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Camoe BaxHOe U MHTepecHoe ANA cneuuanucToB
¢hapmaueBTUYECKOM OTpacnu

MpaBMTENbLCTBO NPOAJIUIO IKCNEPUMEHT
No MapKMpoBKe MeAULIMHCKUX n3penum

MpoaneH aKkcnepmMMeHT No MapKUpPoBKe MeanumHcknx nsgenuin ao 31 aesrycta 2023 roga
nocraHoenexHveM [Npasutenscrea PP ot 28.02.2023 N 322. [lata BCTYNMNeHUs NOCTaHOBNEHNS
B cuny — 09.03.2023.

OKCNepMMEHT N0 MapKMpPOBKE OTAENbHbIX BUOOB MEOUUMHCKUX U3aenui Hadancs B Poccun

15 deBpans 2022 roga v gormkeH 6bin 3aBepluntbes 28 despans 2023 roga. B aekabpe
npownoro roga npecc-cnyxba MNpasutensctea P® coobuymna, 410 Ha 3acegaHnmn roCKOMUCCUN
No NPOTMBOAENCTBUIO HE3AKOHHOMY 0B60OPOTY MPOMBbILLAEHHOM NPOAYKUUKN BbISIO NPUHATO
pelueHre NPOoaAnnTb AKCNEPUMEHT MO MapKMPOBKe OTAENbHbIX BUOOB Meausaenvi ao 31 aerycta
2023 ropa.

Mogpo6Hee y3HaTb 06 060pOTE MEOULNHCKNX U3OENUIA HA TEPPUTOPUN CTPaH EBPA3NINCKOro
9KOHOMMYECKOrO COK3a NOMOXET CNpaBoYHbI MaTepunan «MeavumHckme usnenvs B EASC»
oTpacneBoro Komnnekra cucteM «Texakcnept: MeauUUHCKaa NPOMbILINIEHHOCTD.
dPapmaueBTuka». Matepman cogepxut nHdopmaumio o:

e Mpou3BOACTBE U MapkupoBke Mmeamsgenuin B EAIC;
e 0hOpPMIIEHNN PErNCTPALMOHHBIX JOCHE;

e TuUNax UcnbITaHUN MEeOULIMHCKNX N3OENNN;
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e 00wWwmx TpeboBaHMsax 6Ge30nacHOCTM U APPEKTUBHOCTU MEOULIMHCKNX U3OENUA 1 Ap.
Bca nHdopmMaums cnpaBovHOro Matepuana CTpykTypupoBaHa U COAEPXKMUT CCbISTKM
Ha HOpMaTUuBHbIE JOKYMeHTbI. Bam 6onblue He npuaéTcsa nckatb MHPOpPMaLUmMo B HECKOMbKNX

MCTOYHUKaAX — OHa yXe COO4EPXNTCA B OTpacrieBsoM komnnekTe!

CﬂpaBO‘-IHbII7I MaTtepuan AOoCTyneH no 3anpocy B UHTENNEKTyarlbHOM NOWCKe.

-~ VHTennekTyaneHei nonck: «MeguumHckve usnenis B EAC» AKTyanbHble MaTepnansl no 3anpocy Q
HIOKE NpeACTaBNeHs! HAIGONeS COOTEETCTBYIOLLME 3aNPACY AOK/MEHTS! 1
MarepHarntl. AKTyanbHble Cnpaskn
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Onpe/enenie NPUHAANEXHOCTH NPOAYKTA K KNACTY NeKAPCTBRHHBIX
PerncTpauns MeavuUMHCKoro usgenvs 8 EA3C CPEACTE MK Mean3enni

0 oT Hanera Ha cTouMoCTE
NP BBO3E W DEANUIALHK HA TEPDATODAK. ..

OOlHe TPeGOBaHMA GEIONACHOCTH  IMERTHEHOCTH MEWLMHCKIX HAZENH, TPEOOBAHHA K X MapKHPOEKe & or nan
W IKCINYATALHONHOR AOKyMENTaLM Ha Mt YTBepXAens: Peweiem Cosera E3K ot 12.02.2016 N 27 D el AT DO A ECEE R A L
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Mpagina 0BPALIEHHA MeAHLMHCKIX W3Aen Wil & npefenax EASC
MeAULMHCKIE W31EnNs, BENYCKasUbie & OOpaljeHie 5 pamkax EASC, Mognexal perucrpaumn (crd

CornaieHis o eauHbIX W npasunax WIAENWA (W3NENHA MELHLMHCKONO nowazams 8ce
HASHAYEHMA 1 MENWLIMHCKOR TEXHWNM) B DamKax EASC) Npasnna pericTpaumi i 3KCNEpTHIL GE30NACHOCTH - o
KayecTaa M 3@ PeKTUBHOCTH KHX H3RSNHA ¥ Cosera E3K 0T 12.02.2016 N 46. - © 0BBa3lkl U HODMEI

Mepeses OKYMENTOB PETMCTPALMOMHOTD AOCKE M PETHCTPALMM i IKCMEPTHIE MEULYHCKOTD W3lenta
sasucuT o7 knacca pucka wanenms. A wigennA B
ot cTenen prcka Ha 4 KNacca B COOTBETCTEMH C

Mpasnamu KNaccMMUKALMA MEAMUMHCKNX M3dennii B 3BUCMMOCTH OT NOTEHLMANEHOMG DHCKA MPMMEHEHNA

Ewe He paboTtaeTte ¢ «TexakcnepT» ans capmaueBTU4eckux npeanpuatun? NMonpobyure

HoBble nHaMKaTopbl pUcka Npu KOHTpone
obpalleHnsa nekapcTs

MuH3gpaB PO npeanoxun namMeHuUTb NepeveHb MHONKATOPOB pUCKa HapyLleHus 00s3aTenbHbIX
TpeboBaHuI Npu ocyLlEeCTBNEHUN rocHaa3opa B cepe obpalueHns nekapcts. COOTBETCTBYHOLLNI
AOKYMEHT onybrnvkoBaH Ha nopTarne NpoekTOB NPaBOBbIX HOPMATMBHbBIX akTOB — regulation.gov.ru.
B HeM roBopuTCs 0 TOM, YTO KOPPEKTHOCTL paboThl anTek 1 hapMaLeBTUYECKUX CKNaao0B OOMMKHA
onpeaensiTbCs No TpeM nokasaTensiM.
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AnTteka unu chapMcknaz nonagyT B KpacHYH 30HY, ECIY PErynsiTOp BbIIBUT 3aMETHbIN POCT
NpUoBpeTEHUS U NPOAAXU NPenapaToB U3 CnMcka NPegMETHO-KONMYECTBEHHOIO yyYeTa

B CPaBHEHWUW C APYrMMM anTekamu permoHa. IcTo4HMKoM MHdopMaLuum Anst CBEPKU B AaHHOM
cnyyae 6yayT BbiCTynaTb NokasaTenu o6opoTa yYeTHbIX NIEKapCTB 3a TEKYLLUIA U NpeablayLmi
KBapTarnbl.

Ewe oanH nHamkaTop — UCnonHeHe ANCTpUBLIOTOPOM rocyAapCTBEHHbLIX KOHTPAKTOB MK
[IOrOBOPOB Ha MOCTaBKy NekapcTB. BknoyeHne opraHm3aummn B peectp HegobpoCoBECTHBIX
MOCTaBLLMKOB AiBa unu bonee pa3 B Te4eHne roga CTaHeT OCHOBaHUEM A1 MPOBEPKW.

TpeTuin nokasatenb pucka — curHanbl NMLEH3MaToB O APYrMX OpraHn3auusix, paboTaroLmx
Ha Tex e nnoliagax 6e3 BHECEHUSs UIAMEHEHUI B peeCcTp NMLEH3UIN O CMEHE MecTa
OCYLLECTBINEHUS AEATENBHOCTY.

Ecnn pokyMeHT 6yaeT NpuHAT, OH 3aMeHUT cobor aencTaeyrowmnn npukas MuHagpasa

P® ot 7 nekabpa 2021 roga N 1130H, B KOTOPOM nepeyncrneHbl UHANKATOPbl pUCKa Npu KOHTpone
ob6pawieHusa nekapcte. Obpatute BHMMaHue. Cpean akTyanbHbIX MHAUKATOPOB pUCKa:
npnobpeTeHne 3TUNOBOro cnupTa B 06beme, NpeBbIatoLLEeM ONYCTUMbIE NokasaTenu. A Takke
Hanuymne y KOHTPONIMPYEMOro NnLa NeKapCTBEHHOIO Npenaparta, B OTHOLUEHUN KOTOPOro

no pesynsratam MOHUTOPMHIa opmumanbHbIX CanToB 3apyOeXHbIX PErYNATOPHbIX areHTCTB
nonyyeHa MHopmMaLmst O HOBbIX NOKa3aTenax kKayecTsa, KoTopas OTCyTCTBYeT

B locynapcTtBeHHOM (hapmakonee Poccun n ®apmakonee EASC, unu TpeboBaHusx,
YyCTaHOBSEHHbIX NPWU €ro rocperncTpaunn.

Bonpochkl KOHTpoONs n obpaleHns hapmMmaueBTU4YeCcKon NPoayKLMM U He TONbKO NoapobHO
paccMOTpeHbI B cneyunansHom noabopke aKCNepPTHbIX KOHCYNbTALMOHHbIX MaTepmanos
«MepuumHckaa n chapmaueBTnyeckas NPOMbILLIEHHOCTb: BONPOC-OTBETY.

Bce matepuanbl npegcraeneHbl B hopMaTe BOMPOC-OTBET M COAEPKaT CChINIKA HA HOPMAaTUBHYHO
AOKYMEeHTaLuMo Ans noapobHoro nayyeHusi sonpoca. MHdopmaumsi NOMOXeT Bam NPUHSATb
npaBUNbHOE pelleHne BalluX 3afay, OonMpasicb Ha onbIT KOMNer u MHeHWe aKkcnepTa.

[locTyn k pasgeny pacnonoXeH Ha rMaBHOW CTpaHuLe B 6roke «BaxkHble ccbinku» oTpacneBoro
KoMMrekTa cucteM «TexakcnepT: MeguumHckasi NPOMbILLIIEHHOCTb. PapMaLeBTMKay.
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O3HakoMbTeCh C aKTyalnbHbIMWN KOHCYINbTaUUMAMN B obnactun q)apmaueBqueCKoro npon3BoacTBa:

Kaknum o6paszom HeobxoaMMo yHUYTOXATb XypHarbl Mo npekypcopam

MOXXHO N Ha MEAULIMHCKOM M3OENWUN YKa3bliBaTb CCbIIKY Ha MHCTPYKLINKO MO NPUMEHEHNIO

Ha QR-koae

MpoBepka Hanuuma cepTudmkaToB cootBeTcTBUg CMK npu rocperncTpaLimm MeauLMHCKNX

wnsgenun

Hy>kHo nv noateepxaath cratyc «Pa3paboTymk» npu NpOU3BOACTBE MEAULIMHCKUX U3AENWi

N0 KOHTPRAKTY Ha NPON3BOACTBEHHbLIX NI1OLLIaAKAaX CTOPOHHUX KOMMNaHUn

Kak BHECTU M3MEHEHNA B PEECTP NIULIEH3UW Ha MEANLIMHCKME U3nenus

B 4yem pasHuLa Mmexay TepMuHamMu «NpPOoM3BOACTBO No cTaHaapTy GMP» n «nponsBoaCcTBO

no Hopmam GMP»

MHOrve apyrue

PewaiTe Bawm 3agayum ¢ aKcnepTHOW noaaepxkon ot «TexakcnepT»!
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HoBble AOKYMEHTbI OTPacneBoro KOMMsekTa « Texakcnepr:
MeguumHckas npomMblNeHHOCTb. PapmaueBTuka», SSHBapb-
doeBpanb

CnuncoK HOBbIX JOKYMEHTOB

Bonpoc-oTBeT

Bonpoc:

KomMmnaHus peanunsyet MeguumHCKMe TecTbl (HapKOTUKK, 6epeMeHHOCTb
N T.4.), MEOULNHCKNE N3LENnsa 3aperMcTpmpoBaHbl Mo HaLMoHanbHOMY
3akoHogatenbctBy P® go 2016 roga.

R EcTb nnaHbl Ha4YaTb NOCTABNATL TOBApbl B CTpaHbl — yyacTHULbLI EASC.

2 HeobxoamMmo y3HaTb y 3KCNEPTOB, HYXXHa N Kakasi-nnbo

' AononHuTenbHasa pernctpaumsa MU B aTux cTpaHax U MOXHO nu
NOCTaBMSITb HALUM TOBapbl B CTpaHbl — y4acTHULbI EASC Ha ocHoBaHMM
HaLLUMX PerMcTpaunoHHbIX YAOCTOBEPEHNIA?

OTBerT:

Ansa obpaweHuns (B TOM YMcne peanusaunm) MEQULMHCKUX U3AENUIA Ha TEPPUTOPMM rocyaapcTB —
yneHoB EASC TpebyeTcs rocygapcTBeHHas perncrpaunst Takmx U3aenum B COOTBETCTBUN
¢ 3akoHoparensctBoM EAJ3C.

ObocHosaHUue:

B cootBetcTBUM C YacTbio 4 cTtatbm 38 PenepanvHoro 3akoHa ot 21.11.2011 N 323-93
«O6 ocHoBax oxpaHbl 300p0Bbs rpaxaaH B Poccuiickon ®enepaumm» Ha Tepputopumn
Poccuiickon ®epepaumm paspellaercsa obpalieHne MeamunMHCKUX U3genui , npoweawmnx
rocyqapCTBEHHYO pernctpaumio B nopsigke, yctaHosneHHom MpasutensctBoMm Poccumnckon
degepaunn, 1 MEANLMHCKUX U3AENUA , NPOLLEALINX PErUCTPaLuIio B COOTBETCTBUN

C MeXayHapoaHbIMM AOroBOpaMu 1 akTamu, COCTaBnsaLwmMm npaso EBpasmiickoro
9KOHOMWYECKOro COH3a .

B cuny nyHkTa 2 ctatbm 4 «CornalieHuns 0 eAvHbIX NpUHLIMNax 1 npasunax obpaiieHuns
MEANLIMHCKUX N3AEeNUN ( M30enuin MEAULIMHCKOrO Ha3HaYeHNs U MeOULIMHCKON TEXHMKN) B pamMKax
EBpasuniickoro akoHoMrYeckoro cotsa » (3akntodeHo B .Mockse 23.12.2014) meanumnHckue
n3genus , Bolnyckaemble B obpalleHne B pamkax Corosa , nognexar permctpauumn B nopsake,
ycTaHaBnmBaemMom EBpasninckomn SKOHOMUYECKON KOMUCCUEN.
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Kak cneayet n3 nonoxenun ctatbn 11 CornaweHus (0 nepexogHoM nNepuoae), MeanumnHckoe
nsgenue , 3apermcTpMpoBaHHoe B Nopsiake, NpeaycMOTPEHHOM 3aKkoHoA4aTeNbCTBOM rocygapcTea
- UneHa , BbiNnyckaeTcsa B obpalleHne Ha TeppuTopuM 3TOro rocyaapcTBa - YneHa 4O OKOHYaHUS
CpoOKa OencTBuSA JOKYMEHTOB, NOATBEPXAAOLWNX daKT ero permctpaumm , n obpallaetca Tonbko
Ha TeppuTOpUM 3TOrO rocyaapcTBa - YneHa .

Perncrtpauua meanunHCKux n3genuim B pamkax EBpasmimckoro 3KOHOMMYECKOro corosa
OCYLLECTBNSAETCA B COOTBETCTBUU C [1paBunamu perncrpaumm n skcneptmsbl 6e3onacHocTy,
KayecTBa 1 3HheKTMBHOCTMN MeaULIMHCKNX n3aenun , yTB. PeweHnem CoseTta EBpasunckon
9KoHomu4Yeckon komuccum ot 12.02.2016 N 46.

Pernctpaumsa meguumHckoro nsgenus B pamkax Cotosa siBnsietTcs 06593aTenbHbIM YCrIoBUEM ero
Bblnycka B obpaleHne B pamkax Coto3a (NyHKT 4 [Npasun N 46).

Ncxons us noanyHkTa «a» nyHkra 2 PeweHnsa CoBeTta EBpasmMnckomn SKOHOMUYECKOW KOMUCCUMN
N 46 meguuMHCKME nN3aenus , 3aperncTpupoBaHHble B COOTBETCTBUM C 3aKOHOL4ATENbCTBOM
rocygapcTea - YneHa , obpallalTca Ha TeppUTOpMM 3TOrO rOCYAapCTBa - YNieHa .

MHbIMK1 cnoBamun, ecnv Megusgenus 3apermcTpMpoBaHbl Mo 3akoHoaatenbctsy PO

(B HacTosALWEee BpeMs aencTBytoT [paBuna rocyaapCTBEHHON PErNCTRaLmMM MEAULIMHCKUX U3Oenui
, YTB. noctaHosrneHnem lNpasutensctea PO ot 27.12.2012 N 1416), To oHM obpaLlatoTtcs (B TOM
yucne peanuayrotcsl) Ha Tepputopun PO.

[na noctaBkn Megu3nenui Ha TEpPpPUTOPUIO Apyrnx rocyaapcts — uneHoB EASC Tpebyetca
NPOMNTW Npoueaypy rocyaapCTBEHHON pernctTpaunm Takux n3genun B COOTBETCTBUM C
3akoHogaTenbctBoM EASC , To ecTb no [Npasunam N 46.
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