUTOB SBNAIOTCS:

a) npenynpexneHne 1 cokpalleHe KofmMyecTBa HapyLeHU KOHTPONUPYEMbIMK NULaMU 06s3aTenbHbIX
TpeboBaHui;

6) co3gaHne MoTuBauuKn 'y KOHTPONMpyeMbIX nny K ﬂ,06pOCOBeCTHOMy noBegeHn Kn, Kak crnencrteue,
CHMXeHne ypoBHA yu.l,ep6a OoXpaHAeMbIM 3aKOHOM LIEHHOCTAM;

B) oopMUPOBaAHME €4MHOM0 NOHMMaHMs 0bsa3aTenbHbIX TpeboBaHNN;

r) BbiIBNIEHWE NPUYUH, PaKTOPOB U YCMOBWIA, CMIOCOBCTBYIOLWNX HApYLLUEHMIO 06si3aTeNbHbIX TpeboBaHuiM,
onpeaeneHne cnocoboB YCTPaHEHNS! UINN CHMKEHUS] PUCKOB UX BO3HUKHOBEHWS.
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22. Mo utoram 3aBepLUEHNa NPOMUIAKTUHECKOIO BU3UTA AOSMKHOCTHOE NULO NMLEH3UPYIOLWEro opraHa
COCTaBJIIdEeT aKT npoBeaeHunsa I'IpOCbVIJ'IaKTVNeCKOFO BM3nTa B 2 aK3eMnnapax, B KOTOPOM yKa3blBalOTCA:

a) HaMeHOBaHWE NULEH3NPYIOLLIETO OpraHa;

0) HaMMeHOBaHWEe KOHTPONMPYEMOro Nnua;

B) JaTa, BPEMSI U MECTO COCTaBIEHUS akTa NPoUNakTU4EeCKoro BU3nTa;

) PEKBU3UTLI NPUKa3a, Ha OCHOBAHWUM KOTOPOro NPOBOAUMCS NPOMUNAKTUYECKUIA BUSKT;

A) damunuu, uMeHa, oTdyecTBa (NpU HaNWM4YUKM), HAMMEHOBAHWUSI [OOMKHOCTEM [dOIMKHOCTHBIX Nl
NMLIEH3MPYIOLLErO OpraHa, NPOBOAMBLUMX NPOMUAKTUYECKNIA BUSKT;

€) narta, BpeMmsi, MPOAOIDKUTENBHOCTb M MECTO NPOBeAEHUS NPOUITAKTUYECKOrO BU3NTA;

X) NepeyeHb MepONpUSTUI, NPOBEAEHHbIX B X04e NPOUIaKTUYECKOro BU3NTa;

3) CBeAleHNs O pesyrnbTaTax NpoBeaeHus NPoUNakTU4eCcKoro BU3nTa;

1) nepeyeHb npunaraembix JOKYMEHTOB M Matepuarnos (Mpu Hanuuum);

K) MOANMCU AOMKHOCTHbIX NULL MMUEH3NPYIOLLEro opraHa, NpoBOAMBLLNX MPOUNAKTUYECKUIA BU3NT.
IV. OcywecTBneHve rocyaapcTBEHHOro NULIEH3UOHHOro KOHTPONS

23. JINUEH3NOHHbIN KOHTPOSNb OCYLLECTBNAETCS NOCPEeaCcTBOM MPOBEAEHUS BHEMMAHOBbLIX KOHTPOSbHbLIX
MepPONPUATUNA.

an nposeaeHnn NMMUEH3NOHHOIo KOHTPOIIA MOryT npuBliekaTbCA He 3aunHTepeCOBaHHble B pe3ylibTaTax

TaKoOM OLIEHKM cneumanucTbl B COOTBETCTBMM co crateen 34 depepanbHoro 3akoHa "O rocyaapCTBEHHOM
KOHTpore (Haa3ope) n MmyHuumnanbHOM KoHTpone B Poccunckon ®egepaunn’.

KoHcynbTaHTlInoc: npuMmeyaHue.
C 01.03.2024 n. 23 pononHsieTcs HoBbIMK ab3auamu ([octaHoBneHue MNpasutensctea PP ot 03.04.2023 N
534).

24. BHennaHoBble KOHTPOJSbHbIE MEPONPUATUS BO B3aMMOLENCTBUN C MPOBEPAEMbIMU KOHTPONMPYEMbBIMU
nMuamMKn OCYLLECTBIAIOTCS B CNeayowwmnx Bugax KOHTPOMbHbIX MEPOMNPUSITUN;

a) JOKyMeHTapHasi NpoBepkKa;

©0) Bble3gHas NpoBepka.

25. BHennaHoBble KOHTPOMbHbIE MEPOMPUATULA, YKasaHHble B NyHKTe 24 Hactoswero [lonoxeHus,
NpOBOAATCA B COOTBETCTBMM CO cTatbamun 57, 66, 72 u 73 ®eaepanbHoro 3akoHa "O rocyaapCTBEHHOM KOHTpoOne
(Hag3ope) 1 MyHMUMNanbHOM KoHTpone B Poccunckon ®enepauun'.

26. B xoge JOKyMeHTapHOW NpOBEpPKN B COOTBETCTBUM CO cTaTbamu 72, 79 n 80 ®egepansHoro 3akoHa "O
rocyaapCTBEHHOM KOHTpone (Hag3ope) M MyHuumnaneHOM KoHTporne B Poccuiickon ®epepauun” moryT
COBepLIaTbCH CrneayoLme KOHTPOrbHbIE AEACTBUS:

a) nony4yeHne NMCbMEHHbIX 0O bACHEHUN;

©0) ncrpeboBaHne 4OKYMEHTOB.

27. B xoge Bble3gHOW MPOBEPKM B COOTBETCTBMMU CO cTatbamu 73, 76, 78 - 81, 83 n 84 depgepanbHoro
3akoHa "O rocygapcTBEHHOM KOHTpone (Hagsope) U MyHuumnaneHoM KoHTpone B Poccuiickon ®depepaummn”
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(pe T 16.05.2023) [JokyMeHT npepoctasneH KoHcynbTaHTAOC
\P€A. OT 16.U>. [lata coxparenus:: 09.08.2023
06 yTBepxaeHUU MNoNoKeHNs 0 NMLEH3MPOBAHNM NPOU3. ..

MOTyT COBepLUaTbLCS CrieayrLmMe KOHTPObHbIE AENCTBUS:
a) ocMoTp;
©) onpoc;
B) NOSTyYEHNE MUCbMEHHbIX OO BACHEHWI;
r) uctpeboBaHne JOKYMEHTOB;
4) ot6op npob n o6pasLos;
€) ucnbitaHue;
X) akcnepTusa.
28. Cpok npoBefeHs BbIE34HOWN NMPOBEPKM yCTaHaBnmMBaeTcs B npegenax 10 paboymx gHen.

Cpok npoBefeHus Bble3OHOW MPOBEPKM B OTHOLLEHUM KOHTPONMPYEMOroO nuua, OCYLLEeCTBASOLWEro CBOK
OesaTeNnbHOCTb Ha TEPPUTOPUSIX HECKOMNbKMX CybbekToB Poccuickon degepaummn, ycTaHaBnmBaeTcs OTAENbHO Mo
Kaxxgomy cunuany, npeacraButensctBy, 060COGNEHHOMY CTPYKTYPHOMY MOApasfenieHnio opraHmsaumm unm
NPON3BOACTBEHHOMY OOBLEKTY.

29. B cnyyae BbISIBNEHWUs Mpu NPOBEAEHWM BHEMMAHOBOINO KOHTPOMBHOIO MEPONPUSATUS HapyLLUEHWN
NNUEH3NOHHbIX TpeboBaHMN B OTHOLUEHUN [OeATENbHOCTM MO MNPOU3BOACTBY FEKAPCTBEHHbIX CPeacTs,
YCTaHOBMEHHbIX [lonoXeHnem o nUUEeH3NMPOBaHUU MNPOU3BOACTBA JEKAPCTBEHHbIX CPEACTB, YTBEPXOEHHbIM
noctaHoBreHnem [lpaButensctBa Poccuiickon Pegepauum ot 6 umiona 2012 r. N 686 "O6 yTBEpXOEHWM
[MonoxeHns o0 NUUEH3MpPoBaHUM NPOU3BOACTBA NEKapCTBEHHbIX CPeACTB", NULEH3UPYIOLWLMIA opraH B npegenax
NMONMHOMOYMIA 0053aH NPUHATbL PELUeHnsl, NpedyCcMOTpPeHHble YacTbio 2 ctatbu 90 PegepanbHoro 3akoHa "O
rocyaapCTBEHHOM KOHTporne (Haa3ope) u MyHuumnanbHOM KoHTpone B Poccunckon ®enepaumn’.

30. B cnyyae OTCyTCTBMSI KOHTPONMPYEMOro nuvua unuM ero npeacrasuTens oT6op npo6 (o6pasuos)
NPOAYKUMK (TOBAPOB) OCYLLECTBNAETCH C NPYMEHEHNEM BMOEO3aNMNCU.

31. B uensax nposBegeHus WCMbITAHUA W 3IKCNepTU3bl NEKapCTBEHHbIX CpPeacTB Ha COOTBETCTBUE
TpeboBaHNAM HOPMAaTUBHOW OOKYMEHTauuu (HOPMaTUBHOrO AOKYMEHTa MO KayecTBY) NULEH3MPYIOLWUIA opraH
npuBrekaeT cneuuanucta u (UNM) akKkpeouToBaHHble B COOTBETCTBUM C 3aKOHOAATenbCTBOM Poccuickoi
Pepepaumn 06 akkpeauTauuMM B HaUMOHANbHOMW CUCTEME akkpeamuTauuu 3SKCMEePTHYH OpraHu3auuvio unm
denepanbHble rocyaapCTBEHHbIE OBHOOXKETHblE YuYpexaeHus, NoABEeAOMCTBEHHblE NULEH3NPYIOLLEMY OpraHy
(banee - skcnepTHasa opraHusaums).

32. OT6op npo6 (obpasuoB) NEKAapCTBEHHbIX CPEACTB OCYLIECTBMSETCA [AOJPKHOCTHBIMK NvLaMu
NMLEH3NPYIOLLErO OpraHa (TeppuTopuanbHOro opraHa) B COOTBETCTBMM CO  CBOMMM  OOSMKHOCTHBIMU
NMOMHOMOYUSAMM.

33. OTb6op npob (06pasLoB) NeKapCTBEHHbIX CPEACTB Afsl NPOBEeOEHUS UCNbITAHUIA 3KCMEePTMU3bl MO BCEM
WUNM OTAENbHbIM NoKasaTensiM HOPMAaTUBHOW OOKYMEHTauuuM (HOPMaTMBHOIMO OOKYMEHTa) OCYLLEeCTBNSeTCs B
KonuyecTBax, HeobXxoAMMbIX Ans ABYKPaTHOTO BOCNPOU3BEAEHNS METOAOB KOHTPOMS KayecTBa NEKapCTBEHHOIO
cpefcTBa ¢ y4eTom TpeboBaHWiA HOPMATMBHOW AOKYMEHTaUuM (HOPMaTUBHOIO AOKYMEHTa) Ha Hero.

34. Ona npoBefeHWst UCMbITAHUIA WM 3KCMEpPTU3bl METO4aMM Hepaspyllatlowero aHanusa oTbupatotcs 3
yMaKoBKM fieKapCTBEHHOro npenaparta unun 10 rpammoB hapManeBTU4eckon cybcTaHLmu.

35. lMpu coBnageHun cnekTpoB OTOOpaHHbIX MPob (06pasuoB) NEKAPCTBEHHbLIX CPEACTB C 3TAINOHHLIM
CMEeKTPOM, YCTAHOBIIEHHLIM B COOTBETCTBUM C hapMakonenHbimu TpeboBaHuamn, otobpaHHble Npobbl (06pa3subl)
NeKapCTBEHHbIX CPeACTB BO3BPALLAOTCS KOHTPONMUPYEMOMY nuUy, Y KOTOPOro OHM Obinu oToGpaHbl Ans
npoBedeHUs aKkcnepTusbl, ¢ odopMreHVemM akTta Bo3BpaTa obpasuoB, ¢opma KOTOpOoro yTBepXKaaeTcs
NMUEH3NPYIOLLMM OpraHoM.

36. I'Ipm HecoBMnaaeHN cnekTpa JnekapCTBeHHOro cpencrtbBa C 3TAllOHHbIM CMEeKTPOM OCYLeCTBIAeTCA
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MocTtaHoeneHue MNpasutensctsa PO ot 06.07.2012 N 686 K n
KOHCYJIbTAHTIIOC
(pea. ot 16.05.2023) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

N [ara coxpaHenus: 09.08.2023
06 yTBepxxaeHun MNonoxeHns o0 IMLEH3UPOBaHUN MPOK3...

oT6op Npob (0Opa3LoB) NEkAPCTBEHHOIO cpeacTBa ANs NPOBEAEHUS] AKCMEPTU3bI MO NoKasaTensiM HOpMaTUBHOW
OOKyMeHTaumMm (HOpMaTMBHOrO [OKYMEHTa) MO KavyecTBy B COOTBETCTBMM C MNyHkTamu 37 u 38 HacTtosLiero
MNonoxeHus.

37. Tlpobbl (06pa3ubl) nEeKapCTBEHHbIX CPEACTB  HaMpaBMslOTCA  MMLUEH3UPYHOLWMM  OpraHoMm
(TeppuTopmanbHbIM OpraHoOM) B 3KCMEPTHYIO OpraHM3auuio C NPUIOXKEHUMEM KOMWI OpoToKkora oTbopa npob
(obpasLoB) NekapCcTBEHHbIX CPEACTB.

38. OkcneptuMsa OCyLWECTBNSETCA JKCMEePTOM UMW 3KCMEPTHOM  opraHusaunern no  NopyyYeHuto
NMUEH3NPYIOLLIEro opraHa (TeppuTopMarnbHOro opraHa) Ha OCHOBAaHMM JKCMEPTHOrO 3aJaHusl, KOTopoe MOXET
BKJtOMATb OAHY WS HECKOJSbKO M3 CreayoLWmMX 3a4ay 3KCnepTmabl:

a) yctaHoBneHne akToB, 06CTOATENBCTB;

0) ycTaHOBMEHNE TOXAECTBA UMK Pasnnyns;

B) yCTaHOBIEHME OOBEKTUBHbLIX CBOMCTB U COCTOSHUIA MMEKLLMXCS B Hanuuum obpasuoB NeKkapCTBEHHbIX
CPeAacTs;

I') npoeegeHne OUueHKn 06pa3u,a JNIeKapCTBEHHOIo cpeacTtBa Ha COOTBETCTBME 3aaHHbIM KPUTEPUAM;

[l) YCTaHOBMeHWe CcoOoTBETCTBUA obpasua nekapCTBEHHOro cpencTBa TpebGoBaHUAM HOpMaTUBHOM
JOKyMeHTaLuy (HOpMaTUBHOMO [LOKYMEHTa).

39. Bpems ocyLLeCcTBneHNs aKCNepTU3bl 3aBMCUT OT BUAa 9KCNepTU3bl U yCTaHaBNMBAETCH MHOUBMAYANbHO
B KaXXOOM KOHKpPETHOM CJly4ae no cornalleHuno Mmexay nuueH3npyrLwmnm opraHomM U 3KCnepTom munum 3KCI'IepTHOI7I
opraHusaumen.

40. doTocbEMKA, ayono-, Bnaeo3anncb OCyLLECTBITIAKTCA B ClieayoweM nopanke:

a) ons dumkcauumn xoga U pesynbTaToB KOHTPOMbHOTO MEPONPUSTUS OCYLLECTBNSIOTCS OpUEHTUPYLOLLas,
0630pHas, y3nosasi n AeTanbHas (hOTOCbeMKa 1 BUOEO3arNuCh;

6) oTto-, ayamo-, BuAaeodMKCaLMA MNPOBOAATCA OOSMKHOCTHbIM  FIULOM,  YMOSTHOMOYEHHbIM  Ha
OCYLLECTBMEHNE FULEH3NOHHOrO KOHTPOMs, MNpyM NPOBEOEHWM KOHTPOMbHOrO MEeponpuaATMS MNoCcpeacTBOM
ncnonb3oBaHua oToannapaToB, AMKTOMOHOB, BMAeOKaMep, a Tawke MOOWMbHbIX YCTPONCTB (TenedoHos,
CMapT(OHOB, NMNaHLLETOB);

B) obopyaoBaHue, ucnonb3yemMoe Ans nposeneHns oTo- n Bugeodurkcaummn, JOMKHO MMETb TEXHUYECKYIO
BO3MOXHOCTb OTOOpaXkeHUs Ha (POTOCHMMKaxX M BMAEO3aNUCU TEKyLLen AaThbl U BPEMEHU, @ Takke COXpPaHEeHUs
OaHHbIX O MECTE CbEMKM (KOOpAMHAT);

r) ayguosanucb BedeT AOIMKHOCTHOE IMUO, YMNOSTHOMOYEHHOE Ha OCYLECTBMEHUE JMLEH3MOHHOIO
KOHTPOISi, MpY NPOBEAEHNN KOHTPOSIbHOTO MEPOMNPUSTUS;

4) Npu nposefeHun poTo- 1 BUaeodUuKcaumnn:

HeobX0AMMO NPUMEHNATL NpreMbl oUKcaLmK, Npu KOTOPbIX UCKINOYaAeTCs BO3MOXHOCTb UCKaXEHUS CBOMCTB
006beKTa KOHTPOS;

cnenyet obecneunBatb ycnosusa (*)I/IKcaLI,I/IVI, npn KOTOPbIX MOJ1y4YeHHble (*)OTOCHI/IMKI/I, Bnaeo3anncb
MakKcunmMarsibHO TOYHO U MOJTHO 0T06pa)KaIOT cBOMNCTBa 0OBLEKTOB KOHTPOIA;

e) nHdopmaumsa o npoBefeHNM HPOTOCBEMKM, ayauo- U BUOEO3anUcK OTpakaeTcst B akTe KOHTPOSbHOMo
MEPONPUATUS C yKasaHMEM TUNa 1 Mapku o6opyaoBaHUst, C MOMOLLBIO KOTOPOro NpoBoAMnach uKcaums;

X) hoTO-, ayamo- 1 Buaeomatepuarnbl ABASIOTCS NPUIIOXKEHNEM K aKTy KOHTPObHOIO MepOonpusTusi.

V. KntouyeBbie nokasaTenu fIMLEeH3UOHHOIrO KOHTPOJIs
M UX ueneBble 3Ha4YeHuUs
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MocTtaHoeneHue MNpasutensctsa PO ot 06.07.2012 N 686 K n
KOHCYJIbTAHTIIOC
(pea. ot 16.05.2023) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

N [ara coxpaHenus: 09.08.2023
06 yTBepxxaeHun MNonoxeHns o0 IMLEH3UPOBaHUN MPOK3...

41. KnioueBble nokasaTenu nuUeH3noHHoro KoHTpons (KM) oTpaxaloT ypoBeHb MUHMMU3aLUK
MOCTYMNMEHNS HeA0OPOKAYECTBEHHbIX JIEKAPCTBEHHbIX CPEACTB B rpaXkaaHCKuii 0GopoT.

Ll,eneBoe 3Ha4YeHne KIr4yeBoro nokasarena JIMUEeH3NOHHOIo KOHTPOoNA onpeagendeTtcda  ucxoad wus
€XXEerogHoro CHMXeHuns Ha 1 NPOLEHT.

KrnitoueBor nokasaTenb nuueHanoHHoro koHTpons (KIM) onpegensieTcs no opmyne:

— [Ty )
ETI =| EJXIUU%:

roe:

T - KONN4EeCTBO OTO3BaHHbIX Cep|/|171 NleKapCTBEeHHbIX npenapaTtoB B CBA3U C HapyLleHuem Tpe6oaaHv||7| K
npon3BOACTBY J1eKapCTBEHHbIX CpeacCTB 3a OTYETHbIN nepuopa;

K - obLiee KonNMYecTBO Cepuii NekapCTBEHHbIX NpenapaToB, HaxXo4sLWMXCa B OBpalleHun Ha Tepputopum
Poccuiickon ®epepalmm 3a oT4ETHbBIV Nepuog,.

KoHcynbTaHTlIntoc: npumedaHume.
C 01.03.2024 pasg. V pononHsietcs n. 41(1) (OoctaHonenue Mpasutensctea P® ot 03.04.2023 N 534).

V1. O6xanoBaHue peLeHnn KOHTPOSbHbIX (HAA30PHbLIX) OPraHoB,
pencTBun (6e3aencTBmA) NX AOMKHOCTHbIX NNLY

42. lpaBom Ha obxanoBaHue pelweHui MuHMCTEpPCTBaA MPOMBILINEHHOCTM U ToproBnu Poccuiickon
depepaumm nnn  dPepepanbHOM  CcnyxObl MO  BeTepUHApHOMY U (pUTOCaHMTaApHOMY Haa3opy M ee
TeppuTopmanbHbIX OPraHoB, encTeBui (6€34enCTBMSA) UX AOIMKHOCTHBLIX Nl obnagaeT KOHTponMpyemoe nuuo, B
OTHOLLUEHMWN KOTOPOro MPUHSTLI PELUEHUS UM COBEPLLEHbI AeNCTBUSA (Be3aencTBue), ykasaHHble B Yactu 4 cTatbu
40 ®degepanbHoro 3akoHa "O rocygapCTBeHHOM KOHTporne (Hag3ope) n MyHuumnansHOM KoHTpone B Poccuiickon
degepaummn”.

43. YXXanoba Ha peweHne MuHUCTepcTBa NpPOMbILWINEHHOCTU W ToproeBnu Poccuiickon depepaumum,
nencteus  (6esgencTBuMe) ero  OOMKHOCTHbIX  NWL  paccMmaTtpuBaeTcs  pykoBoguTenem  MuHucTepcTBa
NPOMBILLIIEHHOCTU U Toproenu Poccuiickon deaepaumm.

>Kanoba Ha pelweHne TeppuTopuanbHoro opraHa ®PepgepanbHo Ccnyxbbl MO BETEPUMHAPHOMY U
UTOCaHNUTApPHOMY Hag3opy, AencTBus (6e3gencTeme) ero JOMKHOCTHLIX NUL, paccMaTpuBaeTCs PyKOBOAUTENEM
(3amecTuTenem pykoBoAUTENHA) yKasaHHOro TeppuTopumanbHoro opraHa deaepanbHon cnyxObl  no
BETEpPMHAPHOMY U (PUTOCAHNUTAPHOMY Haa30py.

Kanoba Ha penctBus (bes3gencTBne) pykoBOAUTENsl (3aMecTUTENs PYKOBOAUTENS) TeppuUTOpUarbHOro
opraHa ®epepanbHoii cnyxbbl MO BeTEPUHAPHOMY W (UTOCAHUTAPHOMY HaA30py paccmaTpuBaeTcs
®epepanbHou crnyxbomn no BeTepuHapHoMy 1 ouToCaHMTapHOMY HaA3opy.

B cnyyae oGxanoBaHWUsi pelleHuii LeHTparbHoro annapata deaeparnbHoi cryx0bl Mo BETEPUHAPHOMY U
UTOCaHNTApPHOMY Haa3opy U (Mnn) gencTeun (0e3gencTBus) ee AOMKHOCTHBIX Nl Xanoba paccmarpuBaeTcs
pykoBoauTenem ®enepanbHol cryx0bl N0 BETEPUHAPHOMY 1 (DUTOCAaHUTAPHOMY Haa30py.

Kanoba Ha pelleHve, gencteusa (6e3gencteBrne) AOMKHOCTHBIX Nyl MWHMCTEPCTBA NMPOMBILLIIEHHOCTM U
Toproenu Poccuickon ®enepaumnmn nnn degepansHom cnyx0Obl MO BETEPUHAPHOMY 1 (buToCaHUTapHOMY Haa30py
N ee TeppuTOopuarnbHbIX OpraHoB MOXeT ObiTb nogaHa B TeyeHnve 30 KaneHOapHbIX OHENW CO [HSA, Korda
KOHTPONMPYEMOE NNLIO Y3HANO NN AOJMKHO ObINO y3HATh O HAPYLLUEHMW CBOUX Npas.

44. Xanoba Ha npegnncaHne MuHucTepcTBa NPOMbILLIIEHHOCTM U Toproenn Poccunckon degepaumm unm
depepanbHOi cnyx0Obl MO BeTepMHapHOMY W dmTOCaHUTapHoMy Hagsopy Poccunckon depepaumm mn ee
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MocTtaHoeneHue MNpasutensctsa PO ot 06.07.2012 N 686

(pe T 16.05.2023) [JokyMeHT npepoctasneH KoHcynbTaHTAOC
\P€A. OT 16.U>. [lata coxparenus:: 09.08.2023
06 yTBepxaeHUU MNoNoKeHNs 0 NMLEH3MPOBAHNM NPOU3. ..

TepputTopmnaribHblX OpraHoB MOXeT OblTb nogaHa B TedeHne 10 pa6oql/|x OHen co [fgHs nony4yeHus
KOHTPOJTIMpyEMbIM JTULIOM NpeanncaHn4.

45. )Kanoba, noctynuewas B MMHUCTEPCTBO NPOMbILLNIEHHOCTU U Toproenu Poccuiickon depepaumm unm
®epepanbHylo cnyxby no BeTepuHapHOMY W (PUTOCAHWTAPHOMY HaA30py U ee TeppuTopuaribHble OpraHbl,
NOANEXWUT perncTpaumMm He nosgHee criegytowero paboyero AHA co OHsA ee noctynneHuda. Kanoba
paccmaTpuBaeTca B TeyeHne 20 pabounx gHew co AHA ee perncrpaumu.

KoHcynbTaHTlntoc: npumeyaHue.
C 01.03.2024 B a63. 2 n. 45 BHocaTcA naMeHenus ([loctaHoBnenwe [lMpaButensctBa PO ot 03.04.2023 N
534).

Mpu paccMmoTpeHun xanodbbl MUHUCTEPCTBO NPOMBbILLNEHHOCTM 1 Toproenu Poccunckon depgepaunmn mnm
depepanbHas cnyxba no BeTepuHapHOMY W (UTOCAHUTAapHOMY HaA30py M ee TeppuTopuasnbHble OpraHbl
NCMNoMb3yloT MHPOPMALMOHHYIO cucTeMY JOCYAeOHOro obxKanoBaHnsi KOHTPONbHOW AEATENbHOCTU.

46. B cnydyasnx, ycTaHOBMeHHbIX YacTbio 1 cTatbm 42 PepepanbHoro 3akoHa "O rocyaapCTBEHHOM
KOHTporne (Hagsope) 1 MyHuuuMnansHOM KoHTporie B Poccunckon ®enepauun”, ynonHOMOYEeHHOE AOMKHOCTHOE
nuo MuHucTepcTBa NPOMBIWNEHHOCTM M ToproBnm Poccuiickon ®egepauum mnyM yNnorTHOMOYEHHOE NULO
depepanbHOM cnykbbl MO BETEPUHAPHOMY M (PUTOCAHUTAPHOMY HaO30py M ee TeppuTopuarnbHbIX OPraHoB
NPUHMMAIOT peLleHne o6 OTKase B pacCMOTPEHUMN xanobbl B TeyeHne 5 paboumx gHen ¢ MOMEHTa NosyyYyeHus
»anoobl.
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