EBpa3uitickas
SKoHOMUYEeCKas
Komuccuna

KopelukoB B.H.

UneH Koanermm (MMHUCTP) NO TEXHUYECKOMY PETYAUPOBaAHUID EBPa3MMCKON 3KOHOMUYECKOM KOMUCCHU

TAPMOHU3AUNA HALUNMOHAABHBIX PEFYAATOPHbBIX NMPOLUEAYP
- HEOBXOAUMOE YCAOBUE CO3AAHUA OBLLIETO PbIHKA
NEKAPCTBEHHbIX CPEACTB U MEANUSAEAVU B PAMKAX EA3C



JKoHOMWYec

oo PIHKA AEKAPCTB U MEAULIMHCKUX USAEAUN:
AOKYMEHTbI MEPBOIO YPOBHA

ea K =spasuickas  HOPMATUBHAA BA3A B OBAACTU PETYAUPOBAHUA

Aorosop o EBpasMinCKoM 3KOHOMUUYECKOM COo3e oT 29 mas 2014 roaa
(ctatem 30,31,100)
Betynua B cuay ¢ 1 sHBapa 2015 roaa

CoraalleHus 0 @AUHbIX MPUHLMNaX [1pOTOKOABI O NPUCOEAUHEHUM K
U NnpaBuAax obpalLeHns CornaweHusam PecnybAnku
AEKapCTBEHHbIX CPEACTB U ApmeHus ot 2 poekabps 2015 roaa

MEAU3AEAUN B paMKax EBpa3nMmnckoro
3KOHOMMUYECKOIo COoK3a
oT 23 pAekabps 2014 ropa

~ A 4

PatnéuumMpoBaHbl BCEMW rocyaapcTsamMu K

04.04.2017, BcTynatoT B CUAY NOCAE MOAYUYEHUSA
Berynuno B cuny ¢ 12 ¢eBpans 2016 roaa HOTbl AOT PecnybAMku Kbiprbi3ctaH

penosutapuem E3K




JKOHOMUYecKas

eaK cpeawe KAKOYEBBIE MOAOXKEHUA COITAALLEHUA OB
Kowncons— QBPALLLEHUU AEKAPCTBEHHDbIX CPEACTB

ycTaHaBAMBaEeT 00LLME NPUHLIMMbI paboTbl EAUHOTO PbIHKA
AEKapCTBEHHbIX CPEACTB, BKAKOUAS EAMHYHO PETUCTPALINIO NC

GOPMaNU3YET XMUIHEHHDBIN LMKA AEKaPCTBEHHOTO npenapara B
BMAE COBOKYMHOCTM HOPMATUBHbIX NPOLLECCOB, PEryAUPYEMbIX B
COOTBETCTBUM C Haprexalwmmu npaktukamu (GxP)

OnpeAensieT BONPOChl B3aUMOAENCTBUA YNTOAHOMOYEHHbIX

OpraHoB B cdepe o0bpaLLeHUs AEKaPCTBEHHbIX CPEACTB
rocypapctB-uneHoB EA3C

BBOAUT OCHOBHbI€ «MEPEXOAHbBIE NEPUOALI», KOTOPLIE 06EeCneYnBatoT
MOCAEAOBATEALHYIO CMEHY HaLMOHAALHOTO PETYAUPOBAHUS PBIHKOB
€AMHbIM HaAHALMOHAAbHLIM PENYAUPOBAHUEM




E9K

EBpasnnckas
JKOHOMUYeCcKas
KomMmuccus

26 HOpMAaTKBHbIX aKTOB:

21 PeweHue CoBeta KomMuUccum,
4 PeweHuna Koanerum Komuccum u PekomeHpauua Koarermn Kommccuu

7 ObLUMNX AOKYMEHTOB

MpaBuAa perncTpaumm u akeneptusbl ¢ TpeboBaHUA K MapKUPOBKe

HOPMATUBHAA BA3A B OBAACTU PE'YAUPOBAHNUA
PbIHKA AEKAPCTB: AOKYMEHTbI BTOPOIO YPOBHA

TpeboBaHUA K UHCTPYKLUKUKU NO nNpumMeHeHuto ¢ Kputepumn OTC-npenapartoB ¢ HomeHkAatypa
AEKapCTBEHHbIX popM Peectp n HHOOpMaLUMOHHbIE Ha3bl ¢ DKCNEPTHbIA KOMUTET MO

Bbe3onacHocCTb
(2 AOKyMeHTa)

MpaBuna GLP
NpaBuna GVP

AEKAPCTBEHHbIM CPEACTBAM

11 AOKYMEHTOB MO KOHTPOAIO U 06ecrneyeHuto
KayecTBa A€KapCTBEHHbIX NpenapaToB

SpdeKTMBHOCTD
(3 AoKymeHTa)
\ —
NpaBuaa GCP MpaBuna
GMP
MpaBuaa 6u1o-
3KBUBAAEHTHOCTU NMpaBuna GDP
Mpasuaa ArTectauus u
UcCAeAOBaHUA peecTp
6UOAOTUYECKUX YMOAHOMOYEH
AC HbIX AUL,

Cucrema
KayectBa ®U

lNpaBuaa n
NOPAAOK
dapMUHCNEKLNIA

Peectp
WMHCMEKTOPOB

KoHuenuus
rapMoHU3auuu
dapmakonen

dapmaKonemnHblin
KOMUTET

B3aumoaencTemne
Nno BbIABAEHUIO
HeKauyeCTBEHHbIX
AC

2 AOKYMEHTa Mo
OTA€AbHbIM
Bonpocam

O B3aumo-
3aMeHAEeMOoCTHU
NI

O npu3aHaHuK
pesyabTatos GMP
WUHCNEKLMH




@JK ;. NPOLEAYPBI PETUCTPALIMK U
Komuccus 3KC” EPTMS bl

HA3BAHUE NMPOLIEAYPbI cornacHo AATA BBEAEHUA
MpaBuAam perucTpauum U 3KCNepTU3bl AEKapCTBEHHbIX CPEACTB
(PewweHnune Coeta EQK ot 3 HosA6pa 2016 ropa Ne 78)

EAnHas pernctpauus (npaBo Bblbopa — Y 3aABUTENS): NOCAE MOAYYEHUSA HOTbI O
patMdmnKaLun NPOTOKOAOB
NPUCOEANHEHNSA K
CornalueHuto ApmMeHunu

* AeLeHTpaAn3oBaHHasn npoueaypa (amntca 210 aHen);
* npoueaypa B3auMHOro npusHaHus (aamntca 210+nx100 pHen)

[NpuBEAEHUE AOCHE B COOTBETCTBUE C NMpaBmramMun Coro3a AAA A0 31.12.2025
paHee 3aperMcTpupoBaHHbIX AEKaPCTBEHHbIX MpenaparoB
(aamnTca 100 aHeRn)

[loATBEPXAEHUE perncTpaunmn/nepeperncrpaums nepsBble 5(10) net
(amnTea 120 pHen) (nocAe eAMHOM perncTpaumm)

Perncrpaunsa no HauMoHaAbHbIM nMpaBuAam (AAA PbIHKA OAHOIO A0 31.12.2020
rocypapcTsa)

Mpnumeyanue: B pamkax npoLeayp eAMHOMN pPeErucTpaumu, NpMBeAEHUs AOCbe B COOTBETCTBUE U
NOATBEPXAEHUA PETUCTPaLINK Y 3aBUTEARS UMEETCS 2 «cTon-Taumar» no 90 AHeu



JKOHOMUYecKas

ea K Espasuiickas «HOBEMbI» 3AKOHOAATEAbH0rO
cowees PEFYAMPOBAHWUA

«HOBEANA» Kpatkasa xapaKrepuctuka HopmaTtuBHbIN aKT

Ansd ﬂpOM3BOAMTeAeVI NEKAPCTBEHHbLIX CPEACTB

N3meHeHne B BeBepeHWEe MHCTUTYTa YTOAHOMOYEHHbIX AUL, MO KayecCTBy (C PeweHna CoBerta
yactn GMP NPOLUEAYPON UX aTTeCTaLINK) o1 03.11.2016 NeNe
AyAUT NPOU3BOAUTEAEM NOCTaBLUMKA CYOCTaHLUMMN, pE3YALTAThI 73,74,77
KOTOPOIr0 BKAKOUAKOTCA B COCTAaB MOAYAS! 3 PErMCTPALMOHHOIO PeweHune CoBeTta
AOCbe o1 03.11.2016 Ne78
N3meHeHne B N3MeHeHNne HaMMEHOBAHUM AEKAPCTBEHHbIX GOPM B COOTBETCTBUM | PelieHne Koanernu
4yaCcTu NPOAYKUUN | C KPUTEPUAMM UX KAACCUPUKaLIUK o1 22.12.2015 Ne 172
N3MeHeHMEe NOAXOAOB K MApPKUPOBKE M MepPeUHI0 06513aTeAbHOM PeweHune CoBeTa
ANA HAHECEeHUS Ha ynakoBKy MHGOpMaLmK o1 03.11.2016 Ne 76
BbiaeAneHue rpynnbl TMOPUAHBIX NpenapaToB (HENOAHbIX PeweHune CoBeTta
reHEepuKoB). o1 03.11.2016 Ne 78

BbiNyCK NpOAYKLMM B CTapOM AM3anHe ynakoBku He 6onee 180
AHEW MOCAE MOATBEPXKAEHUS perncTpaumm, BHECEHUA U3MEHEHUN
TMna |l. He npeaycMOTpEeH AAS BHECEHUA U3MEHEHUM TUna |l.

N3MeHeHUA B BBEeAEHUS NMPOLEAYPbI «MPOEKTUPOBAHUA KauecTBa» AEKapCTBa B Pelwenuna Coseta
YyacTu KayecTBa MOMEHT ero pa3pabotku («[1poekTHoe none», «Chepa An3anHa» o1 03.11.2016 Ne89
MPOAYKLMN). MoaroToBAEHO Bonee
PaspaboTtka ®apmakoneun Cotosa (I Tom) 180 O®C
M3MeHeHUS B YcTaHOBAEHME NPOLIEAYPbI «PEFUCTPALIMM Ha YCAOBUAX». Pewenusa Coseta
HacTu PasaeAeHre 3MEHEHMI B perMcTpaumoHHoe Aocke Ha 3 rpynnbi: | 07 03.11.2016 Ne78
perncTpaunu IA, 1B 1 Il ¢ BO3MOXHOCTbIO «MAKETHOM NOAAUM» U3MEHEHMI B A0Che | (TEKCT + MPUAOXKEHNA

HU3KNX KAaCCOB 19, 20) 6



E9K

«HOBEAANA»

oo «HOBEAbBI» SAKOHOAATEABHOIO

Komnceus PEFY/\M PO BAH MH

KpaTkas xapaKrepuctuka

AAS AUCTPUOBIOTOPOB U anTeYHbIX CETEN

N3meHeHne B
yactu GDP

N3mveHeHne B
YacTU KaTeropum
TOBapoOB

N3meHeHns B
yacTtu
MHGOopMaLMK O
AEeKapcTBe

BeepeHue MHCTUTYTa OTBETCTBEHHbIX AULL
AHaAM3 LiENen NOCTaBKU B LiEAsIX 0OecrneyeHnss KauyecTBa

[TPUMEHEHUE KOHLIEMLUUM aHaAM3a PUCKOB AN 0OOCHOBaAHMS
YCAOBUWN XpaHeHUS

N3meHeHUe cuctemMbl BO3BpaTta NpoAyKLMU

N3meHeHne KAaCCUDUKALIMOHHbBIX MOAXOAOB K BbIAEAEHUIO
rpynn peuenTypHbIX U 6e3peLenTypHbIX AeKapPCTBEHHbIX
CPEACTB Ha OCHOBE KOHLEMNUMU BEAUUYNHbI «NOTEHLMAABHOTO
BpeAa»

[epexoa UHCTPYKLUKU MO MEANLMHCKOMY NPUMEHEHUIO B
06 LYo XapaKTePUCTUKY AEKapPCTBEHHOrO npenapara

[epexoa AUCTKA-BKAAAbBILLA B MHCTPYKLUMIO MO MEAULIMHCKOMY
NMPUMEHEHUIO (AUCTOK-BKAAABILL) C UBAOXKEHUEM B HEM
MHPOPMALIMKN MO 6 OCHOBHbIM BAOKaM

AAS Bpayen U UCCAEAOBATEABCKUX LIEHTPOB

N3meHeHnsa B
yactu GCP

BBeaeHWe HOBOro ctaHAapTa MOATOTOBKM
MCCAEAOBATEAbBCKOrO OTYeTa U aHaAM3a 6e30nacHOCTH
AEKapCTBEHHOIO CPEeACTBa

BBeaeHME BaAMpAALIMKU KOMITBIOTEPU3SUPOBAHHbLIX CUCTEM

HopmatuBHbIN akT

PeweHune CoBeTa
or 03.11.2016 Ne 80

Pewenne Koanermm
o1 29.12.2015 Ne 178

PekomeHpaunsa Koaner.
o1 29.12.2015 Ne 30

PeweHnne CoBeta
o1 03.11.2016 Ne 88

PeweHunsa CoeTta
or 03.11.2016
Ne 79,81



€9K - pAPMAKOMNEA COIO3A

Crpyktypa 1 Toma Cratbu 1 Bbinycka 1 Toma

«0blumpe papmakKonemnHble cTaTbm»
W Poccua = benapycb ™ KasaxcTtaH

687 craTeu

YacTtb 2:
212 cTtateu

Yactb 1:
A86 cTateu

OpobpeHo B pabore
27 cTatei 289 crartein

nybAMYHoe
obeyxaeHune
2 CTaThy

Ha OK
57 crarei
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e 3 K EBPAZMIHCKAR

Komuccua

HoBocTu 1 cobbiTua

IKOHOMHUECKAR
KOMMCCHA

JlOKyMEHTbI

EBpasniickas
JKOHOMUYeCcKas
Komuccusa

Haiitn Ha

apm Gen xsz kup eng &

Hanpumep, NOTPaHNyHBII KOHTPONL

< EBpa3niickan 3KOHOMNYECKAA KOMUCCHA > [IeATenkHOCTL > TexHuyeckoe

eryn1posal >

MNpeaceparens Konnernn E3K

> [lenaprameHT npotokona i
0praHu3auMoHHOro
obecneyenns

> [lenaprameHT huHaHCoB
> MNpagoBoii genaprameHT

> [lenaprameHT ynpasnexua
Aenami

Wnterpauus u
MaKpPOIKOHOMMKA

> [lenaprameHT pa3suTia
WHTErpaLyn

> [lenaprameHTt
MaKPOIKOHOMUYECKOI
NOANTUKM

> [lenapTrameHT CTaTUCTUKN

OkoHOMMKa M huHaHCOBas
nonuTuka

> [lenaprameHT pa3sutna
NpeAnpUHUMATeNsCKOi
AeATeNbHOCTH

> [lenaprameHT PUHaHCOBON
NoNUTUKM

> [lenaprameHT Tpy080it
MUrpauin 1 CounansHoi
3aUUTEI

MpoMbIWNEHHOCTE 1
arponpoMbINEHHbIH
Komnnekc

e %

\

IE
=
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Kopeuikos

Banepu# Hukonaesuy4
Cexperapuar

Ten. 8 (495) 669-24-11

Kanennape

@ %ot

@e Bucrynnenus

HoBocTH Mo TeMe «TexHUYECKoe perynuposaHne»

06 anpens
KOHCYNbTaTUBHBIN KOMUTET ESK NPpUHAN PAA PELIeHWIi B

11 anpena

MunncTp E3K Banepuii Kopeuwkos
«B3aumoneiicTene E3K u MoHronuu
NO3BONNT NOBLICUTE KAYECTBO
3KCMOPTUPYEMOII NPOAYKLINM»

cepe HGe30nacHOCTM NPOMBbILINEHHOrO 060PYA0BAHNA

Tonnuea. CMasoyHbIX MAaTEPHUANOos 1 APYIMX TOBAPOB

- L

04 anpens

ESK npeanaraeT euHble NOAX0abl
DErynupoBaHNs phiHKa NEKapcTs B
pamkax EASC

» Bce HoBOCTM NO Teme

KOHTaKTh!

Chl W OTBETHI

Unex Konnerun (MUHMCTP) MO TEXHUYECKOMY perynmpoBaHuio

[enapTameHTbl

enapTamMeHT TeXHU4ecKoro

Perynuposaxus u
aKKpeauTaLun

nenapTameu'r CaHUTapHbIX,

PUTOCAHUTAPHBIX U
BETEePUHAPHLIX Mep

> ®dapmakones Cowsa

BaxHas uHdopmauua

[P Auonce meponpuaTuit

@ My6nuuroe obcyaenue

C MoHUTOPUHT

il Cramicruxa

@ Dpezenraunu

[B) Awryanuheie sonpoce

[P Axtui 8 cihepe Texuuueckoro
DEryNUPOBaHUA, CHUTADHIX,
BETEDUHADHO-CAHUTADHBIX
KaPaHTUHHBIX JUTOCAHUTADHLIX

MEp Ha aHIMUACKOM A3bIKE
HeoduumankeHelil Nepesoa

BakaHcun

CTPAHULUA ©APMAKONMENU COHO3A

pyc spw Gen xs: kup eng & Bxoa

e OEvY

e 3 K EBPASUIICKAS .
DKOHOMHMECKAR
Kowmccia

Komuccua

Hanpyumep, NOrpaHNyHbIi KOHTponb

Bonpocs! 1 oTBETLI BakaHcum

HosocTu 1 cobbitua

JloKymMeHTbI

KanA > 4
OBwwit pLIHOK NEKapCTBEHHbIX CPEACTE > pharma

CTb > TexHWYeckoe perynupoBaHie > [lenapTameHT TEXHUYECKOTo PEryupOBaHHA i aKKDEOUTaLMM >
Dela

Npeacenarens Konnernn E3K

> [lenaprameHT npotokona u
0praHU3aLMoHHOro
obecneyenna

IlpeaBapuTennnoe odcyxienne hapmakoneiHbIX cTaTei

> [lenaprameHT duHal

Dapmakoneiinblii komuter u Cekperapuar ®apMaKoneiiHnoro KOMHTETa
CrpykTypa u coctas

Hrerpaums u CupaBoyHble MATEPHAJIbI ‘
MaKpO3KOHOMMHKA
> [lenaprameHT passutua " R
HHTRPALAN l HopmaTHBHbIE IOKYMEHTHI J

> [lenaprameHt
MaKpOIKOHOMUYECKOT
nonuTUKY

> [lenapraMeHT CTaTHCTUKN

SkoHOMMKA M (PMHAHCOBas
nonuTHka

> [lenaprameHT pa3suTia
npeAnpHHIMATEnbCKoi
ABATENLHOCTH

> [lenaprameHT HHaHCOoBO
NONUTIKM

> [lenaprameHT TpyA080i
MUTpaLMK U CouMansHoi
EET ]

MNpombiwneHHOCTL 1

~TPONPOMBILINEHHBII
ravasox ...

http://www.eurasiancommission.org/ru/act/te
xnreg/Pages/default.aspx

http://www.eurasiancommission.org/ru/act/texnr
eg/deptexreg/LS1/Pages/pharmacopoeia.aspx



ea K copeonices — HOPMATUBHAS BA3A B OBAACTH
S PEFYAMPOBAHUSA PbIHKA AEKAPCTB:

AOKYMEHTbI TPETBEIO YPOBHA (2017-2018 IT)

__r MPOM3BOACTBO AEKAPCTB (BOAEE 20 AOKYMEHTOB) —

» PykoBOACTBA 0 BaAWAALIMM NPOLECCOB U MPOU3BOACTBA
» PyKOBOACTBA N0 dapMaLEeBTUYECKUM CYOCTaHLMAM (HOPMUPOBAHHE, u3yyeHue, NPOM3BOACTBO)

* PykoBOACTBa M0 acenTMYecKum npoueccam
* PykOoBOACTBa M0 CTAGUALHOCTU M CPOKaM rOAHOCTH

[ TPEBOBAHMS K PACTUTEABHBIM U TOMEOMATUYECKWUM AN (8 AOKYMEHTOB) —

 TpeboBaHUA K BbipalLMBaHWUio, c60py U NPOU3BOACTBY
* HopmupoBaHuWe KayecTBa
* PyKOBOACTBA N0 COCTaBAEHUIO AOCbE AeKapCTBEHHOro npenapara

AOKAUHHUYECKOE N KAMHUYECKOE U3YYEHUE (BOAEE 20 AOKYMEHTOB)

* PyKOBOACTBA MO CTATUCTUKE NPU PA3AMUHbIX BUAAX KAMHUYECKUX UCCAEAOBAHUIN
* PykoBoacTBa no Bbibopy rpynn o6beKToB UCCAEAOBaHUA

* PykoBOACTBa o noabopy rpynnel

* PYKOBOACTBa MO U3YHEHUIO OTAEABHbIX MPYNN AEKapPCTBEHHbIX CPEACTB

| OBLUME AOKYMEHTbI (OKOAO 20 AOKYMEHTOB) ] -
* PYKOBOACTBA N0 COCTABAGHMIO AOCbE A€KaPCTBEHHOTO NpenapaTa

* MpoueAypbl UHCNEKTUPOBAHUA M0 npasuaam GCP u GVP

* MpoueAypbl OLEHKM NEPUOAMYECKOrD OTYETa No 6
€30MacHOCTH, NAaHa yn
COOTHOLLEHMS «MNOAb3a-PUCK» et L AR

* PykoBOoACTBO no BbIGOpy TOProBbiX HauMEHOBAHMI] NeKapCTBEHHbIX NpenaparTos

10



eaK o MPOTOTUN UHOOPMALMOHHON CUCTEMBI
et 110 AEKAPCTBEHHbBIM CPEACTBAM

. n 6
O6LMii PLIHOK NeKapCTBeHHbIX CPeACTB ’ﬁ/ OPTEN OBIX MHOOPMALOHHbIX
pecypCoB M OTKPbITbIX AaHHbIX e

O6paLllieHVe NeKapcTBeHHbIX CPEACTB Ha
TeppuTopuu EBpa3miickoro sKOHOMUUYECKOro

T MHGOPMaLIMIO O 3aperMcTPUpPoBaHHbIX NeKapcTBeHHbIX CpeAcTBax, o
) pMakoHaA30pa W rocyAapcTBeHHOro KOHTpons (Haasopa) 3a o6palleHnemM
KapCTBEHHbIX CPEACTB, BbIMNONHAEMbIX YONHOMOYEHHbIMIW OpraHaMK rocyAapcrs-
uneHos EBpasmMiickoro SkKOHOMWYECKOTD COK3a, a8 TAKXKE UHY MHOPMaLuio 06
o6paLLeH N IEKapCTBEHHbIX CPeACTB

MHbOopMaLUMOHHBIE CepBUCHI

kL ‘! V\/‘!
=k W 4

TpeboBaHWA K ANCTPUBBIOTOPaM TpeboBaHWA K NPOV3BOAUTENAM OnucaHwne npouesypel NepeperncTpauum
NeKapcTBeHHbIX CPeacTB NekapcTBEHHbIX CPeACTB NekapcTBEHHOTO Npenapara
NOAPOBHEE —» NOAPOEHEE —> NOAPOEHEE —>

11



@K . MEKAYHAPOAHAT AEATENRHOLTER
o KOMUCCUW B COEPE OBPALLEHUA
AEKAPCTBEHHBIX CPEACTB

r_—ﬁ__——/_r—i_i
EBpONENCKUI AUPEKTOPAT MO KOHTPOAID KayecTBa

B \ekapcTB 1 3apaBooxpaHeHuto (EDQM)
__—_,__—_—————-—J

e CornalueHue no B3auMMOAENCTBUIO U UCMOAbB30BaHUIO TEKCTOB
dapmakoneun EBponemcKoro coro3a B X0A€ rapMoHU3aLnK
dbapmakornen rocyaAapCTB-YAEHOB

e B3anMHOe yyacTue B KauecTBe HabAaropaTenen B pabore
dapmMaKonenHbIX KOMUTETOB

& MexayHapoaHbI coBeT no rapmoHusaumm (ICH)

. /\0K8AM38LI,I4$1 PYCCKOW BEPCUMU MEANLIMHCKOTO CAOBAPS
PeryaaTopHoun peatenbHoctn ICH (MedDRA)

12



ea K souneas KAFOUYEBBIE MOAOXXEHWUS COMALLEHUS OB

KomMmuccus

OBPALLEHUU MEAULUMHCKUX USAEAUN

R\ o anHAKOBbIE TPEBOBAHNA MPU OCYLLECTBAEHHH PETUCTPALIMU K MEAVLIMHCKAM USACAUAM,
npousseaeHHbIM B pamkax EASC 1 BBE3EHHbBIM U3 TDETBUX rocyAapcrB

¥

e

.
ek

S

[ 4o
i

b A >

B3aMMHOE NPHU3HaHWE Pe3YALTaTOB UCCAEAOBAHUM U IKCNEPTHU3, MOAYUEHHDIX B

[}
i
1: ﬁ( XOAE BbIMOAHEHMSA NPOLEAYP PErUCTPaLMK, ECAU OHU BbINOAHEHbI B COOTBETCTBUM C
1/ T1peboaHuAMU ESK

8] NPOBOAUTL UCTIbITAHNA MEAULIMHCKUX USAEAWIA B LIEASIX UX PErMcTpaLmu, 1

yCTaHOBA€HUE TpeboBaHMM K HUM

€AWHaA MHGOPMaLMOHHanA cucTema B chepe obpallenns MU: eauHblit peectp MU,
€AUHbIN PEECTP OpraHu3aLmi, NPOBOAALLMX UCTIbITaHWA MU, eauHas 6a3a
MOHHUTOPUHra 6e30nacHOCTH, KauecTBa U 3GPEKTUBHOCTH

oba3aTeAbHan MapKuposka MU cneuuanbHbIM 3Ha
KOM obpalleHus
obpaLueHue paLL nepea BbiMycKoM B

@ onpeAeAeHue rocyAapctBamMu-YneHaMu nepeyHs opraHu3aummn, MMeroLWmx npaso
AL

13



JKOHOMUYeCcKas

eaK seaanices - HOPIMIATUBHAA BA3A PbIHKA

oo MIEAMUMHCKUX USAEANU

HA3BAHME HOPMATUBHOIO AKTA KOMUCCUH

MpaBKAa perucTpaumm n akcneptTnuabl 6€30MNacHOCTU, KaYecTBa U
3OPEKTUBHOCTU MEANLIMHCKUX U3AEANI

O cneuranbHOM 3HaKe 0bpaLLEHMA MEAMLIMHCKMX UBAEAMIM HA PbIHKE
EBpa3nmckoro aKOHOMMUYECKOro COr3a

Ob6ume TpeboBaHMs 6€30MNacHOCTM U 3GPEKTUBHOCTU MEAULIMHCKMX
U3AEAUH, TPeBOBAHMA K UX MAPKUPOBKE U SKCNAyaTaLMOHHOM
AOKYMEHTaLIMU Ha HUX

[MpaBUAA NPOBEAEHUA TEXHUYECKUX UCTMbITAHUA MEANLMHCKUX
U3AEAUN

[MpaBUAA NPOBEAEHUA KAMHUUYECKUX U KAMHUKO-AaDOpaToOpPHbIX
MCNbITAHUM (MCCAEAOBAHUIN) MEAULIMHCKUX U3AEAUN

[MpaBnAa npoBeAeHUA MCCAEAOBaAHUM (MCI'IbITaHMl;I) Nno OUuEeHKe
H6MOAOrMYECKOTO AENCTBUA MEANLIMHCKUX M3AEANI

Mopsaaok GopMUPOBaHUA U BEAEHUS MHOOPMALMOHHOM CUCTEMbI B
chepe obpalleHUa MEANLUUMHCKUX USAEAUI

[NepeyeHb BUAOB MEAULIMHCKUX N3AEAUN, NOAAEXKALLMUX OTHECEHUIO
npn X perncTpaumnn K cpeaActBam M3|v|epeHw71

I'IpaBW\a KAaCCUDUKALIMN MEANLIMHCKUX N3AEAUU B 3aBUCUMOCTU OT
NOoTeHUMAAbHOIO PUCKa NMNpMMeHeHUA

lNpaBuAa BepeHUA HOMEHKAaTypbl MEAULUNHCKUX N3AEAUN

MpaBuAa NPOBEAEHUA MOHUTOPUHIa Be3onacHoOCTH, KauecTBa U
3PPEKTUBHOCTU MEAULIMHCKUX USAEAUI

PEKBU3UTDI
PeweHnune Coseta EQK ot 12.02.2016 . Ne 46

PeweHune Coseta E3QK ot 12.02.2016 . Ne 26

PeweHune Coseta EQK o1 12.02.2016 1. Ne 27

PeweHune Coseta EQK o1 12.02.2016 . Ne 28

PeweHune Coseta EQK o1 12.02.2016 1. Ne 29

PeweHune Coseta EQK ot 16.05.2016 1. Ne 38

PeweHune Coseta E3QK o1 12.02.2016 1. Ne 30

PeweHune Coseta E3QK o1 16.05.2016 1. Ne 42

Pewenune Koanernm ot 22.12.2015 Nel173

Pewenune Koanernm ot 29.12.2015 Nel77
PeweHune Koanernm ot 22.12.2015 Nel74

I'Ipmmeanme: YKa3aHHble AOKYMEHTbI BCTYMNMakOT B CUAY MOCAE patudukaumm BCeEMU rocypapCcrBaMmn-4yaneHamum npoTokoAOB O

npucoeanMHeHnn Pecnybankn ApmeHus K CoraalleHunto no obpalleHnio MeAULIMHCKUX U3AEAUI
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JKOHOMUYeCcKas

ea K esiiees A APKMPOBAHUE MEAMUMHCKUX USAEAVIN
oweer CMELMAABHBIM 3HAKOM OBPALLEHUA

PeweHnem Coeta Komuccuu ot 12.02.2016 1. Ne 26 «O cneumarbHOM 3HaKe obpalleHus
MEAULIMHCKUX U3AEAUN Ha PbiHKE EBPa3nMCKOro 3KOHOMKWYECKOro Coro3a»

npeAnoAaraeTcs oba3arenbHass MapKUPOBKA MEAULIMHCKUX U3AEAUIN CEeLManbHbIM 3HAKOM
obpalueHus:

MED MED
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JKOHOMUYecKas

ea K Espaanickes  HOPMATUBHAA BA3A B OBAACTHU

Komiccus PEFYAMPOBAHWA PbIHKA MEAUSAEAUN;
AOKYMEHTbI TPETBEIO YPOBHA (2017-2018 IT)

KPUTEPUM U KNACCUODUKALIMK (3 AOKYMEHTA)

8

» Kputepuu BKAIOUEHUA MoAMbUKaLMIA MeAn3AeAnid B PY
* Kputepumn Khaccupukauum U3AEAUIN «ABOMHOIO» Ha3HaY€eHUA
» Kputepuu pasrpaHM4eHUn MeAU3AEAUI U KOMNAEKTYHOLLIUX

BOMPOCHI UHCNEKTUPOBAHUA (2 AOKYMEHTA)

* TpeboBaHUA K MHCNEKTUPYIOLUM OpraHM3aLMam
» TpeboBaHWA K MHCNEKTOPAM

OLIEHKA BE3OMNACHOCTH, 9OPEKTUBHOCTH, KAUECTBA (3 AOKYMEHTA)

* [epeyeHb CTaHAAPTOB AAA NOATBEPXAEHUS HE30NacHOCTH U 3P HEKTUBHOCTU
* MopsAAOK GOopMUPOBaHUA NEPEUHs CTaHAAPTOB

* MeToAuuECKHE PEKOMEHAALMM MO NOATBEPXAECHMIO Be3zonacHocTH, KauecTBa, 30 bOEKTUBHOCTH

OBLUME AOKYMEHTbI (1 AOKYMEHT) } AN S SEED N .

* CoaepxaHue 1 CTPYKTYpa pPerncTpaLmMoHHOro AOChe
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JKOHOMUYeCcKas

koweons  CTAHAAPTOB HA OCHOBE NPUMEHEHUA
KOTOPbIX NOATBEPXXAAETCH BE3OMNACHOCTb U
IOPEKTUBHOCTb MEAU3AEAUN

eaK espaaniickas - [IPUHUWM ©POPMUPOBAHUA NEPEYHA

[1paBuAo 1: [1pn HAAMUNKU AEUCTBYIOLLLETO
MeXAYHapoAHOro ctaHaapta (1ISO) BkAtovatoTea no
NMPUOPUTETHOCTM:

(1) COOTBETCTBYIOLLMK EMY MEXIOCYAAPCTBEHHbIN CTaHAAPT;

(2) npun otcytctBUK (1) — BKAKOYAKOTCA HAUUOHAAbHbIE
CTaHAapTbl Ha ocHoBe |SO;

(3) npn OTCYTCTBUU (2) — BKAKOHYAIOTCH MOANPULIMPOBAHHbIE
HaLUMOHAAbHbIE CTAHAAPTDI.

[TpaBuAo 2: [pn OTCYTCTBUN MEXAYHAPOAHOIO CTaHAapTa
UAW B CAyYae €CAU OH YTPATUA CUAY BKAKOUAKOTCA MO
NPUOPUTETHOCTH:

(1) MmexrocyprapCTBeHHbIE CTaHAAPTDI;

(2) npun otcytcTBMK (1) — BKAKOYAIOTCA HALMOHAAbHbIE
CTaHAaApPThbI.
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EBpasniickas

soromneces [IPOTOTUN NHOOPMALMOHHOW CUCTEMBI

U 110 MEAMUMHCKAM N3AEAMAM

4 MopTan 06uwux MHGOPMaLMOHHBIX 2
Bontu
MeguupHckmeMEARNNS y PECypPCoB ¥ OTKPLITLIX AaHHBIX EASC

O6palyeHne MeANLIMHCKUX USAENVIA Ha TEppUTOpUM
EBpa3sMiicKoro 3KOHOMMUYECKOro colsa

Pecypc cogepxuT roJiHyto v JOCTOBEPHYIO NHPOPMALINIO O 33PervcTpUpOBaHHbIX
MEANLNHCKNX U3Ae/INAX, OPraHn3auunsaxX, UMEoLMX NPpaso OCyLecTB/IATL MPpoBejeHne
UCCNeA0BaHni (NCTbITAHNA) MEANLMHCKX U3AE/INIA B LUeISX X peructpaLny,

a TaKkxe 0 pe3y/ib1atax rocy4apcrBeHHOro KOHTPO/is 33 06paLLeHNeM MEANLIMHCKIX
U3AEe/1Ni N MOHUTOPUHIa 6€30M1acHOCTY, Ka4ecTBa 1 3PPeKTUBHOCTY MEANLIMHCKINX
wnsgenni

O PECYPCE —

CornaleHue 0 eauHbIX NPUHUMNAEX U Npasunax obpaweHus
MeANLMHCKUX u3aenwnit ot 23 Aekabps 2014 roga

VHbOpMaLMOHHbIE CePBUChI

- |\ & = =0

Bi— A — -—I

OnucaHve npoueayp 3KCnepTusbl 1 perucTpauni OnpeaeneHue nepeyHs AOKYMEHTOB, OnpeaeneHue nepeyHs AOKYMEHTOB,
MEAULUWMHCKOro usgenus HeobX0AMMbIX ANS perncrpauur MegULMHCKOro HeobXoaMMbIX MNpu BbINONHEHWM NPOLEAYDbI
nspenna BHECeHWA U3MEHEHWIA B PErncTpaLoHHOe 4oCbe

BCE CEPBUCHI
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eaK o HOPMATUBHAA BA3A OBLLIEIO

Komuccusa

AOCTYMN K AOKYMEHTaM:

YEPE3 CAMT EBPABUMCKOIO0 3KOHOMUYECKOIO COIO3A
https://docs.eaeunion.org

Pexum pocTyna:

«AKTbl EBPa3nMMCKON 3KOHOMUYECKON KOMUCCUN» —>

«Konnerus EBpasnmckom aKOHOMUUYECKOM KOMUCCUK» — «PelneHnsa» —«2015» —NeNe 119,121,178
«Konnerns EBpasmMmnckom 3KOHOMUYECKOU KOMUCCUU» — «PekomeHpaunmnr»—«2015» —Ne 30
«CoBeT EBpa3umcKon 3KOHOMUYECKOU KOMUCCUU» — «PelleHns»—«2016» —NeNe 73-93

YEPE3 CAUT EBPASUMCKON SKOHOMUYECKON KOMUCCUU
http://www.eurasiancommission.org

Pexunm pocTyna:
«[exHnyeckoe peryau pOBaHI/Ie»—NAeI'IapTaMeHT TEXHUUYECKOIO PETYAMPOBAHNA U aKKPEAUTALUUN» —>

«@opmMmpoBaHMe 0OLLErO PbIHKA AEKAPCTBEHHbIX CPEACTB».
AOKYMEHTbI AOCTYMHbI MO rMNEPCChINKE «AKTbl B chepe 0bpalleHUs AeKaPCTBEHHbIX CPEACTB»
http://www.eurasiancommission.org/ru/act/texnreg/deptexreg/LS1/Pages/drug products.aspx
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EBpasnnckas
JKOHOMUYeCcKas
Komuecua

BHUMAHWE!

A,
P A MKATCTIRAX CPCTS |
e TR ROT) WORONAPW K0T

CTPHERIONIS!
WEANS

CPEACTS

paposut AKTH L TPABOBME AKTM.
e TN AT, s
i R

\ it POBEJAEHHE
OF
" OAPMAKOHAIL
{EKAPCTBEHHBIN

HOPMATHRIIME [IPABORMIY AKTH
B COEPE ORPAIEINS TEKAPCTREIIMX CPEACTS
B PAMKAX EBPASHFCKOFO IKOHOMIMECKOTO COKIA

PEFHCTPAILHS H IKCIIEPTIBA o 1"“"”'””' Pl A
K APCTBEHHbX CPEACTB TEJOBAHII BHOJONHYECKIX
IEKAPCTBEHHBIX CPEACTB

BAATOAAPHO 3A
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