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Camoe BaxxHOe U UHTepecHoe ANA cneuManucToB
¢hapmaueBTUYECKOM OTpacnu

flocayma paccMoOTpUT 3aKOHOMPOEKT 00
oTmeHe ceptudpumkata GMP ansa
UMMOPTHbLIX BeTnpenapaToB

NcTouHnk usobpaxeHus freepik.com

MHoCTpaHHbIM NpOoM3BOANTENSAM BETEPMHAPHbLIX NpenapaToB XOTAT NPeaoCcTaBMTb nocnabnexus
Ha poccuinckom pblHke. MNMpegnaraetcs npuoctaHoBuTb Ao 1 aHBapsa 2026 roga obsizatenbHoe
TpeboBaHMe 0 COOTBETCTBUN 3apyDexHbIX MPOM3BOACTB poccurckomy ctangapty GMP. Takon
3aKoHONpPoeKT focayma paccMOTpUT B NEPBOM YTEHUWN B Mae TeKyLlero roga, criefyeT U3 KapTo4ku
AOKyMEHTa B 9reKTPOHHOM 6a3e HmKHen nanarbl.

OTOT 3aKOHOMNPOEKT Hanpasuna B focaymy rpynna genyTtaToB HWXKHEN nanathbl
(sozd.duma.gov.ru). ABTOpbI NpeasiaraloT BHECTU NOMNpaBKM B 3aKOH 06 obpaLleHum
neKkapCTBEHHbIX CPEACTB M npuocTaHoBuTb Ao 1 aHBapsa 2026 roga obsizatensHoe TpeboBaHue
ANst UHOCTPaHHbIX NPOM3BOAUTENEN BETNPENAPATOB O COOTBETCTBMU POCCUMCKOMY CTaHOapTy
GMP.

GMP (o1 aHrn. Good Manufacturing Practice — Hagnexaliasi npoM3BoACTBEHHAsA NpaKTUKa) —
3TO CBOZA NpaBun u TpeboBaHnii Ansa obecnevyeHns Ka4eCTBEHHOIO NPON3BOACTBA BETNPENapaTos,
NX UCMbITAHUIA N XpaHEHWS.
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Mo 3akoHy poccuinckum TpebosaHmam GMP gomkHbI COOTBETCTBOBATbL OTEYECTBEHHbIE, a TAKKe
MMMNOPTHbIE NPOM3BOAMTENN BETEPMHAPHBIX MPenapaToB, €CM OHW NOCTaBASOT CBOK MPOAYKLINIO
Ha pPbIHOK P®.

ABTOpbI 3aKOHOMNPOEKTa yoexAeHbl, YTO TakMe nocrnabneHust Ans UHOCTPaHHbLIX KOMMAHWIA HY>KHbI
Ans 6uonoruyeckor 6esonacHocT cTpaHbl. OgHAKo POCCUNCKME NPOM3BOAMTENN BbiCKa3blBaloT
onaceHus, 4To Takum ob6pa3oM B Poccuio OTKPOKT JOPOry HeKaueCTBEHHbLIM MMMNOPTHbLIM
BETNpenaparam.

«PaspelumTb Npogaxy MMNOPTHbIX BeTnpenapatoB 6e3 cepTudurkaumm — 3HadnT BbICTYNUTb
NPOTUB Pa3BUTUS OTEHECTBEHHOW OTpacnv BETepUHapHOM hapmMaLeBTUKN U OTKPbITb A0pory
HeKa4YeCTBEHHOMY MMMOPTY», — NPOKOMMEHTUpoBan «BeTeprHapumn 1 Xn3Hu» 3aKoHOMPOEKT
anpekTop npegnpuatma «HUTA-GAPM» Oner XKykoB, kaHAMAAT XUMUYECKUX HayK.

Mo ero MHeHUIO, Takas Mepa noctaBnUT B HEpPaABHOE MOJTOXKeHNne OTeE4ECTBEHHbIX I'IpOVI3BO,EI,MTeJ'Iel7I
BETNpenapaTtoB N UMNOPTEPOB U, KaK cneacrtene, ToJ1bKO ycyry6|/|T cuTyauuro ¢ 3aBMCUMOCTbHO
OT MMNOPTHbIX JIEKAPCTB.

MpeacTaButTenn apyroro poOCCUMCKOro NPOU3BOAMTESNS BETNPENapaToB — rpynmnbl KOMAaHWm
«BUIK» ('K «BUK») — cornacHbl, 4to oTMmeHa GMP-cepTudumkaumnmn gns MHOCTPaHHbIX
npounsBoauTenemn yaaput no oTe4ecTBeHHbIM KomnaHnam. « OTMeHa 4aHHOro 3akoHa unm
CMeLLeHne ero CpoKoB NpmUBERYT K KpaTHOMY YBENUYEHNIO (PUHAHCOBOW Harpy3ku n otbpocaT
BETepMHapHyto hapmaueBTuky Ha 10 net Ha3aa. Bce BeTepmHapHble Npon3BoaMTENN HAaXO4ATCA
B aKTMBHOW MHBECTULIMOHHOW (hase No HOBbIM NPON3BOACTBEHHbLIM NOWAASM N HAyYHO-
nccnenoBaTteribCkUM NpoekTaM», — NpokoMmeHTuposanu «BuXXK» B npecc-cnyxte 'K « BUK».

NcTo4Huk: vetandlife.ru

Pasobpatbca B npaBunax un TpebosaHnax GMP 1 yBennuntb Nonb3y BbiMyCKaeMblX fieKapcTB
MOXHO C MOMOLLbIO cnpaBo4yHoro matepuana « GMP» B oTpacnesom komnnekTe «TexakcnepTt:
MeauuunHckas npoMblieHHoCTh. PapmaLieBTrkay. Matepman OCTYNeH Ha rnaBHOW CTpaHuue,
B pa3aene «BaxHble ccbinkm»->0OTpacneBble ctaHaapTbl cepumn GxP.
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1. Yto npeactaBnaet coboin GMP B Mupe v AnA Yero HeoBxoauMm 3TOT cTaHpapT?

GxP (Good <..> Practice, Hagnexawas <..> npakTuka) - NpW3HaHHAA BO BCEM MWpPE CWUCTEMa
obecneueHWA KadecTBa B perynupyemesiXx OTpacnAx, BKkMwoyaAa nekapctea. Cuctema GxP (B uwacTu
thapmaleBTV4eCKOR NPOMBILLNEHHOCTH) OXBaTLIBAET BCE STANLI HW3HEHHOIC LWKNa NeKapCcTBEHHOTO CpeacTea, oT
thapmaleBTVUeckol  pa3paboTkn, WCNBITAHWA, W3rOTOBNEHWA, XPaHEeHWA A0 WCMOMbL30BAHUA  KOHEUHEIM
noTpebnTenam.

Hagnexawana npousBoacTEeHHaA npaktvka (Good Manufacturing Practice; GMP) oxeatwiBaeT Bce
ACMEeKTsl MPOW3BOACTEE NEKAaPCTBEHHLIX CPEACTE ANA MEeJWUWHCKOMO W BETEPUHAPHOTO NPUMEHEHWA OT UCXOOHLIX
MaTepuarnoB, nomelleHni  obopyaoBaHua 0 oByJYeHWA M NMYHOA TMIMeHsl NepcoHana.

lMpeanocbiNKol K CO30@HWKD CMeuvanbHbIX NpaBun, perynupyolmx OeATensHOCTE (hapMaLeBTUYeCKUX
NpoOM3BOACTE, CTan Mepexod OT anTeyHoro K MpOMbILLNEHHOMY NPOM3EOACTEY NeKapCTBEHHLIX CPeAacTE,
HaYaBLLWACA B NnocnenHen YeTeepT XIX Beka, BCNeACTBME Yero PUCKK ANA notpebuTene 3Ha4MTensHO BO2POCNN
W3-3a  MacwTabupoBaHua ofbemoB BhiNycka. Pag  gpamaTwdeckmx  apmMausBTUYECKWX  CKaHOanoe,
NPCUCXOOMBLLWNX Ha NPOTAXEHWM Npownoro ctonetua (ocobeHHo B CLUA), Kaxablii pa3 CTAHOBMNCA OCHOBaHWeM
ana nepecMoTpa TpeboBaHWA K NpOW3BOACTBY M KOHTPOMKO HaA Ka4yeCTBOM MeKapCTBEHHLIX CPeACTE M BBeOeHMA
ouepenHbIxX CTporux U Gonee OeTanW3MpOBaHHLIX NONPABOK B 3aKOHOOATENLCTEO.

MwuH3gpaB xo4eT 06HOBUTb MOPSAOOK
NpoBeOEHNA 3TUYECKMX IKCNEPTN3 AN
KINMHMCcCneaoBaHU npenapaTos

MwuH3gpaB cobupaeTtcs 06HOBUTL NonoxeHne o CoBeTe No 3TUKE U NOPSIAOK NPOBEAEHUS
3TMYECKOW 3KCNepTu3bl AN 060CHOBaHUA BO3MOXHOCTU NPOBEAEHUS KITMHUYECKMX UCCIeqoBaHUN
nekapctB. NonpaBku pa3paboTaHbl B pamkax rapmoHunsaumm ¢ npasom EAIC. B cnyyae
yTBEPXAEHNA npukas BCTynuT B cuny ¢ 1 auBapa 2025 roga.
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MwH3gpaB npeanoxun yTBepAnTb HOBoe nonoxeHne o CoBeTe No 3Tuke, Nopsake ero co3naHus
n neaTenbHOCTK, TpeboBaHMSA K KBanudukaumm akcnepToB n opmy 3aknodeHuns CoseTa
no atuke. MpoekT nprkasa HaxoaUTCs Ha cTagum obLlecTBeHHOro obeyxaeHus (regulation.gov.ru).

[OoKyMeHT Ao/mKeH 3aMeHUTb AencTBytowmne npukasol Begomctaa Ne 753H ot 26.08.2010

«O6 yTBEPXAEHMM NOPSAKA OpraHn3aLmm 1 NROBEAEHNSA 3TUYECKON SKCNERTMU3bl BO3MOXKHOCTU
NPOBEAEHUA KNNMHUYECKOTO MCCNEeA0BaHNA NEKAPCTBEHHOIO NpenapaTa Ans MeanLIMHCKOro
npuMeHeHnsa 1 hopmbl 3akntodeHna Coseta no atnke» 1 Ne 986H ot 29.11.2012

«O06 yTBERXKAEHUN NONOXKEHMS 0 COBETE NO ITUKEY.

CornacHo obHoBneHHOMY nonoxeHuto, CoBeT AOMKEH BblAaBaTb 3aKNOYEHNSA 06 aTUYECKON
0060CHOBaHHOCTN BO3MOXHOCTM NMPOBEAEHUS KIMHUYECKOro nccnegosaHna nekapctea. OH Takke
OynoeT NpoBOANTb 3TUYECKME IKCNEPTU3bl BO3MOXHOCTU NPUMEHEHWS NpenapaToB B YCIOBUSX
BOEHHbIX JENCTBUI, YpE3BbIYANHbBIX CUTYaUUR, Ana NpounakTukM 1 neveHus sabonesaHunmn,
onacHbIX A5 OKpyXatoLmx, 3aboneBaHnm, NONyYEeHHbIX B peayrnbrate BO34enCcTBuIS
HebnaronpuUaTHBLIX XMMUYECKNX, BUONOrMYECKNX, paanaunoHHbIX hakToOpoB, a TakkKe fiekapcTs

B Cny4vae nx gedekTypbl Unn pucka ee BO3HUKHOBEHMS B CBA3U C CaHKLNAMMN.

Mnanupyetca cokpatutb ¢ 30 g0 25 pabounx AHEN CPOK NPOBEAEHNSA ATUHECKOWN IKCMEPTU3bI.
B3anmopgencTeme ¢ ydacTHMKaMmM pbiHka ByoeT NnpoxoanTb Yepes NUYHbIA KabMHET 3aaBuUTeNs.

B cny4yae ecnu npukas yTBepasT, oH BCTynuT B cuny ¢ 1 anBapsa 2025 roga.
MonpaBku paspaboTaHbl B paMkax rapMmoHu3aumm ¢ npasom EASC.

NcToYHNKK:
pharmvestnik.ru

HopmaTnBHOe perynupoBaHue NpousBoacTBa M 060poTa MeQULMHCKUX U3AENUIA HanpaBrneHo
Ha CHUXXEHME PUCKOB Yrpo3bl 300POBbLIO U XU3HU Nioaeit. PasobpaTtbcsi B 0COBGEHHOCTAX
rocy4apCTBEHHOro KOHTpons 6e3onacHOCTV NPOU3BOAMMbIX MEAULIMHCKUX U3OENniA MOMOXET
noabopka cnpaBoYHbIX MaTepuarnoB B cepBuce «JlekapcTBEHHbIe CREACTBAY B OTPACeBOM
koMmnnekTe «TexakcnepT: MeavumMHckas NROMbILINEHHOCTL. PapMaLeBTUKa.

C nomMmoLwb0 HEro MOXHO:

— NONYYNUTb Pa3bACHEHUA NO 00LWLMM NONOXEeHUAM O Meau3aenusx, JIeKapCTBEHHbIX Cpencteax
N HApPKOTUYECKNX JNNTEKapCTBEHHbIX CpencTBax;,

— HanTK 0630pbl HALMOHAaNbLHOIO 3aKoHoAAaTeNbLCTBa U 3akoHoaaTenbcTea EASC;
— BOCNOMb30BaTbCs cneynanbHO NoAroTOBNEHHLIMU anroputMamMmm AeNCTBUN.

Halimu cepsuc MOXHO Ha enasHoUl cmpaHuue Komriekma cucmem « Texakcriepm: MeduuyuHckas
npombiwneHHocms. @apmayesmuka» 6 pasoesne «llone3Hble CCbiIKuy.
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Bonpoc-oTBeT

Bonpoc:

@  YyqeT NeKkapCTBEHHLIX CPECTE

EE DapmauesTUYeckasn 4eATENbHOCTE

= lockoHTpons npw obpaweHnn

% | neKapcTBEHHLIX CPEACTE

CcbInku BeayT Ha AOKYMEHTbI B cuctemMe «TexakcnepT».
Ecnu ccbInKu He aKTUBHbI UK NPU Nepexoae BO3HUKaeT OWnbKa, BepOATHO,
Bbl He sIBNsieTeCb Nonb3oBaTenieM « TexakcnepT» UM y Bac He HaCTpPoeHa yTunuTa

O6patutechb Kk npeactaBuTento «TexakcnepT» B BalleM peruoHe.

Y Kaknx COTPyAHWKOB MegopraHmM3auumn JormkeH 6biTb 4onycK K paboTe
C HAPKOTMYECKUMU CpeacTBaMm, NCUXOTPOMNHbIMU BELLLECTBAMM

1 npekypcopamun? [encTaytoLliee HOpMaTUBHOE perynmpoBaHue
AAHHOro BONpOCca HOCUT JOCTAaTOMHO OO XapakTep 1 No3BonsaeT
NPOWM3BOSbHO TPakTOBaTb JaHHOe TpeboBaHue. Hanpumep, ctaplias
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MeOuuUHCKasa cecTpa oTaeneHus, kotopas cama He paboTtaet

C HAPKOTMYECKUMU CpeacTBaMu, HO PyKOBOAUT COTPYOHUKOM, KOTOPbIN
C HMMK paboTaeT, AoMKHA MMETb A0MNYCK K paboTe C HapKOTUYECKUMMU
cpeacteammn?

OTBeT:

MonyunTb gonyck 1 npontn obyyeHne ¢ uenblo paboTbl C HAPKOTUYECKMMU CpeacTBaMm

M NCMXOTPOMHbLIMK NpenapaTaMmy AOSMKHbI BCe MeAMUUHCKME paboTHMKN, OCYLLEeCTBRSOLWME
B3aMMOAENCTBME C TAaKUMKN NpenapaTamu (BKNoYas NpueMKy, y4eT, HenocpeacTBEHHOE
NPUMEHEHME U CnUucaHue).

O6ocHosaHue:

Mcxoasa n3 nMueH3noHHbIX TpeboBaHuI, yKka3aHHbIX B [oNoXeHMn o NMueH3npoBaHnm
AEeATENbHOCTM MO 060POTY HAPKOTUYECKMX CPELCTB, MCUXOTPOMHbLIX BELLECTB 1 X NPEKYPCOPOB,
KyNbTUBMPOBAHMIO HApKOCoAepXaLlMx pacTeHun (yTBep>KaeHO nocraHoBneHvem MpaButenscrBa
P® ot 02.06.2022 N 1007, nanee — lMNonoxeHune), nuueH3naT JormkeH o6ecneynTb NOBbILLEHNE
KBanudmrkaumm cneumannctoB ¢ dapMaueBTUYECKUM 1 MeOULMHCKMM 06pa3oBaHmEM,
OCYLLECTBSAIOWNX AEATENbHOCTb N0 060POTY HAPKOTUYECKUX CPEACTB U NCUXOTPONHbIX BELLECTB,
BHeCeHHbIX B cnucku |l n Il nepeyHsi, He pexe ogHOro pasa B 5 neT (B crnyvae ecnv nuueH3naTom
ABNAETCA MeauLmMHCKasa nnu papmMaueBTUdeckas opraHnsaumnsa) — cMoTpuTe noanyHkT «HO»
nyHkTa 6 NonoxeHus.

Kpome TOro, JIMUEeH3NOHHbIMUA Tpe6OBaHI/I$'-IMI/I lNonoxeHus yCTaHaBITMBAETCA:

cobnitogeHue nopsagka gonycka nuu, K paboTte ¢ HapKOTUYECKUMU CPeACTBaMU U NCUXOTPOMHbLIMU
BeLlecTBaMu, a Takke K 4esTenbHOCTU, CBA3aHHOW C 060pOTOM NPEKYPCOPOB HAPKOTUYECKNX
CPencCTB U NCUXOTPONHbIX BELWECTB, ycTaHoBNeHHoro MpasutensctBom Poccunckon ®enepaumm
Ha oCHOBaHWUK NyHKTa 3 ctaTbn 8 n nyHkTa 8 ctatbm 30 PeaepanbHoro 3akoHa «O HAPKOTUYECKMX
cpeacTBax M NCUXOTPOMHbIX BewecTBax» (NognyHKT «B» nyHkTa 5 MNonoxeHus);

Hanuyme B COCTaBe PYKOBOAMTENEWN concKaTens NUUeH3nm, MMeoLwero HaMepeHue ocyLecTBNSATb
AeATenbHOCTb N0 06OPOTY HAPKOTUYECKUX CPEACTB U NCUXOTPOMHbIX BELLECTB, BHECEHHbIX

B cnuckm I-lll nepeyHs, npekypcopoB, BHECEHHbIX B CMUCOK | NepeyHs, a Takke KyrnbTMBUPOBAHNIO
HapKocoAepXaLLMX pacTeHM Ansa UCNOMb30BaHMS B HayYHbIX, Y4€OHbIX LIENsIX 1 B 9KCMEPTHON
AeATenbHOCTU, A4S NPON3BOACTBA MCNOSMb3yeMbIX B MEANLMHCKMX LENax u (Mnu) B BETEpUHapumn
HapPKOTUYECKNX CPEACTB U NCUXOTPOMHbIX BELECTB, CreunanncTa, MMetoLero COOTBETCTBYHOLLYHO
npodeccmoHanbHyo NoAroToBKy (NoanyHKT «XK» nyHkTa 5 MNonoxeHus).

Mcxoosa us atoro, nonyynTb AONYyCK K pa60Te C HapKoTun4decknummn cpeacrtsamMmm N NCUXOTPONMHbIMA
npenapartamMmum OofKHbI BCE LA, KOTOpble HENOCPEACTBEHHO BbIMNONMHAIKOT d)yHKLI,VII/I no npunuewmMkKe,
y4yeTy, HenocpenCTtBe€HHO NPUMEHAIOT U CNCbIBaAlOT AaHHbIE NpenapaThbl.
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Tak, nony4nTb HeoBXoaANMBIN AO0MYCK U NPONTN 0By4YeHne o0bsi3aHbl rMaBHbIM Bpad (Mnu ero
3amMecTuTenNb, OTBETCTBEHHbIV 3a JaHHOe HanpaeneHue paboTbl), rMaBHas MeauUmMHCKas cecTpa,
rmaBHble MEAULIMHCKME CeCTPbl OTAENEHUN (CTPYKTYPHbIX NOAPasAeneHnin) U MeguumnHcKme
cecTpbl. HeobxoamMmo Takke HanMyne JOMNyCcKOB Y YrEHOB KOMUCCUU MO CMICAHNIO

N YHUHTOXEHWNIO — TO €CTb AOMNYCK 1 crieynarnbHoe 00yYeHne HYXXHO COTPYAHUKaM, 3aHATbIM

B paboTe C HapKOTUYECKUMWN CPEACTBaMU U NCUXOTPOMHBLIMW Npenapatamiu.

CcbInku BeayT Ha AOKYMEHTbI B cucteMme «Texakcnepr».

Ecnu ccbinkn He akTUBHbI UNK NPU Nepexoae BO3HUKaeT ownbkKa, BEpOATHO,

Bbl He iBNsieTeCb Nnonb3oBaTtenemM «TexakcnepT» UK y Bac He HaCTPOeHa yTunura
«KAccucT».

O6paTtuTech K npeactaBuTento «TexakcnepT» B BalleM pPerMoHe.
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