3 30606H0, - CKA3das1 OH INTOXOPOHHbIM MOHOM. - UmeHHO
bl pewaewb, Ymo Xyxce yxce b6bimb He

1. Adamc «A8mocmornom o 2aaaKkmuKe»

LLleknH A.A., PoxaectBeHCKUN AA. K.M.H.
EBpa3nmnckas 3aKOHOMUUYECKA KOMUCCUS

PETUCTPALUUA AEKAPCTBEHHbLIX CPEACTB
MO NPABUAAM COHO3A,

NMPOUEAYPA NPUBEAEHUA AOCBE B
COOTBETCTBUE C NPABUNAMU COHO3A



Bonpoc 1

CUCTEMA PEI'YAUPOBAHUA EAUHOIO PbIHKA -
OBPALLEHUA AEKAPCTBEHHbIX CPEACTB B EASC.

XAPAKTEPUCTUKA PETUCTPALUOHHDIX
NMPOLUEAYP AN EAUHOIO PbIHKA AC.



@39K i PbIHOK AC B PAMKAX PEAAV3ALIMM

MMMMMMM

COINALUEHWA

01.2016 12.2025

ﬂ OBLLUIA PbIHOK Tc1ih3c

)

bIHOK
rocy, CTBA-HJNIEHA

01.2021

— EOAUHAA PETUCTPALIMUA

- — HALIMOHA/IbHAS PETUCTPALIUA




eaK sooncss QBLLIWE BOMPOCHI PETYAUPOBAHWA
PbIHKA

NMPOLUEAYPbI PETUCTPALUUU

EAvHas npoueaypa OCyLLECTBASIETCS B BUAE 2
BapWaHTOB:

1) NPOUEAYPA BBAMMHOIO MPU3HAHUA (MBIM) - ¢
NOCAEAOBATEABHOM NOAAUYEN AOCbE 3afABUTEAEM
BHayane B PEOEPEHTHYHO CTPAHY, a 3atem B
CTPAHbI MPU3HAHUA.

2) AEUEHTPAAM3OBAHHAA MPOLIEAYPA (Al) - ¢
OAHOBPEMEHHOMW NOAAYEN AOCbE KaK B
PE®EPEHTHYHO CTPAHY tak n B CTPAHY

NMPU3HAHUA.
| KSE'L;DT " OpraHbl
KOMUTET perucipa
ESK | UMK

OBBbEM BbINOAHAEMbIX PABOT: S “\\ &5 A :
Pab6orbi PC cn N — . :
OueHka moaynst 1-2 pocbe + +
OueHka moayaa 3-5 pocbe +
AHaAUTUYECKME UCCAEAOBAHUS b

OLEeHKa 3KCNepPTHOro oT4yeTa +



€IK -« cXEMbI MPOLEAYP PETMCTPALIMM B EASC

PETUCTPALIUMA NEKAPCTBEHHbBIX CPEACTB:
MPOLEAYPA B3AUMHOTO NPU3HAHHA

3aABHTEND

[ 3AABNIEHME ] [ 3AABNIEHUE ]

[ M1-M5 OCBE ] [ M1-M2 NOCLE ]

@ 90*
Pr-YO %0* = rn-yo
]
B o il = T [ - W N o
- OTHETA OTYETA

NIABOPATOPHAA
OLLEHKA KAYECTBA @'@

” 3INEKTPOHHAA 3ATNUCE B PEECTPE ]

MUCBT

OBPA3bI (CChI/IKK) M1-M5 [OCKE + 3AKNKYUTENBHLIA OTYET




€IK - cXEMbI MPOLEEAYP PETUCTPALIMM B EA3C

PETMCTPALIMA NEKAPCTBEHHbIX CPEACTB:
LELEHTPA/IM30BAHHASA MPOLIEAYPA

/ 3aABHTENb

ﬂ 3AABNEHKWE ]

ﬂ M1-M5 [OCBE H M1-M2 NOCbE ]

,:-—_—_—_—_—_—_—_—_—_—_—_—_—_—_—_—_—_—_—_—_—_—_—_—_——!'—__ ________________'___‘\_T______ ’:::____::______:______:______:______:__:‘
/' PI-yo — rm-vo
BANMAALNA @ 3AMEYAHUA
|

|
[

|

|

| —

| JAK/THOUNTENBHBIA [ SKCMEPTHbI OTUET OBbEMHEHHbI ONOBPEHME

| OTUET M3-M5 3AMPOC 3AK/IOUMTENBHOTO
' NABOPATOPHAA OTHETA

| OLIEHKA KAYECTBA . S}

©
" 3JIEKTPOHHAA 3ANCE B PEECTPE ]

OBPA3bI (CChIIKM) M1-M5 10CE + MPEABAPUTE/NLHBIA OTYET

" OBPA3bI (CCbUIKK) 3AKMOYUTENBHBIM OTYET ]

\ A
- - %,
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KAKOYEBDBIE UISMEHEHNA B NMPOLEAYPAX

PETUCTPALUUN AEKAPCTBEHHbIX CPEACTB
B EASC



eaK swomcos KPUTEPUU BbIBOPA PE®EPEHTHOIO
TOCYAAPCTBA U TOCYAAPCTB NPU3HAHUA

Komuccus

PETMCTPALUMOHHAA CUTYALIUA

1. Pernctpauua Al no AU nan
MBI

2. [MpuBepeHue Al B
COOTBETCTBME

KPUTEPUN BbIBOPA PEQEPEHTHOTO (PT') U TOCYAAPCTB
NMPU3HAHUA (M)

3aaBUTEAb MOXET BblOpaTbh AOOOE rocyaapcTBo B Kauectse Pr.

Mpn AUM Bbi6Op M1 BbINOAHAETCA OAHOBPEMEHHO C BbIOOPOM
Pr.

Mpwu MBI BbI6OP M1 OCYLLECTBASETCA MOCAEAOBATEABHO, B
AOObIE CPOKM, MO pPELLEHUIO 3aABUTEAS, 3aMeHa Pl npu
NMOCAEAYHOLLEM NOATBEPXKAEHUN PErUCTPALIUKU U BHECEHUU
M3MEHEHUN B AOCbE - HEBO3MOXHa.

BeinoanHAeTcA B pamMmkax cxembl [1BI1

Ecan Al 3apernctpnpoBaH TOALKO B 1 rocyaAapCTBe-YAEHE TO 3TO
rocypapcrteo asaaetcs PI.

Ecan Al 3apeructpupoBaH B HECKOALKMX TOCyAA@PCTBaX-YAeHaX
BbIOOp Pl NPOMCXOAUT U3 HUX.

[ocypapcTBO, rae AN He 3aperncTpmpoBaH He MOXET ObITb
BbibpaHo PT.



9K ®OPMAT PY EA3C (BbIEOPOYHbIE NMOAS)

NMOAE YAOCTOBEPEHUA COAEP>XAHUE MNMOAA
Homep AIM-Ne 123456-PI-RU
HasBaHue aepxatens PY  OaunH AepxaTenb

AaTta Cpok 5 aet PI, octatouHbIM CPOK AAS [T K MOMEHTY 3aBepLUEeHUs
npoueAypbl

/\ekapcTBEHHaa popma OAHO HaMMeHOBaHWe

Ao3upoBKa(n) AonyckaeTcs yKasaHue AMHEWKU AO3UPOBOK

dopmbl BblNyCKa BapuaHTbl BbiNyCka NOTPEOUTEABCKUX YTAKOBOK

NHopMmauusa o [AoLwaAKka (NAOLLLAAKK) OCYLLECTBAAIOLLME:

NPOU3BOAUTENE * [lpousBoactBo O

* [lepBUYHYIO yNakoBKY
*  BTOpMYHYIO YNaKOBKY
* Bbinyckatowmn KOHTPOAbL KayecTBa

lMpunroxerHune Ne 17 k lNpaBuram peructpaumm n 3KCrnepTmu3dbl A€KapCTBEHHbIX COEACTB ANS
MEAMULIMHCKOro npumeHeHus (PelweHune Coseta ESK or 3.11.16 Ne 78



eaK Eiiiiﬂili“m OCHOBAHNA OTKAOHEHNA SAABKU HA
PETMCTPAUUIO

AAMUHUCTPATUBHbIE:
HekoOMMAEKTHa CTPYKTypa AOCbe
Ob6bEKTUBHbIE:

APPEKTUBHOCTb (6E30MaCHOCTb) HE MOATBEPXAEHA
npeACTaBAE€HHbIMU CBEAEHUAMM;

KauecTBO He NOATBEPXAEHO NMPEeACTaBAEHHbIMU
CBEAEHUAMMU;

MeTOAbI N METOAUKU KadECTBaA HE BOCIMPONU3IBOANMDI
Pe3yAbTaTUBHbIE (3KCNEPTHLIE):

COOTHOLLUEHUE OXUAAEMOWN MOABb3bl K BO3MOXHbIM PUCKAM
HE ABAAETCAH 6/\aI'OI'IpI/IFITHbIM

Ha3HauyeHHada MHCNEKLUA He NOATBEPAUAA COOTBETCTBUA
HaAAEXALLWNM MPaKTUKaM

[lpeAcTaBAEHbl HEAOCTOBEPHbIE CBEAEHUA



JKoHOMKYecKas

" PETMCTPAUUU AEKAPCTBEHHOIO
APEHAPATA

x  Mepbl pona 0becnevenus 6e3onacHoro npumeHenus Al B CUCTEMY YNPaBAEHUS PUCKaAMU;

@K i QBPEMEHEHNA CMOABIYEMBIE NPY

x [poBeAeHMe MOCTPErncTpaLMOHHbIX UCCAEAOBAHUIM BE30MacHOCTU AEKapPCTBEHHOIO Npenapara;

x  YCTaHOBAEHWE AOMOAHUTEAbHbIX TPEOOBAHUIN K PErnCTPaLUM AEKAaPCTBEHHOrO Npenaparta U nopaye
COODOLLEHMI O NOAO3PEBAEMbIX HEXENATEAbHbBIX PEaKLMUSX;

x  /Apyrve ycAOBMS UAM OTPpaHUYEHNS B LeAsIx 6e3onacHoro n adpeKTMBHOIO NPUMEHEHUS
AEKApPCTBEHHOrO nNpenaparta B COOTBETCTBMM € TpeboBaHusamu GVP;

x [lpoBepeHWe NOCTPErMCTPaLMOHHbIX UCCAEAOBaHUI addeKTUBHOCTM NI, AN YCTAHOBAEHWUS acnNeKToB
9P PEKTMBHOCTU, KOTOPbIE HE MOTYT BbITb UCCAEAOBAHbI AO Er0 PeaAU3aLInu;

x (*) MocTperncTpaumMoHHble UcCAepOBaHUS HE30MacHOCTU B CAyYae HaAMUMS ONaceHUi No NMoBOAY
PUCKOB AGHHOrO AEKapCTBEHHOrO Npenapara;

x (*) lNocTperncrpaumoHHble UCCAEAOBAHUA 3OPEKTUBHOCTU, ECAN MOHUMAHKE 3abOAEBAHUA UAU
KAMHUUYECKAa METOAOAOIMA NMOKA3bIBAIOT, UTO NMPEAbIAYLLIME OLEHKN 3POEKTUBHOCTU TPEDYIOT
CyLLECTBEHHOIO nepecmoTpa.

Ana Takux AlM:
1. PY BblpaeTcst Ha 5 AeT, ¢ MOCAEAYIOLLIMM MPOAAEHUEM Ha 5 AET U AULLb 3aTeM BeccpouHoO.

2. E)XeropHo npoBOAMUTCA NepPeoLEeHKa COOTHOLLEHNA NOAb3a/PUCK U NPU MPU3HAHUU €ro
HebAaronpuaTHbiM PY oTmeHsaeTcs (aHHyAnpyeTcs).



Bonpoc 3

CXEMA RPUBEAEHUHA PEFTUCTPAUUNOHHOIFO AOCBE-
B COOTBETCTBUE C HOBbIMHU TPEBOBAHUAMWU

(AN Y)KE 3APETMCTPUPOBAHHbBIX NMPEMAPATOB
XOTA Bbl B OAHOU U3 CTPAH EA3C),



OKOHOMUYECK

e COOTBETCTBUE C TPEBOBAHUAMN COHO3A
ANA PAHEE SAPETMCTPUPOBAHHBIX

NEKAPCTB

OcyuwectBasetca B nepunoa ¢ 01.01.2016 no 31.12.2025 .
AarTenbHOCTb Npoueaypbl 100 AHeR.

Bbibop pedpeHTHOro rocyaapcTBa:
MNPy perucTpaumm B 0oAHOM rocypapcTee Coro3a — AaHHOE FOCYAapCTBO;
MpU perucTpaLmm B HECKOAbKUX rocyaapcTBax Coto3a — Atoboe 13 HUX Mo BbIOOPY.

Aocbe npepctaBasaetca B popmarte OTA (CTD):
MoayAab 1: 6€3 U3bATUIN, C AEKAAPaLMEN O COOTBETCTBUU MHOoPpMauum B OTA-bopmarte
AOCbe paHee npeACcTaBAEHHOMY BapuaHTy B paMKax HaluMOHAAbHOW perncrtpaumm.
MoayAb 2: 6€3 U3bATUMN.
Moaynb 3: 6€3 U3bATUMN.

MoayAb 4 (eCAV MTPUMEHUMO): KOMMNAEKTYETCA UMEIOLLUMUCA AOKAMHUUYECKUMU
MCCAEAOBaHUAMMK 6€3 UX MPUBEAEHUA B COOTBETCTBUE C TPeOBOoBaHUAMU K 0OGOPMAEHUIO
OTYETHOM AOKYMEHTaLMU;

MoayAb 5: KOMMNAEKTYETCA KAMHUYECKUMUW MCCAEAOBaHUAMMU Oe3 X NPUBEAEHUSA B
COOTBETCTBME C TPeboBaAHUAMU K ODOPMAEHUIO OTYETHON AOKYMEHTALMM.

eaK =uicen  [IPQUEAYPA MPUBEAEHUA AOCBE B



3K e CXEMA NPOLUEAYPSI
NPUBEAEHWSI AOCBE B COOTBETCTBUE

NMPUBEAEHUE AOCBE NEKAPCTBEHHbIX CPEACTB B COOTBETCTBMUE
(100 AHEK)

3aABHTENDL

[ 3AABNEHME ] [ 3AABNEHME ]

[ M1-M3 JOCKE + OKK/KM J M1-M2 0OCBE ]

| Ol
PI-YO m-yo

L L

’
" I SKCMEPTHbIA OTHET 3AK/TIOYUTENLHBI OJOGPEHME ] OGHOBMEHME |
el LT L -L M3-M5 I—[ OTHET ] 3AKIOYUTENLHOMO 3AKJTIOYUTENLHOMO
~ OTYETA OTHETA

NAGOPATOPHAS
@ OLIEHKA KAYECTBA @ ] @'@ @

H INEKTPOHHAA 3AMKWCE B PEECTPE ]

HUCBT

OBPA3bI (CCbI/IKM) M1-M3 [JOCBE + [IKW/KK + (OLIEHKA «T1/P») + SAK/TIOYMTE/LHBIA OTYET




€9K -~ 0COBEHHOCTU NPUBEAEHUA
NEKAPCTBEHHOTO MPEMAPATA B
COOTBETCTBUE

Komuccus

HAUMOHAABHAA PETUCTPALIUA

1. B pasHbix 'Y nmeetca pasHoe
4yncno PY Ha AMHEMKM AO3UPOBOK

2. B pa3Hbix Y 3aperncrpupoBaHsbl
pPa3Hble AMHEWKM AO3UPOBOK,
pa3Hble NAOLLIAAKN.

3. B pasHbix 'Y otAMyaeTcs coctaB
BCNOMOraTeAbHbIX BELLECTB

4. B pasHbix Y 3aperncTtpupoBaHbl
Al ¢ padHbiMU crieumdnuKaunusamMmu m

HA.

5. AenctBue HauyoHanbHOro PY
NMocCAEe NPUBEAEHMA B COOTBETCTBME

EAUHAA PETUCTPALIUA

Bbibop Pl ocyuiectBAseTcss HE3aBUCHMMO OT

yncna PY

[MpnBOANTCA B COOTBETCTBME AOCHE Ha
AMHENKY, 3apErMcTpnupoBaHHyto B Pl ¢
OAHOBPEMEHHbIM BKAKOUEHUEM
AOMOAHUTEABHbIX AO3UPOBOK AAS KOTOPbIX
NPEeACTaBAAOTCA AOKYMEHTbI B COOTBETCTBUMU C

ykasaHuem [119.

ConpoBoxaaeTcs NepPeoLEHKON COOTHOLLIEHUS
«[1/P» npu pacluMpeHnmn AMHEUKN AO3UPOBOK.

Perncrpaumsa ¢ eAMHbIM COCTaBOM
BCMOMOIaTeAbHbIX BELWECTB

EanMHaa cneundumkauma n HA AnS coto3a B
cootBeTcTBMMU ¢ Papmakoneen Cotosa.

Ao Bbixopa ctatbn ®apmakoneun Cotosa
MCNoAb3yeTca dapMakonenHbln cTaHaapT PT

180 KaneHAapPHbIX AHEW CO AHSA NOAYYEHUS
eanHoro PY. He TpebyeT 3aaBAEHUI O

NnpeKpaLLeHnn

KOMMEHTAPUW

EavHasa pernctpauma
MAET Ha OAHO PY

B Aeknapaumu
COOTBETCTBMSA AOCbE
(M1) ykasbiBaeTcs
BHECEHME UBMEHEHWUI B
AMHENKY AO3UPOBOK

C yuetom PewieHuns
CoBeta EOK o1 3.11.16
Ne 88

GapmaKkonenHbIn
ctaHpapT Pl npusHaetca
M



Eepasuniickas
OKoHOoMUYecKas!
Komuccus

NMPOLEAYPbI NEPEOUEHKU

COOTHOLUEHHUA «MOABb3A-PUCK»

HAZEMALLLAA MTPAKTUKA ®APMAKOHA/I30PA (BK/THOYAS GCP):
OTYETHI MO BE3ONACHOCTH

JAABHTENb
[ MOoE (POOE) ]
MACTEP-®AIN CUCTEMBI
OAPMAKOHAZIZOPA
PI-YO
‘ I-l 3AKMOYUTENBHEIA AHATIU3 MPU
BATMAALIMA | ICTEPTUSA I‘“ OTHET ] PEFMCTPALIMM, BHECEHWM
3 M3MEHEHWI B 1OCHE
| WHCMEKLMA J
WUMCBT ]

m-yo

|

AHAMK3 NPHU UILATUK 1

M3 OBPALLLEEHWA MK
3AMPETE

INEKTPOHHAR 3ANKWCE B PEECTPE .
OBPA3BI (CCBIMTKK) M1 A0CHE + 3AKMOYMTENBHBIW OTHET

~

|

3NEKTPOHHAA 3ANMCE B MHOOPMALMOHHOM BA3E NO NPENAPATAM C NMPUOCTAHOBAEHHEIMM PY,
OTO3BAHHBIMM C PEIHKA W 3AMPELLEHHEIMM K MEONPUMEHEHK IO




OLEeHUTb HaArune Heoo
MCCAGAOBaHMI}/]  {
{ ]

OueHutb cootBeTcTBUE GCP/GLP-
CTaHAapTy

—
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ONPEAEAEHUE CTATYCA

NEKAPCTBEHHOTO MNMPEINAPATA



K e KNACCUDUKALMA AEKAPCTBEHHbIX
MPENAPATOB: MO3WULINSA PETMCTPATOPA

Npenapatbl XAMUYECKOro CMHTE3A I PLER LA LEA LAY

¢ OpuriHaAbHble Al - «nepBas» MOAEKYAd, AOCbE KOTOPOW COAEPXUT MOAHbBIN obbeM
WCCAEAOBaHMI 6e30MacHOCTU U 3GPEKTUBHOCTH ] ]

« TeHeprueckue Al - UMEIOT TaKOM Xe KayeCTBEHHbIW KOAMYECTBEHHbIN COCTaB, KakK
OAIN, Ty Xe AeKapCTBEHHYIO GOpMY U CONOCTaBUMYHO 6MOAOCTYNMHOCTb )

s M6pHAHBIN Al (<MHHOBALMOHHDBIN») - UMEET OTAUYMA B COCTABE, AEKAPCTBEHHON dopwme,
AO3UPOBKE, NOKa3aHUAX K MPUMEHEHWUIO AW NYTU BBEAEHWS

| Buoaornueckue npenaparbl : ' 158 1L N LS

* PedepeHTHbIi Al - MOAEKYAA, AOCbE KOTOPOW COAEPXMT MOAHBIM 0OBEM UCCAEAOBAHUK
6e3onacHoCcTH, 3GHEKTUBHOCTU, UMMYHOTEHHOCTU

* BroaHaAornyHeln Al - Bepcusa pepepeHTHOM MOAEKYABI, UMEKLLIAA AOKa3aHO CXOAHOE

NPOUCXOXAEHWE, MOKa3aTeAr KauecTBa, BUMONOrMYECKY aKTUBHOCTb, 3G GEKTUBHOCTb U
6e30nacHOCTb

—| «babyuwkuHbl» AekapcTBa («Grandma-Drug»)

* Al ¢ XOpPOLWO U3YYEHHBIM NPUMEHEHUEM — 3 PEKTMBHOCTb M 6E30MacHOCTb MOAEKYAbI
MPW3HAHbI Ha OCHOBE NOCTPErMCTPALMOHHBIX UAU AMUAEMUOAOTUYECKUX KU, onbIT
obpauueHusa cocraBasiet 6oaee 10 AeT HE MeHee YyeMm B 3 rocyaapcreax

* A\eKapCTBEHHbI PacTUTEAbHbIN Npenapar - COAEPXHUT B KavecTBe ADU - AeKapcTBEHHOE
PacTUTEALHOE Cbipbe AMOO NPOAYKTHI €70 NepepaboTku

. TFZQAHeOc:\T)armquKMH ATl - NPOM3BEAEH 13 rOMEONAaTUYECKOrO CbIpbA N0 roMeonaTuyYecKom
U1




EBpasuninckas
JKoHOMKYecKas
Komuccus

'PAHUUDBI «-BOCNMPOU3BEAEHHOCTWA»

CaepyeT NPeACTaBUTb OPULMAABHOE MUCbMO, MOAMUCAHHOE YITOAHOMOYEHHbIM AMLOM MO KauyecTBy
MPOU3BOAUTEAS U MOATBEPXAAIOLLEE, UTO KOAMUYECTBEHHbIN COCTaB 1 NMPOU3BOACTBO MCCAEAYEMOIO Npenapara
MAEHTUUYHbBI KOAMYECTBEHHOMY COCTaBY M MPOU3BOACTBY AEKAPCTBEHHOIO Npenapara, 3assBAEHHOro Ha
perucTpaumio.

n. 6.4. paspena 7 Mpuaoxerus Ne 1 k MpaBuAaM PErUCTPaLMK U IKCNEPTU3bI AeKAPCTBEHHbBIX CPEACTB AN MEAWLIMHCKOTO
npUMEHEHUS.

TUMN BCMOMOIATEAbHOIO BELLECTBA OTAMYUA (% OT OBLLIEM MACCbI AN)
HanoAHuTEAN +5,0
PaspbIXAUTEAU: Kpaxmaa +3,0
npoyue +1,0
CesasytoLipe a 085
CmasbiBatolme (AbpukaHTbl): cteapatel Mg, Ca +0,25
npoyne +1,0
AMAQHTDI: TaAbK +1,0
npoyune +0,1
XUAKUE NEKAPCTBEHHbBIE ®OPMbI pasHuLa KoHUeHTpauun Ao 10%
NMPOYNE BCITOMOTATEABHbIE BELLECTBA Hay4YHO-0O60CHOBAHHOE

n. 19 MpunoxexHns Ne 4 k MpaBUAaM NPOBEAEHUA UCCAEAOBAHUN OUOIKBUBANEHTHOCTH
AEKAPCTBEHHbIX MPenapaToB B paMmkax EBpasniMcKoro aKOHOMUYECKOro coo3a



€9K i oBLUME BOMPOCKHI ®OPMUPOBAHMA
NOCBE

MpunoxeHue Ne 1 K MpaBuAam perucTpaLmm n 3KCNepPTU3bl COAEPXUT TpebOBaHUSA K
COCTaBY AOCbe B LEAOM U AASl PA3AUYHbIX FPYMNN AEKapPCTBEHHbIX MpenapaTos.

[MpunoxeHne Ne 2 K lNMpaBuaam perncTpaumm n aKCrnepTusbl COAEPXUT GOPMbI
3aABAEHUN AASI MOAQYUU AOCbE Ha PErUCTPaLIUIO, MOATBEPXKAEHNE PETUCTPALMN U
BHECEHUE UBMEHEHWN.

MpunoxeHue Ne 3 K [paBuAaM perucTpaumm n 3KCnepTn3bl COAEPXUT TpebOBaHUSA K
odopMAeHUIO HA NO KOHTPOAIO KauyecTBa.

MpunoxeHue Ne 4 K lNMpaBuAam perucTpaLmm n 3KCNepTU3bl COAEPXUT KPaTKUN
nepevyeHb AOKYMEHTOB PErncTpaLuoHHOIo AOChHE.

[MpunoxeHue Ne 5 K [1paBrAaM permctpaumm U aKCnepTrUsbl COAEPXKNUT YKa3aHUA Mo
MPUHUMNAM pa3MeLLEHMUA AOKYMEHTOB B pa3paeAax MOAYAEN AOCHE.



€IK -« 0coBbIE NPYNMbl AEKAPCTBEHHbIX
[NPENAPATOB

Al ¢ xopoLo N3y4yeHHbIM MEANLIMHCKUM NMPUMEHEHUEM - aKTUBHOE
BELLLECTBO XOPOLLUO U3YyYEHO B MEA.NMPUMEHEHUU, C MOATBEPXKAEHHOMU
3ODEKTUBHOCTBIO U MPUEMAEMON BE30NACHOCTbIO:

Al M3 cbipbA NPUPOAHOTO MPOUCXOXAEHUSA (AErOTb BEPE30BbIN, 3MEUHBIN A,
NPOAYKTbl MYEAOBOACTBA, MEAULIMHCKUE MUABKHU, XXEAUb, MUHEPAABI U AP.);

BUTAMWHblI N BUTAMWHHO-MWHEPAAbHbIE KOMMNAEKCHI

AN, dapMaKOAOTMUYECKYHO aKTUBHOCTb KOTOPbIX ONPEAEAAET KOMMAEKC
OUONOTMUYECKU aKTUBHbIX BELLECTB MPUPOAHOIO MPOUCXOXAEHUS;

PACTBOPbI aHTUCENTUKOB (MEPEKUCH BOAOPOAA, MOA, OPUAAMAHTOBbLIN 3EAEHbBIN U
AP.);
BOAA AASl UHBEKLINM;
aACOpPOEHTBI (YTOAb aKTUBUPOBAHHbIN U T.A.)
Kputepum otHeceHUsa (060CHOBLIBAET 3asABUTEAD!):

Bpems obpalleHus Ha pbiHKe (He meHee 10 AeT He MeHee YeM B 3 rocypapcTBax
Coto3a);

KOAMUYECTBEHHbIE aCNEKTbl UCMOAB30BAHMUS;
4acToTa U aKTYaAbHOCTb MCMOAb30BAHMSA (CO CCbIAKOM Ha NyOAMKaLMK);
COrAaCcCoOBaHHOCTb HAY4YHbIX OLIEHOK.



€IK =« 0coBbIE FPYNMbl AEKAPCTBEHHbIX
[NPEMAPATOB

[omeonaTtnyeckue npernaparbl C ynpoweHHbIM AOCbE (IVIOFyT MoAABATbCH
3adABAEeHWEM, OXBaTbIBalOLLMM CEPUIO NMpenapaToB):
npeAHa3HadeHbl AN TPUEMa BHYTPb, HAPYXXHO, MECTHO;
HE COAEPXAT KOHKPETHbIX MOKa3aHUM Ha ynakoBke, B OXA n UMIT;
cteneHb pa3BeaeHusa >1/10.000 nan <1/100 MMHUMAAbHOM aAAONATUYECKOU
AO3bl.
dutonpenapatbl C YNPOLLEHHbIM AOCHE:
NoKa3aHWsA COOTBETCTBYHOT 0OLLEN3BECTHbIM CBOMCTBAM U COCTABY PACTEHUS;
onpeAeneHbl cnocobbl MPUMEHEHUSA U AO3bI;

6€e30MacHOCTb MPUMEHEHMSA MOATBEPXKAEHA 0OPALLEHNEM HA PbIHKE HE MEHEEe
yem 3 rocypapctB Coto3a He meHee 10 Aer;

Mapkuposka n UMI1 copepxat ykazaHUa 0 NPUMEHEHUA HA OCHOBE
MPOAOAKUTEABHOIO OMbiTa, HEOOXOAMMOCTU KOHCYAbTALIMW NPU COXPAHEHWUM
CUMNTOMOB.



Bonpoc 5

NMNOATBEPXAEHWE COOTBETCTBUA

UCCAEAOBAHUN HAAAEXKALLUM NMPAKTUKAM



€I9K ;- HAAMEXALLUME NPAKTUKW: GMP, GCP
M MHCTEKLIMK

Komuccus

MOATBEP)XAEHWE COOTBETCTBUA GMP

1. Ceptnoumnkar GMP Coto3a -
065A3aTEAbHbI KOMMOHEHT AOChE.
2. [1pn ero oTCyTCTBUM NPEACTaBASETCA
HaUMOHaAbHbIK cepTudnkat GMP nan
oTyeT 06 MHCMEKLUMU, BbIAGHHbIN
YNOAHOMOYEHHbLIMW OpraHamMmm rocyAapcrB-
yreHoB Coto3a:
a) Ha NAoLWaAKy npoussoasLuyto TAO U
6) Ha NAOLLAAKY, OCYLLECTBASIIOLLIYIO
BKK.
3. [pun OTCYTCTBUMN HALIMOHAABHOIO
ceptudpukatra GMP rocyaapctB-uneHOB
Coto3a BbINOAHAETCH 006A3aTeAbHOE
MHCMNEKTUPOBAHME B paMKaXx perncrpaumm.

Kputepuu HasHavyeHna GMP nHcnekunm:

otcytcTBUE ceptudnkata GMP Cotosa;

NMOATBEPXAEHWUE COOTBETCTBUA GCP

1. NMpeacTtaBAeHHblE B A0OCbe KU paccmaTtpuBarotcs B
npolecce akcnepTnabl Npu cobatopeHnn OAHOTO n3
CAEAYIOLLMX YCAOBUM:

* KW npoBepaeHbl A0 01.01.2016 nAn NPoAOAXKAKOTCA MO
COCTOSIHMIO Ha 3Ty AaTy (HAbop NaLMEHTOB HE 3aKpPbIT)
Ha Tepputopun EASC;

* KW npoBepeHbl A0 01.01.2016 Ha TeppUtopmn
rocypapcrte-uneHoB ICH v 3aperncrpupoBaHbl Nno
pe3ynstatam KN B rocyaapctBax-uneHax ICH;

* KW nHmnupumpoBaHHblie nocAae 01.01.2016 A0AKHbI ObiTb
MOAHOCTbIO NMPOBEAEHbI MOAHOCTbIO MAM YACTUYHO (Kak
MWHUMYM OAHO) Ha Tepputopuun Cotosa.

2. EcAam nepeyncaeHHble YCAOBUSA HE BbINMOAHSAKOTCS,

3asaBuUTENAb 00513aH NPOBECTU (KaK MUHUMYM 0AHO) KU Ha

Tepputopumn Corosa UAU no peLieHno ynoAHOMOUYEHHOIo

opraHa NpoBECTU MHCMNEKLUMIO KAMHUUYECKOW 6a3bl.

OTCYTCTBHNE PETNCTPaLMN B rOCyAapPCTBE-YAEHE Coto3za A1, MPONU3BEAEHHDbIX Ha AQHHOM ﬂpOM3BOACTB€HHOV1 NAOLLUAAKE;
BbIAIBAEHWE B XOAE 3KCNepTu3bl PA ¢pakToB, cTaBALLMX NOA COMHEHWE AOCTOBEPHOCTb CBEAEHUM.



eIJK i B3SAUMONPU3HAHWE PE3YALTATOB
WHCNEKLUUW

Ao 31 pekabpsa 2020 ropa ynOAHOMOYEHHbIE OpraHbl MPU
OCYLLLECTBAEHUM TOCYAAPCTBEHHOW PErncTpaLmu
(nepeperncrpaunm, NOATBEPXKAEHUU PErnCTpaLmn, BHECEHUS
M3MEHEHUN B PETMCTPALIMOHHOE AOCbE AEKAPCTBEHHOIO Nnpenapara)
AEKAPCTBEHHbLIX CPeACTB B COOTBETCTBUN C 3AKOHOAAQTEABCTBOM
rocypapcTBa - uneHa EA3SC B3aumMHO NpM3HAOT AOKYMEHTH!,
BblAdHHbIE€ YITOAHOMOYEHHbLIMW OPraHaMmn rOCYyAapCTB -
YAEHOB, NOATBEPXAAKOLLME COOTBETCTBUE NPOMU3BOACTBA
AEKapCTBEHHbIX npenaparos, MPOU3BEAEHHbIX B TOCYAAPCTBaXx -

YAeHaXx EASC, TpeboBaHMAM HaANEXALLEN NPOU3BOACTBEHHOM
npaktukn EASC nan TpeboBaHUAM HaAAAEXALLLEN NPOU3BOACTBEHHOM

NPaKTUKKU rocypapcTs - uneHoB EASC.
Pelwmenune CoBeta EQK ot 3 HOA6pA 2016 ropa Ne 93



€9K - LHOPMATMBHAS BA3A OBLLEFO PhIHKA

AOCTYN K AOKYMEHTaM:

YEPE3 CAUT EBPASUMCKOIO SKOHOMUYECKOIO COKO3A
https://docs.eaeunion.org

Pexum poctyna:
«AKTbl EBPa3nmnckomn 3KOHOMUYECKON KOMUCCUN» —>

«Konnernst EBpasmMnckom aKOHOMUYECKON KOMUCCUU» — «Pelterus» —«2015» —NeNe 119,121,178
«Konnernsi EBpasmMnckom aKOHOMUYECKOU KOMUCCUU» — «PekomeHpauumnr»—«2015» —Ne 30
«CoBeT EBpa3nnMcKom 3KOHOMUYECKON KOMUCCUN» — «PelleHns»—«2016» —NeNe 73-93

YEPE3 CAUT EBPASUMCKO SKOHOMUYECKOW KOMUCCUU

http://www.eurasiancommission.org

Pexum aoctyna:
«fexHn4yeckoe peryampoBaHuer—«AenaptaMeHT TEXHUYECKOTO PENYAUPOBAHUA N aKKpPeAUTaUuum» —
«@opmMUpoBaHME 0OLLETO PbIHKA AEKAPCTBEHHbIX CPEACTB.

AOKYMEHTbI AOCTYMHbI MO TMNEPCChINKE «AKTbl B chepe 0bpalleHNUss AEKapCTBEHHbIX CPEACTB»
http://www.eurasiancommission.org/ru/act/texnreg/deptexreg/LS1/Pages/drug products.aspx
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