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O kmaccuukaTope KOMIUIEKTYIOIMX CPEACTB YIIAKOBKH JICKAPCTBCHHBIX IPEIapaToB

Pemenue Komneruu EBpaswmiickoi skoHOMUYecKOi KoMUCCHUU OT 8 okTs0pst 2019 roga Ne
171

B cootBercTBuM co cratbel 30 JloroBopa o EBpa3suiiCkoM 3KOHOMHUYECKOM COKO3€ OT 29
mast 2014 rona, mynktamu 4 u 7 IlpoTokona o0 uHGOPMAIIMOHHO-KOMMYHHUKAITMOHHBIX
TEXHOJIOTUSIX W HH(POPMAIMOHHOM B3aUMOJEWCTBUM B paMkax EBpasuiickoro
AKOHOMHYECKOTro coro3a (mpuinoxkenue Ne 3 k JloroBopy o EBpa3uiickoM 3KOHOMHYECKOM
cotoze oT 29 mas 2014 roma) u pykoBoAcTBysch [lojio)keHHEM O €IMHOW CHCTEME
HOPMAaTHBHO-CIIPaBOYHON wuHpoOpManuu EBpa3uiickoro 3KOHOMHYECKOTO COH03a,
yTBepkAeHHBIM PemennemM Komnerun EBpa3uiickodl dKOHOMHYECKOW KOMHCCHH OT 17
HOs10pst 2015 r. Ne 155, Konnnerust EBpasuiickoii 5KOHOMHUYECKOW KOMUCCUY PEIIAIa;

1. YTBepauTh npuiaraeMblii macrnopT KiaccupuKaTopa KOMIUIEKTYIOUIUX CPEICTB

YIIAKOBKH JIEKAPCTBEHHBIX MIPENAPATOB.

2. IlpumeHaTh KiaccuPUKaTop KOMIUICKTYIOIIUX CPEACTB YHNAKOBKHU JIEKAPCTBEHHBIX
npenapaToB (nanee — KiaacCU(PUKATOP) B COOTBETCTBUU C YTBEPKJICHHBIM HACTOSIIUM
Pemennem nacoprom.

3. BxiawouuTh Kiaccu(UKATOp B COCTaB PECYypCOB €IMHOM CHUCTEMBI
HOPMAaTHBHO-CIIPaBOYHOU MH(OopMaIuu EBpa3niickoro 5JKOHOMAYECKOTO COI03a.
4. YCTaHOBUTD, YTO:
KJ1accu(UKATOP MPUMEHSIETCS C TaThl BCTYTUICHUS HACTOSIIETO Permenus B cuiy;

UCIOJIb30BAaHKE KOJOBBIX 0003HAUEHUN Klaccu(uKkaTropa sBIsSIETCS 00sS3aTeIbHBIM TIPH
peanu3anuy oOLIMX MPOLIECCOB B paMKax EBpa3uiicKOro 3KOHOMHYECKOrO cOr03a B cdepe
oOpaleHus JIeKapCTBEHHBIX CPEJICTB.

5. Hacrosimee Pemenne BcTymnaeT B cuity 1o ucredeHuu 30 KajaeHIapHBIX JHEW C AaThl
€ro opUIMaTBLHOTO OITyOJINKOBAHUSI.

Ipencenarens Kownernu
Lo y T. CapkucsaH
EBpa3suiickoif 5)KOHOMHYECKOH KOMHCCHH
VTBEPXJIEH
Pemennem Konnernmn
EBpa3zuiickoil 3KOHOMUYECKON
KOMHUCCHU

ot 8 okTs10pst 2019 1. Ne 171

ITACIIOPT
KIacCu(pHUKaTOpPa KOMILIEKTYIOIMMX CPEACTB YIIAKOBKH JIEKAPCTBEHHBIX IIPEapaToB
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KJIACCU(PHUKATOP KOMIUICKTYIOUIMX CPEACTB YIaKOBKH JIEKaPCTBEHHBIX
Ipenaparos

KKYJIII
EK 059-2019 (pex.1)

Pemenne Komernn EBpazuiickoit 5KOHOMHYECKONH KOMHUCCHH OT § OKTs10ps 2019
r. Ne 171

¢ natsl BeryruieHus B cuily Pemenust Komnernn EBpasuiickoil 5KOHOMHYECKOU
K OM MU C C U H
oT 8 okTs0pst 2019 1. Ne 171

RU, MunuctepctBo 3apaBooxpaHeHus Poccuiickoil ~ ®Degepanuu.
VYronHoMoueHHasi opraHuzanus: (emeparbHOe TOCYAapCTBEHHOE OIOPKETHOE
yupexaerne "HaydHbli IEHTp SKCIEPTU3bI CPEACTB MEITUIIMHCKOTO IPUMEHEHNUS
" MuHHCTEpCTBa 3apaBooxpaHenus Poccuiickoit @eneparmm

KJaccu(UKaTOp MPeTHA3HAYCH JIJIS PES/ICTABICHUS CBEJICHUN O KOMIUICKTYFOIITUX
CpE/ICTBAaX YIAKOBKHU JIGKAPCTBEHHBIX MPEMapaToOB IMPHU OMUCAHUU (HOPMEI
BEIITYCKa JICKAPCTBECHHBIX IPEnapaToB

WCITIONB3YeTCsl TIPH ONMKMCAaHUU (OPMBI BBIITyCKa JIGKAPCTBEHHOTO MpernapaTra B
PETUCTPAIIOHHOM JI0ChE JIEKapCTBEHHOTO Mpenapara, a Takxke Ui o0eceueHus
WH(GOPMALMOHHOI'O B3aUMOJCHCTBUS IPH peaju3aluy OOLIMX IPOLIECCOB B
pamkax EBpasuiickoro 5KOHOMHUYECKOIO COK03a

KOMIUIEKTYIOIlEE CPEACTBO YNAKOBKM JICKAPCTBEHHOI'O IIperapara,
KJaccudukaTop, HPOpMaIMOHHAas cucTema, cdepa oOpalleHus JIeKapCTBEHHBIX
CpencTB

TEXHUYIECKOE PETyIUPOBaHHE



MEXTOCYyIapCTBEHHOM, 2 — mpu pa3paboTKe KIacCH(PHUKATOpa MEKIAYHAPOIHBIC (MEKIOCYAaPCTBCHHBIC,
peruoHalbHOM) perHoHaJIbHbIE) KIACCU(PUKATOPHI U (WIIH) CTAHAAPTHI HE PUMEHSUTHChH
KI1acCU()UKAITUI

Hanwnumue

rocyaapCcTBEHHBIX
CIIPaBOYHUKOB ( .
2 — kyaccu(UKaTop He UMEET aHAJIOTOB B rocyapcTBax — wieHax EBpasuiickoro
16 kmaccupuKaTopoB)
9KOHOMUYECKOT'0 COI03a
TrOCyapcTB — YJICHOB
EBpa3suiickoro

O9KOHOMHYCCKOI'0 COr03a

17 Meron cucremarnsanuu (2 — MepapXUYeCKHH, YHCIO CTyIeHeil (ypoBHeil) — 2, B COOTBETCTBHH C
KJ1acCH()UKAITIH ) METOJIMKON COrnacHo npuioxkeHuto Ne 1

KJIACCU(UKATOP BEICTCS B JJICKTPOHHOM BHJE B COOTBETCTBHH C TOPSIIAKOM

18 Mertoanka BeaeHUsS
COTJIaCHO MpUJIoKeHuIo Ne 2

CTPYKTYypa M PEKBU3UTHBII cocTaB Kiaccudukaropa (cocrtaB Ioiel
19 Crpykrypa KJIacCH(UKATOpa, 00JACTH WX 3HAYCHHWHA M IMpaBmia (pOPMHPOBAHUS) MOJKHEI
COOTBETCTBOBAThH ONHMCAHMIO COTJIACHO MPUIOKEeHUI0 No 3

CTeneHs
20 koH(UACHIUATBHOCTH CBEJICHHS M3 KIACCU(PHUKATOPA OTHOCATCS K HH(POPMALIUK OTKPBITOTO JI0CTYTIa
JTaHHBIX

YcTanoBieHHas
21 mepuoAUYHOCTH eXeMeCIIHO
nepecMoTpa

22 W3meneHus -

Ccheaka Ha

JeTaIn3UPOBAHHBIC JETATU3UPOBAHHBIE CBEACHHUS M3 KilaccupuKaTtopa NPHUBEACHBI Ha
CBEJICHHS M3 CIPABOYHUKA UH(OOPMAIMOHHOM mopTasie EBpa3uiickoro 5kOHOMHUYECKOT0 CO103a
(xmaccuduxaropa)

Croco0 mpecTaBicHUS .
. ony0JuKOBaHKUE HA WHGOPMAIIMOHHOM HopTajie EBpa3suiickoro 3KOHOMUYIECKOTO
24 cBeneHU U3 ClipaBOYHUKA

coro3a
(xmaccuduraropa)

I[MPUJIOXKEHUE Ne 1
K MmacnopTy kinaccuduraTopa
KOMIUIEKTYIOIIUX CPEACTB
YHaKOBKH JICKAPCTBEHHBIX
MpernapaToB

METOUKA
KJIaCCU(PUKAMK X KOTUPOBaHUA HHGOpMAIIH KIacCH(PHKATOPa KOMILIEKTYIOLINX
CPEACTB YIIAKOBKH JIEKAPCTBEHHBIX IIPEIapaToB

I. O0mue moyoxeHus

1. Hactosmass Meroauka pa3paboTaHa B COOTBETCTBUHU CO CIICIYIOIIMMHU aKTaMH,
BXOJISIIIIMMU B NpaBo EBpa3uiickoro 3KOHOMHUYECKOT0 COr03a:



Pemenune Komneruu EBpasutickoii a3xoHOMIYEeCKO# kKomuccuu OT 17 HosiOpst 2015 1. Ne
155 "O enguHOW cucTEME€ HOPMAaTUBHO-CIpaBOYyHOW uHPopMauuu EBpasuiickoro
SKOHOMHYECKOT0 cor03a";

Pemenue Komnerun EBpazuiickoil sxoHoMuueckoit komuccuu ot 22 aexadps 2015 r. No
172 "O6 ytBepxxaeHun HomeHkIaTyphbl JIeKapCTBEHHBIX (opM";

Pemenne Kommernn EBpasuiickoli 5KOHOMHUYECKOW KOMHUCCUU OT 25 okTs0pst 2016 . Neo
122 "O TEeXHOJIOTUYECKUX [JOKYMEHTaX, pETIaMEHTUPYIOIIUX HH(OOPMALIMOHHOE
B3aMMOJICHCTBUE TIPU pealM3allUi CPEJICTBAMU HWHTETPUPOBAHHONW HHQPOPMAIMOHHON
CHUCTEMBbI BHEIIIHEH U B3aUMHOW TOpProBiu oOuiero mpoiecca "dopMmupoBanue, BeJeHUE U
UCIIOJIb30BAHUE E€IMHOTO peecTpa 3aperMCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB
EBpa3uiickoro 3k0HOMHUYECKOro cor3a';

Pemenue Coera EBpasuiickoit s3xkoHOMHUYECKON KoMuccuu oT 3 HOsiOps 2016 . Ne 78 "O
[IpaBunax perucTpauuv M SKCIEPTU3bl JIEKAPCTBEHHBIX CPEACTB I MEIULIMHCKOTO
IIPUMEHEHUA "

Pemenne Komnernn EBpa3zuiickoit sxoHoMuueckoit komuccuut ot 30 utonst 2017 r. Ne 79 "
O TpeOoBaHUSIX K JIEKTPOHHOMY BUAY 3asBJICHUN U IOKYMEHTOB PETHCTPALIMOHHOTO J0CHE,
MPEJICTAaBISIEMbIX TPU OCYIIECTBIECHUHM PETUCTPAUMU M JKCIEPTU3bI JIEKAPCTBEHHBIX
MIPENapaToB JUIsl MEAULIUHCKOTO MPUMEHEHUS " ;

Pemenue Konmnernu EBpaswuiickoit axoHOMHYeckoit komuccuu ot 19 centsops 2017 r. No
121 "O6 yTtBepxaeHun Metoonoruu pa3paboTKu, BeICHUS U IPUMEHEHUS CIIPABOYHUKOB U
KJIAaCCU(PUKATOPOB, BXOASAIIUX B COCTaB PECYpPCOB €IUHOM CUCTEMbl HOPMAaTHBHO-CIIPABOYHOI
uHpopman EBpasuiickoro s5KOHOMUYECKOTO coro3a'.

II. O6nacTh mpUMeHEeHUA

2. Hacrosimast Metoauka pazpaboTaHa B LENSAX A€TaaU3aluu ONUCAHUS U ONPEeIICHUs
cneuu(UKy MPUMEHEHUs] METoa KJIacCU(PUKALMK U METOAa KOJUPOBAHUs, MPUMEHSIEMBIX
npu pa3paboTKe M BEACHUHM KilacCU(UKATOpa KOMIUIEKTYIOLIUX CPEJICTB YHNAKOBKU
JIEKapCTBEHHBIX MPENnapaToB (Janee — kiaaccudukarop).

3. Hacrosimass MeTtonuka npuMeHsIieTCs OlepaTopoM KiacCu(pUKaTopa Ipu BHECEHUU B
HEro CBEJICHUM O KOMIUIEKTYIOIIEM CPEACTBE YIAKOBKHM JIEKAPCTBEHHBIX IPENApartos,
PErUCTPAlMOHHOE JOChE KOTOPBIX paccMaTpuBaeTcsa B cooTBeTcTBuUU C [IpaBunamu
pErucTpaluyu M SKCHEPTU3bl JIEKAPCTBEHHBIX CPEICTB U1l MEAULMHCKOIO NMPUMEHEHUS,
yTBepxkaeHHbIMU Pemennem CoBera EBpa3uiickoil 3KOHOMHUYECKOW KOMHCCHH OT 3 HOsSI0ps
2016 r. Ne 78.

III. OcHOBHEBIE IOHATHA

4. TloHsaTHs, UCTOJB3yEMbIE B HacTosIIel MeToauke, MPUMEHSIOTCS B 3HAYCHUSIX,
ONpeNIeNICHHbIX akTaMu EBpa3uiickoll SKOHOMHYECKOM KOMHCCUU B cdepe oOpamieHus



JIEKapCTBEHHBIX CPEICTB, a TAK)KE KACAIOIIMMUCA CO3JaHUSA U PAa3BUTUSA UHTETPUPOBAHHOMN
MH(}OPMAIMOHHON cucTeMbI EBpa3uiickoro 3KOHOMUYECKOTO COH03a.

IV. Merop knaccuuxammm

5. CBeneHus 0 BUAX KOMIUIEKTYIOIIUX CPEACTB YIIAKOBKH JIEKAPCTBEHHBIX MpenapaToB
KJIACCUPUIUPYIOTCS HEPAPXUIECKUM METOIO0M.

6. KnaccupukalmoHHBIM NIPU3HAKOM NEPBOM CTYNEHU MEpApXUU SBISAETCS KaTeropus
KOMIUIEKTYIOIIUX CPEACTB YHAKOBKH JIEKAPCTBEHHBIX IPENAPATOB, P 3TOM BBIICISAIOTCS
CJIEIyIOIUE KaTErOpUU:

YCTPOMCTBA BBEJCHHUS;
YKYIIOPOUYHBIE CUCTEMBI;
YCTPOMCTBA PACHAaKOBKHU;
JOpYTrUe BUABI KOMIIEKTYIOIIUX.

7. KnaccudukanmoHHBIM NPU3HAKOM BTOPOW CTYNEHU HEPapXHUM SIBISETCS BHUJ
KOMIUIEKTYIOIIETO CPEACTBA YIIAKOBKM JIEKAPCTBEHHBIX IIPENApPATOB, OINPEICIICHHBIA B
coorBeTcTBUU ¢ HoMeHknaTypoil nekapcTBEeHHBIX (GOpM, yTBEpKAEHHOW Pemenuem
Komnerun EBpa3zuiickoil 3KOHOMUYECKON Komuccuu ot 22 nexadps 2015 r. Ne 172.

8. Kaxxnasg moauduxanus KOMIUIEKTYIOIIETO CPEACTBA YHaKOBKHU JIEKAPCTBEHHBIX
MpenapaTroB KIacCUPUIUPYETCS B COOTBETCTBUU C MPU3HAKAMU, YKa3aHHBIMU B MMyHKTaxX 5 —
7 HacTosme MeToMKHY, U TIPEACTABIIICTCS B BUJIC OTACIHLHOMN MO3UIIMH B KJIacCH(pHUKaTOpE.

9. Kareropnn KOMIUIEKTYIOUIMX CPEACTB YIAKOBKH JIEKAPCTBEHHBIX IPENApaToOB
KJIAaCCU(PUIUPYIOTCA IO XPOHOJOTHYECKOMY MPHUHIUIY C YYETOM OYEpPEAHOCTH HX
BKJIFOUEHMS B KJ1accuukarop.

10. Komnuekryromue cpencTBa ynakOBKH JIEKAPCTBEHHBIX ITPENAPATOB, ONIMCHIBAEMbBIE HA
BTOPOM CTyNIEHU HUepapXuu, KJIACCUPHUIMPYIOTCS O XPOHOJIOTUYECKOMY MPUHIIUITY C yYE€TOM
OUYEPEHOCTU BKIIFOUEHHS MO3UIUHI B KJIacCU(UKATOP.

V. Merox xonupoBaHHUS

11. Jlna KoaupoBaHUs 31€MEHTOB KiacCU(PHUKATOpa UCMOIb3YETCs MOCIEA0BATENbHBIN
METO/I.
12. AndaBuT K0J1a COCTOUT U3 apaOCKUX HUPP.
13. JlnuHa Koxa mepBOM CTYIEHU HEpPapXUU COCTaBISET 2 3HAKA, BTOPOW CTYIEHU
uepapxuu — 6 3HaKOB.

14. KogoBoe o0003HaY€HHE KATErOPUM KOMIUIEKTYIOIIMX CPEACTB YIAKOBKH
JIEKApCTBEHHBIX TMPENapaToB POPMUPYETCS MOPSIKOBHIM METOJOM MO XPOHOJIOTHYECKOMY
NPUHIIMITY: HOBOE 3HaueHue J00aBisieTcss B KOHEI[ BJEMEHTOB KiaccudukaTopa
COOTBETCTBYIOIIEH cTyneHu uepapxu. lllar konupoBaHus NPUHUMAETCS PaBHBIM €IUHULIE.
He3nauaiue ctapiive pa3psaasl KoJa Ipu HEOOXOAMMOCTH 3alOJHSAIOTCS HYJISIMU.



15. 3a knaccupuKallMOHHOW TPYNNUPOBKON "Apyrue BUIBI KOMIUIEKTYHOIUX"
3aKpemigeTcs: UKCUpoBaHHBIN ko1 "99".

16. Kon mo3uiuii BTOpoil CTyneHu uepapxuu umeet cieayrouryto crpykrypy: CCKKMM,
rae CC — konoBoe oOo03HaueHue Kateropuu Komruiektyromux, KK— HavanbHbie 1iudpsl
CEpHUM KOJOB, COOTBETCTBYIOLIME BHy KOMIUIEKTYIOIEro, MM — paspsabl, UCIIOIb3yEMBbIE
JUIS yKazaHus MOAMGUKALMHM KaXJ0TO BHJA KOMIUICKTYIOIIETO CpPEICTBA YIAaKOBKU
JIEKapCTBEHHOT'O IIpenapara.

17. B cinyuae HEOOXOIMMOCTH BKJIFOUECHHSI HOBOTO BHJa KOMILIEKTYIOIIETO CPECTBA
YIaKOBKM JIEKAPCTBEHHOTO IIpenapara, €ero KojoBoe o0o3HaueHue (popmupyercs
MOPSAIKOBBIM METOJIOM 10 XPOHOJIOTHYECKOMY IMPUHIIMITY: HOBOE 3HaU€HHUE J00aBisieTcs B
KOHEIl MepeyHs] BUJOB KOMIUIEKTYIOIIUX CPEJICTB YINAKOBKHU JIEKAPCTBEHHBIX IMPENApPaTOB.
[Ilar koaupoBaHUs NPUHUMAETCS PaBHBIM eauHMIE. He3Hauamume crapiime paspsibl Koja
IpU HEOOXOIMMOCTH 3aNOJIHSAIOTCS HYJISIMU.

18. B cinydae oTcyTCTBUS MOAM(PUKALMKA BUAA KOMIUIEKTYIOIIETO CPEJICTBA YIIAKOBKH
JIEKapCTBEHHBIX MPENapaToB COOTBETCTBYIOIINE Pa3psibl KOJIa 3aNOJIHSIOTCS HYJISAMHU.

19. IIoBTOpHOE MCIMOJIB30BAHUE KOJOB, B TOM YHCJIE MOCIE UCKIIYEHUS OTACIbHBIX
MO3UIMI U3 Kinaccudukaropa, He T0IMyCKaeTcs.

VI. EMkocTh Ki1accupukaTopa

20. JlommycTumasi eMKOCTh KitaccudukaTopa coctaisieT 999 999 nozunuii.

21. PezepBHas eMKOCTb kKoAa cocTaBisieT 999 911 no3zunuid.

IMPMJIOXEHHUE Ne 2
K I1acmopTy Kiaccudukaropa
KOMIIIEKTYIOLIUX CPEICTB
YIaKOBKH
JIEKapCTBEHHBIX IIPETIapaToB

ITOPAIOK
BeI€HHS KIacCH(PUKATOPa KOMILUIEKTYIOMUX CPEICTB YIIAKOBKH JIEKAPCTBEHHBIX
IpenaparoB

I. OOnmue nosoxxeHus

1. Hacrosmuii [lopsimok pa3paboTaH B COOTBETCTBUU CO CICAYIOUIMMH aKTaMU,
BXOJISILIMMH B NpaBo EBpa3uiickoro 3KOHOMUYECKOro coro3a (nanee — Coro3):
Pemenune Komneruu EBpasutickoii a3xoHOMIYEeCKO# kKomuccuu OT 17 HosiOpst 2015 1. Ne
155 "O enguHOW cucTEME€ HOPMATUBHO-CIpaBOYyHOW uHGopManuu EBpasuiickoro
SKOHOMHYECKOT0 cor03a";
Pemenue Komnernu EBpasuiickolt s5koHOMHUYECKOW KoMuccuu oT 22 nekadpst 2015 r. Ne
172 "O6 yrBepxxaenun HomeHkIaTyphbl JIeKapCTBEHHBIX (opM";



Pemenue Coera EBpasuiickoit sxkoHOMUYeCKoi Komuccuu oT 3 Hosiops 2016 . Ne 78 "O
[IpaBunax perucTtpanv U SKCHEPTU3bl JIEKAPCTBEHHBIX CPEJICTB ISl MEIULMHCKOIO
MpUMEHEHUS";

Pemenue Komnerun EBpazuiickoil sxoHoMuueckoil komuccuu ot 25 okTaops 2016 r. Ne
122 "O TEexXHOJOTHYECKUX JOKYMEHTAX, PETIAMEHTHPYIONIUX WH()OpMaIMOHHOE
B3aUMOJICHCTBUE TPU pealM3alUi CpPEJICTBAMU WHTETPUPOBAHHONW HHPOPMAIMOHHON
CHUCTEMBbI BHEIIIHEH U B3aUMHOW TOproBiu oduiero mpoiecca "dopMmupoBanue, BeJeHUE U
HCTOJIb30BAHUE €IUHOT0 pEEeCcTpa 3aperucCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPENICTB
EBpa3uiickoro 3k0HOMHUYECKOro cor3a';

Pemenue Coera EBpasuiickoit sxoHOMUYeCKOi Komuccuu oT 3 Hosiops 2016 . Ne 78 "O
[IpaBunax perucTpanv U SKCHEPTU3bl JIEKAPCTBEHHBIX CPEJICTB ISl MEIULIMHCKOTO
MpUMEHEHUS";

Pemienue Komneruu EBpazuiickoil sxoHoMuueckol komuccuu ot 30 uronsa 2017 r. Ne 79 "
O TpeOoBaHUSX K JIEKTPOHHOMY BUAY 3asBJICHUN U JOKYMEHTOB PETHCTPALIMOHHOTO J0ChHE,
OPEICTABIAEMBIX MPU OCYIIECTBIEHUH PETHUCTPAUMM M SKCIHEPTU3bl JIEKAPCTBEHHBIX
IIPENapaToB JUIsl MEAULIUHCKOTO MPUMEHEHUS " ;

Pemenue Komneruu EBpasuiickoit axoHOMHUeckoit komuccuu ot 19 centsiops 2017 r. Ne
121 "O0 yTBepkaeHnr MeToo10ruu pa3paboTKH, BEJ€HUS U IPUMEHEHUS CIIPABOYHUKOB U
KJIAaCCU(PUKATOPOB, BXOASAIIUX B COCTaB PECYpCOB €IMHOM CUCTEMbl HOPMAaTHBHO-CIIPABOYHOI
uHpopman EBpa3suiickoro s5KOHOMUYECKOTO coro3a'.

II. O6nmacTs mprMeHeHUT

2. Hacrosmuii [lopsgok ompexpenser mpouenypbl BeAeHHUs KiaccupukaTopa

KOMILJIEKTYIOIMX CPEJCTB YIAaKOBKH JIEKAPCTBEHHBIX MPENapaToB (J1ajee — KiaccupukaTop).

3. Hactosmmii [Topsiiox mpuMeHsieTcsl Ipyu BHECEHUN U3MEHEHHI B €TATM3HPOBAHHbIE
CBEJICHMS U3 Ki1accupukaTopa.

II1. OcHOBHEBIE TIOHATHA

4. TloHsiTusa, ucnonab3dyeMble B HacTosieM llopsiake, MPUMEHSIOTCS B 3HAYCHUSIX,
ompeneneHnbix CorjameHueM O eIWHBIX NPUHIMIAX U MpaBWiIaXx oOpameHus
JIEKapCTBEHHBIX CPEJACTB B paMkax EBpa3zuiicKkoro sKOHOMHYECKOr0 COro3a oT 23 aexadps
2014 rona u aktamu EBpa3uiickoit skoHOMHYEeCKON Komuccuu (nanee — Komuccus) B cdepe
oOpalieHusi JICKapCTBEHHBIX CPEJCTB, a TaKXKe KacCalIMMHCSA CO3JaHHs W Pa3BUTHUSA
MHTETPUPOBAaHHON MH(pOpMaMOHHOM cucteMbl Coro3a.

IV. ITIpuHIMIE BeIeHUA KiaccupukaTopa



5. O06bexTOM KiIaccupUKAIMKU SBISIIOTCS CBEJICHUS O BUJIaX KOMIUICKTYIONIUX CPEICTB,
BKJIIOYAEMbIX B MOTPEOUTENBCKYIO YMAKOBKY JIEKAPCTBEHHBIX IMPENapaToB, KOTOPHIE
YKa3bIBAIOTCSl B PETUCTPALMOHHBIX JI0ChE JIEKAPCTBEHHBIX MPENapaToB.

6. BzaumozeiicTBue oneparopa kiaccupukaTopa ¢ aIMUHUCTPATOPOM OCYIIECTBIISIETCS B
COOTBETCTBHH C JIOTOBOPOM MEXK1y HUMH (J1ajiee — 10roBOp).

7. OTBETCTBEHHOCTh Olleparopa KiaccupukaTopa U aJIMUHUCTPATOpa OINpeaeisieTcs
aKTaMHy, BXOASIIKUMH B 1paBo Coro3a, a TakKe JOTOBOPOM.

8. IlepBuyHOE HamoJdHEHUE KiIaccuduKaTopa BBIIOMHSIETCS | pa3 mocie BCTYIJICHUS B
cuny Pemenust Konneruu EBpasutickoit skoHoMuueckoit komuccuu ot 8 okTsiops 2019 r. Ne
171.

9. Cpox BBINOJHEHUS] MEPONPUATUHN MO MEPBUYHOMY HAMOJHEHHUIO KiaccuduKaTtopa
OIPENENSIETCS YCIOBUSAMHU JOTOBOPA.

10. CBeneHus 1715l IEPBUYHOTO HAMOJIHEHUs KilaccuuKaTopa rnepesarTcs oneparopoM
KJ1accuukaTopa aJMHUHUCTPATOPY B COOTBETCTBUM C MyHKTamu 18 — 24 Hacrosiiero
[Topsinka.

11. ITo3unuu knaccudukaTopa, He HCIOJIb30BAHHBIE B TEUEHHE 5 JeT 1151 POPMUPOBAHUS
CBEJICHHUI O PErMCTPALIMOHHBIX YIOCTOBEPEHUAX JIEKAPCTBEHHBIX MPENapaToB, BKIOUECHHBIX
B €JIMHBIA PEECTp 3apEruCTPUPOBAHHBIX JEKAPCTBEHHBIX cpeAcTB Coro3a, NOJKHBI OBITH
OTMEYEHBI KaK HEJICHCTBYIOIINE (C YKa3aHHEM JaThl OKOHYAHHS UX JIEUCTBUSA).

12. B cnydae oTCyTCTBUSI HEOOXOIUMBIX CBEJECHUM B KiaccuuKaTtope 3asiBUTEIb,
MOJIAOIUI B YIOJTHOMOYEHHBIN OopraH (opraHu3anuio) B cpepe oOpaiieHus JeKapCTBEHHBIX
cpenctB rocynapcrBa — uneHa Corosza (Z1ajnee — ynoJIHOMOYEHHBIM opraH (opraHu3alius))
3asBJICHHE O BBINOJHEHUHM MpOLEAYyp, NpeaycMoTpeHHbIx [lpaBunamu peructpauuu u
AKCHEPTU3BI JIEKAPCTBEHHBIX CPEACTB I MEAMIMHCKOTO NMPUMEHEHHUS, YTBEPKIACHHBIMU
Pemennem Coeta EBpasuiickoil 3xoHOMUYeCKOH kKomuccuu ot 3 Hosiops 2016 1. Ne 78 (
Janee — 3asBIICHUE), JIOJKEH MPEJCTaBUTh ONUCAHUE MpeAJiaraeMod HOBOM MO3UIIUMU B
cBoOoiHOM (popMe. CBelleHHs O MpeajaraéMbIX HOBBIX MO3HIMSAX MEPEAAIOTCS ONepaTopy
Kiaccudukaropa YMOJTHOMOYEHHBIMH OpraHamMu (opraHu3anusiMu) pedepeHTHOro
roCcyJ1apCTBa, OCYIIECTBISIOINMU PETUCTPALINIO JEKAPCTBEHHOTO Mperapara.

13. OOpaiiienue aul, He SIBISIONIMXCS YIIOJTHOMOUYEHHBIMU OpraHaMu (OpraHu3alusimMu),
HANPSIMYIO K ONIEpaTopy KiaccuukaTopa 1o BONpoCcy U3MEHEHHUS MO3UIHN Kiaccupukaropa
HE JO0IMYCKAETCs.

14. Pemienrie 0 BO3MOKHOCTH BKJIFOUEHUS, I3BMEHEHUS U UCKIIOYEHUS OTAEIbHBIX
MO3ULIUNA KIaccuuKaTopa MPUHUMAETCSA YIIOTHOMOYEHHBIMU OpraHaMu (OpraHu3aiusiMu) u
Komuccuen.

15. Aktyanuzanus cBeJeHMN K3 Kiaccu(pUKATOpa BBIMOJIHAETCS OMNEPATOPOM
KJaccu(ukaTopa Mpu BEISIBICHUN HOBBIX 00OBEKTOB KiIacCU(UKAIUU U (WIIH) TTPU N3MCHCHHUH
CBeJIeHUH 00 YK€ BKIIOYEHHBIX B KJIacCU(UKATOP CBEJCHUSAX HE pexe 1 paza B MecHil.



16. UndopmupoBanue noap3oBareneil kiaccuukaTopa, a TakKe YINOTHOMOYEHHBIX
OpraHoB (OpraHu3zaiuii) 00 M3MEHEHHUSX, BHECEHHbIX B KJIacCU(UKATOP, OCYLIECTBISETCS
cpencrtBamu nHGpopMannoHHOTo nopTtaia Coro3a 1o ¢akty onyO0IMKOBaHUS U3MEHEHUH.

17. N3MeHeHUs, CBsi3aHHBIE C KOPPEKTUPOBKOW HANMCAaHWS HAWUMECHOBaHHM
KOMIUIEKTYIOIUX CPE/ICTB YIIaKOBKH JIEKAPCTBEHHBIX MPENapaToB, U (WJIM) UHbIE U3MEHEHUS,
HE TO0/pa3yMeBalOlle H3MEHEHUs KOJa IMO3ULUU BBUJY IEPEONPENCICHUs €€
KJIacCU(PUKAMOHHBIX TMPU3HAKOB, CUUTAIOTCS TEXHUYECKHUMH, BHOCSTCS OIEPaTOpPOM
KJ1acCU(pUKaToOpa Mo OOPAIEHUIO BBISIBUBIIETO HECOOTBETCTBUE YIIOJIHOMOUYEHHOTO opraHa (
OpraHM3alii) U MEepeNaroTcs aJAMUHUCTPATOPY B COOTBETCTBUM C NyHKTamu 18 — 24
Hacrosimiero [lopsiika B TedeHue 5 pabounx JHEH CO JHS MOTYyYEeHUS TAaKOTO oOpareHus 6e3
COTJIACOBAHUS C YIIOJTHOMOYCHHBIMHU OpraHaMu (opranuzanusMu) u Komuccueit.

IIpaBmia mepefadn CBEACHU OT omeparopa Kiaccu(puKaropa aiMAHHCTPATOPY

18. CBenenus u3 kiaccuukaropa MmoAroTaBIMBaIOTCS OMEpaToOpoM KiaccupukaTopa u
MPEACTABIAIOTCS aAMUHUCTPATOPY B COOTBETCTBUU ¢ ONHUCAaHUEM CTPYKTYpbl H
PEKBU3UTHOI'O COCTaBa Kjaccu(ukaTtopa KOMIUICKTYIOIIUX CPEJICTB  YIAaKOBKH
JEeKapCTBEHHBIX mnpenaparoB (mpuioxkenue Ne 3 k macmopry kjiaccudukatopa
KOMIUJIEKTYIOIIUX CPEACTB YIAKOBKH JIEKAPCTBEHHBIX IMPENApaToOB, YTBEPKICHHOMY
Pemennem Komnernu EBpasutickoil sxoHoMuyeckoit komuccuu ot 8 okTs0pst 2019 1. No 171)
B Buje XML-gokymenTa (nanee — XML-10KyMeHT).

19. B cnmydae no6aBieHust HOBBIX O3UIUI B Kiaccupukatop B XML-10KyMEHT JOJIKHBI
OBITH BHECEHBI CBEJICHUS O HOBOM MO3WIIMU C yKa3aHWEM JaThl Hadayia ee nenctBus (0e3
yKa3aHMs 1aThl OKOHYAHUS IEUCTBUS).

[Ipu popMupoBanuu CBeCHU O HOBOM MO3UIINU KilaccupukaTopa, ee Kol (popMmupyercs
B COOTBETCTBHUH C MOJIOKEHUSIMU MeTOAMKHN KiIacCU(UKAIMU U KOJIUPOBaHUS MH(GOpMAIIUU
KJIacCU(PUKATOpPa KOMIUICKTYIOIIMX CPEACTB YMNAKOBKU JIEKAPCTBEHHBIX IMpenapaToB (
npuioxkenue Ne 1 k macmopty kiaccudukaTopa KOMIUICKTYIOIIUX CPEJICTB yHaKOBKU
JIEKapCTBEHHBIX IIpenapaToB, yTBepkaeHHOMY Pemenuem Komnernn EBpasuiickoi
SKOHOMHYECKON KoMHUCccHH OT 8 OKTI0pst 2019 1. Ne 171).

20. Ilpu BHEeCEeHUU M3MEHEHUU B JICTAIM3UPOBAHHBIE CBEICHUS M3 KiaccupUKaTopa B
XML-IOKyMEHT BKJIIOYAKOTCA CBEACHHS O JICUCTBYIOIIEW MO3UIHUM C YKAa3aHUEM JaThbl
OKOHYAHHUS €€ JAEHUCTBUS, a TAKKE HOBAs pPeAaKLMs MO3UIMU C YKa3aHUEM JaThl Hayaja ee
nectBus (0€3 yKa3aHus JaThl OKOHYAHUs JEHCTBUS).

21. [Ipu HEOOXOAMMOCTH UCKIIIOUEHUS CBEACHHN U3 Kiaccudukaropa B XML-qokymeHT
BKJIFOYAIOTCSI CBEJEHHUS O ACHUCTBYIOIIEH MO3UIMU C YKAa3aHUEM JaThl OKOHYAHUSA €€ JCHCTBUSA

22. Oneparop kinaccupukaropa HampaBlgeT aAMUHUCTPATOPY JOKYMEHT, COAEPKAIIUN
aKTyaJbHbIE HA MOMEHT IIepeauu JeTaTU3UPOBAHHbIE CBEICHHUS U3 KIIaCCU(PHUKATOpa.



23. AIMUHHCTPATOP MOATBEPKIAET MOJyYEHUE M YCHENHyl0 00paboTKy CBEIeHUN
MyTeM HampaBJIeHUs OMepaTopy KiaccuukaTropa MpPOTOKosa OOpabOTKH MOJYYEHHBIX
CBEJICHUM Ha PYCCKOM s3bIKe. B ciydae OTCYyTCTBHS OMIMOOK aJMUHHUCTPATOpP MPUHUMAET
IpeJICTaBJICHHbIC CBEJCHHUS W OOECleurBaeT WX OMyOJWKOBaHWE Ha MHGOPMAIMOHHOM
noptaiie Coro3a He no3iHee 3 paboUYuX AHEH CO JIHS HOJYyYECHUSI.

24. B ciyyae eciau B IpOTOKOJEe 00pabOTKU CBEACHUIN COACPIKUTCS ONMHUCAHKUE OIMHOOK,
omepaTop Kiaccu(ukaropa ycTpaHseT OIIMOKM M TOBTOPSET MPOLECC Meperadu
XML-nokyMeHTa, copepxaniero CBeAeHus U3 kiaccudukaropa, aAMUHUCTPATOPY.

V. Meponpuarus, HeoOxoauMble 1)1 BeACHHA Kiaccu(ukaropa
1. IlepeaeHb MEPOTIPHATHI

25. 1ns BeneHust kiaaccuukaropa peaiu3yoTcsl CIeAYIOINEe MEPOTIPUSITHS:

a) MOJTrOTOBKA YIIOJIHOMOYEHHBIM OpTraHOM (OpraHu3aliueii) 3asBKy Ha BKIIFOUEHHUE HOBBIX
MO3ULIMI WM HAa BHECEHHE W3MEHEHMH B Kiaccudukatop, odopmiisiemoit mno dopme,
npeaycMoTpeHHOM npuitoxkenreM Ne 3 k MeTomonorun pa3paboTKu, BeICHUS U IPUMEHEHHUS
CIIPAaBOYHUKOB M KJIAaCCU(UKATOPOB, BXOJAIIMX B COCTaB PECYpPCOB €AUHOW CHCTEMBI
HOPMAaTHBHO-CIIPaBOYHON wuHpOpManuu EBpa3uiickoro 3KOHOMHYECKOTO COH03a,
yTBepxkaeHHOW Pemenuem Komnernm EBpa3zuiickoii 3KOHOMHYECKOW KoMHCCcHH OT 19
ceHTsiops 2017 1. Ne 121 (nanee — 3asBka);

0) MOArOTOBKA OMEPATOPOM KiIaccU(pUKATOpa MPOEKTa U3MEHEHUN JeTaIM3UPOBAHHBIX
CBeJIeHMI u3 Ki1accudukaTopa (J1anee — MpOeKT U3MEHEHUI) C yUeTOM MOCTYIUBIINX 3a5BOK;

B) PAaCCMOTPEHUE NMPOEKTa UBMEHEHNUN YIIOJTHOMOYEHHBIMU OpraHaMy (OpraHu3alusiMu) U
Komuccueii;

T) YperyJupoBaHHE pa3HOTIIACHIA;

1) BHECEHHE ONEepaToOpoM KiacCu(UKaTopa U3MEHEHUN B JACTATM3UPOBAHHBIC CBEIACHUS
13 Kiaccudukaropa.

2. IToaroToBKa yIOJIHOMOYEHHEIMA OpraHaMH (OpraHH3alHAMHA) 3aABKA

26. Ananu3 3asBJICHUN Ha MPEIMET BBHISBICHHS HOBBIX OOBEKTOB KiIacCU(UKAIIUKA B
HEeJSAX BKIIOYEHUS! CBEACHUN O HUX B 3asBKY MPOBOJUTCS YNOJHOMOUYEHHBIMU OpraHamu (
OpraHu3alusIMU), KOTOPhIE YKa3aHbl B 3asIBJICHUSX B KaU€CTBE YIMOJHOMOYEHHBIX OPraHoB (
opranuzanuii) pedepeHTHOr0 TroOCYIapCTBa, OCYIIECTBISIIOMMNX  PETUCTPAIUIO
JIEKapCTBEHHOT'O IIpenapara.

27. HoBo€ KOMIUIEKTYIOIIHNE CPEICTBO YIIAKOBKH JIEKAPCTBEHHOTO IIpenapaTa BKII0YaeTCs
B 3asBKy B CJydYae, €CJIM COOTBETCTBYIOIIEE 3asBJICHHUE MPEIABAPUTEIBLHO 0J00peHO0 (
BBITOJIHEHA BaJUJAlNsl PETHCTPALMOHHOTO JI0ChE JIEKAPCTBEHHOrO Ipenapara), HO He
NO3JIHEE YeM 3a 2 Mecsila 0 3aBEPLICHUS TAKUX IPOLIEAYD.



28. CdopmupoBanHas 3asiBKa MepeaeTcs yMOJIHOMOUYEHHBIMH oOpraHamu (
OpraHu3alysIMH) ONEPATOPY KiIacCuPUKATOPa exXEeMECIYHO, He o3aHee 20-ro yuca.

3. IloaroToBka oneparopoM KiIacCH(PHKaTopa MpOeKTa H3MEHEHHUH C YIETOM
HOCTYIHBIINX 3asBOK

29. Ha ocHoOBe 3asBOK, MOJYYEHHBIX OT YIOJIHOMOUYEHHBIX OPTaHOB (OpraHHU3allnii),
omnepaTop kiaccudukatopa GopMHUPYET MPOEKT U3MEHEHUU B COOTBETCTBUMU C (HOPMOM,
npeycMoTpeHHO! npuiioxkenrueM Ne 2 k MeTo10J10TuH, YKa3aHHOW B ITYHKTE 25 HACTOSIIEr0
[Topsinka.

30. Omneparop kinaccupUKaTopa €XEeMeCsIIHO, HEe MO3IHee 25-TO Yucia, HalmpaBiseT
MPOEKT H3MEHEHUM YIOJHOMOYEHHBIM opranam (opranuzanusM) u B Komuccuto
ouIMaTbHBIMU MHChMaMH, a TAaKXKe B pabodeM MOpsAKE Ha ajpeca AJIEKTPOHHOU MOYTHI
KOHTAKTHBIX JIML, OIpPEACICHHBIX MPOTOKOJOM COBEIIAHUS TMPEACTABUTEIIECH
YIIOJTHOMOYEHHBIX OpPraHOB (OpraHu3anuil) (Jajnee — COBEIIaHUE), HA OCHOBAHUU IMHCEM
YIOJTHOMOYEHHBIX OpraHoB (OpraHu3ainuii) 00 OmNpelesieHuM KOHTAKTHBIX JIUII,
HarpasJIeHHbIX B Komuccuro.

31. IloAroTOBIEHHBIN MPOEKT U3MEHEHUH MIPEACTABIISIETCS ONEpaTOPOM KiaccudukaTopa
JUIS pACCMOTPEHUA YIIOJHOMOYECHHBIMU OopraHamMu U1 Komuccueil.

4. PaccMOTpEeHHE NPOCKTa W3MEHEHHUH YIIOTHOMOYECHHEIMA OPraHaMH (
opraaw3anuaMu) u Komuccreit

32. YnonHoMmoueHHble opranbl 1 Komuccus obecrneunBaloT pacCMOTPEHUE MPOEKTa
n3MeHeHni B TeueHne 30 KaJeHIapHbIX JHEW CO JIHS €ro MOJIyYEHHS IO AIEKTPOHHOM MOYTE.
33. B cnyuyae Hamuuus BO3paKCHUH YMOJIHOMOYEHHBIE OpraHbl (OpraHU3aIuu)
HaIpaBJIsSI0T COOTBETCTBYIONIYIO HHPOPMALIMIO oriepaTopy kiaccudukaropa u B Komuccuto B
TEUEHHE CPOKA PACCMOTPEHHMsI MPOEKTa U3MEHEHHI O(UIManpHO U B pabodyeM MOpsIKe Ha
azpeca 3JIEKTPOHHOU IMOYThl KOHTAKTHBIX JIUL, ONPEIEIEHHBIX IPOTOKOJIOM COBEILAHHUS.

B cnyuae Hanuuma Bo3paxkeHui Komuccus HampaBisIeT COOTBETCTBYIOIIYIO
uHdopManuio omnepaTopy Kiaccudukaropa B TEUEHHE CpPOKa PACCMOTPEHUsI MPOEKTa
M3MEHEeHH 0pUIIMAIBHO U B paboyeM MOpPsJIKE Ha aipeca SJIEKTPOHHOM MOYThl KOHTAKTHBIX
JIUL, OIIPEIEIICHHBIX TPOTOKOJIOM COBEIIAHMUS.

34. B ciyyae ecinu B TEUEHHE CPOKA PACCMOTPEHUS MPOEKTAa U3MEHEHU HHPOpMALIHS O
HaJIMYMU BO3PaKCHUN OT YNOJIHOMOYEHHBIX OpraHoB (opranusaumii) m Komuccum He
MIOCTyNMIa, MPOEKT U3MEHEHUIN CYUTAETCS COTIACOBAHHBIM.

35. IloAroTOBIEHHBIH OMEPaTOPOM Kilaccu(PuKaTopa MPOSKT U3MEHEHHUH TI0 pe3yIbTaTaM
€ro pPacCMOTPEHHS YIOJIHOMOYEHHBIMU oOpraHamu (opranuzauusimMu) U Komuccuei
nepenaercs anMuHucTparopy. [Ipu Hanuumuy pazHoriIacuii OHU MOJIEKAT YPETYJIMPOBAHUIO B
COOTBETCTBHH C MOJIPA3/ICIIOM 5 HACTOSIIIETO pa3iena.



5. YperymipoBaHue pa3HOIIacHii

36. PazHormacusi B OTHOIIEHUH OTAEJIbHBIX MO3HUIUMN MPOEKTa U3MEHEHHUM MOIekKaT
YPETYJIUPOBAHUIO HA COBELIAHUU.

37. IlpoBeneHue COBElIaHUs B LIEJSX YPETyJIUPOBAHUS PA3HOTIACHI B OTHOIICHUU
OTAEIBbHBIX MO3UIHUN MPOEKTa M3MEHEHUU OpraHuszyercs aenaprameHToM Komuccuu, B
KOMIIETEHIIUIO KOTOPOTO BXOJSAT BOIMPOCHI PETyJIHPOBAHUS OOpaIeHUs JIEKapCTBEHHBIX
cpeacts B pamkax Corosa.

38. Konusa npotokosia coBemanus Hampasisiercss genaprameHTom Komuccuu, B
KOMIIETEHIIUI0O KOTOPOTO BXOJST BOIPOCHI PEryJMpOBaHMs OOpalleHus JeKapCTBEHHBIX
cpenctB B pamkax Coro3a, onepatopy Kiaccupukaropa oQUIHAIBHO U B padoyeM MOpsJIKe
Ha aJIpeC JIEKTPOHHOU MOYTHI, YKa3aHHBIN B TPOTOKOJIE COBEILIAHMUS.

6. BEeceHue oneparopoM KiaccH(pUKaTOpa H3MEHEHHH B ACTAIM3APOBAHHAKIC
CBeleHMA U3 KIIacCH(pHUKaTopa

39. Omneparop knaccudukaTopa BHOCUT M3MEHEHHUS B KJacCU(HUKATOpP B clydae
OTCYTCTBHSI BO3PaKEHUU MO MPOEKTY U3MEHEHUHN B TEUEHUE CPOKA €r0 pacCMOTPEHUs OO
no (akTy NOJydyeHHs KOMHHM MPOTOKOJA COBEIIaHUs, (PUKCUPYIOUIErO yperyiupoBaHUe
Pa3HOTJIACUH.

40. Omnepartop kjaccudukaTopa B COOTBETCTBUM C MyHKTamu 18 — 24 HacTosIIero
[Topsinka mpeAcTaBIsIET aAMUHHUCTPATOPY CBEACHUS OO0 HU3MEHEHHUSX, BHECEHHBIX B
KJaccuukarop, s onyOiaukoBaHus Ha uHGopmalmoHHoM noptane Coro3za B Teuenue 10
pabouux JTHEH cO JHS OKOHYAHHS CPOKA PACCMOTPEHHS IPOSKTa M3MEHEHU WK B TEUEHUE 5
pabouux JHEW CO JHS MOJYYEHHUS MO AJIEKTPOHHOW MOYTe KOMUHU MPOTOKOJA COBEUIAHUS,
(UKCHPYIOIIErO yperyIupoBaHUE pa3HOTIACHIA.

41. Pe3ynbTaTOM BBINIOJHEHUSI MEPONPUATHH, MPEAYCMOTPEHHBIX MYHKTOM 25
Hactosiiero [lopsnka, siBAsS€TCS akTyalIu3UupOBaHHBIN KiIacCU(pUKATOP, OMyOJIMKOBAaHHBIN Ha

I/IH(l)OpMaU;I/IOHHOM rnmopraie Coro3a.
IMPUJIOXXEHUE Ne 3
K MacropTy Kiaccupukaropa
KOMIUIEKTYIOIIUX CPEACTB
YIaKOBKH
JICKAPCTBEHHBIX MPENapaToB

OIIMCAHHUE
CTPYKTYPHI H PEKBU3UTHOTO COCTaBa KJIACCH(HKATOpa KOMIUIEKTYIOIIUX CPEACTB
YIIaKOBKH JIEKAPCTBEHHEIX IIPEIapaToB



1. Hacrosimee Onucanue ycTaHaBiIMBaeT TpeOOBaHUS K CTPYKType Kiaccudukaropa
KOMILJIEKTYIOIMX CPEJICTB YIAKOBKH JIEKAPCTBEHHBIX MPENaparoB (faiee — kiaccudukaTop),
B TOM YHCJIE ONpENesieT CTPYKTYpY M PEKBU3UTHBIM cOCTaB Kiaccudukatopa, o0IacTu
3HAYEHUU PEKBU3UTOB U MpaBUIIa UX GOPMHUPOBAHUS.

2. CTpyKTypa 1 peKBHU3UTHBIN COCTaB KiacCu(pUKaTOpa MPUBEACHBI B TA0IHIIE, B KOTOPOIA
dhopmMupyrOTCS clieayromue mojs (rpadui):
"00J1aCTh 3HAUEHUS PEKBU3UTA" — TEKCT, MOSICHSAIOLIUN CMBICIT (CEMAaHTHUKY) 3JIEMEHTA;

"mpaBusia GOPMUPOBAHUS 3HAYCHUS] PEKBU3UTA" — TEKCT, YTOUHSIOMUM HAa3HAYCHUE
AJIEMEHTa, OMpEACSIIoMmUN npaBuiia ero GopMUpPOBaHUS (3aMOJHEHUS), WU CIIOBECHOE
ONMCAHNE BO3MOKHBIX 3HAUEHUI 3JIEMEHTA;

"MH." — MHOXECTBEHHOCTh PEKBHU3UTA (00s3aTEILHOCTD (OMIIMOHATBHOCTD) U KOJIMYECTBO
BO3MOYKHBIX TOBTOPEHHUI PEKBU3NTA).

3. JIns yka3aHus MHOXECTBEHHOCTH PEKBU3UTOB MEpeaBaeMbIX JAHHBIX UCIOJIb3YIOTCS
cleayromnme 0003HaueHUS:

1 — pekBU3UT 00sI3aTENICH, TIOBTOPEHUS HE JIOIYCKAIOTCS,;
— PEKBU3HT 00s13aTeNeH, T0KEeH MOBTOPITHCS n pa3 (n > 1);

* — PEKBU3UT 00s3aTeNICH, MOXKET MOBTOPSITHCS O€3 OTpaHUYCHHUIA;

* — pekBU3UT 00s3aTeleH, JOJDKEH MOBTOPATHCS HE MeHee n pa3 (n > 1);

B B == B

..M — PEKBU3UT 00s13aTeNIeH, JOJIKEH MOBTOPATHCSA HE MEHEE n pa3 U He Oosiee m pa3 (n >
1, m > n);

0..1 — pPEexBU3UT ONIMOHAJIEH, IOBTOPEHHUS HE IOITYCKAIOTCS;

0..* — PEeKBU3UT OMIIMOHAJIEH, MOKET MOBTOPSATHCS O€3 OrpaHUUYEHU;

0..m — pEeKBU3UT OMIIMOHAJIIECH, MOXKET MOBTOPATHCS HE OoJiee m pa3 (m > 1).
Tabmnuma

CrpyKTypa ¥ peKBH3HTHBIN COCTaB KIacCH(HUKATOpa

[IpaBwra ¢opmupoBanusi 3HaueHHs MH

HaumenoBanue pekBu3uTa OO6nacTh 3Ha4E€HUS pEKBU3UTA
PEeKBH3HTA

ompenaessieTcss  00JacTAMU
. OTIpeIENISIETCS TIPaBUIaMU (GOPMHUpOBaHus 1..
3HAYEHHUHW  BIOKEHHBIX

CpeACTB BJIO)KEHHBIX PEKBH3HTOB *
PEKBU3UTOB

1. Kareropusi KOMIUIEKTYIOIIHUX

HOpPMAaJIM30BaHHAs CTPOKa KOJOBOe oOo3HaueHHe (GOpMHUpYeTcs C

1.1. Kog KaTeropuu

CHUMBOIOB. HCIONb30BaHUEM MOpPSAKOBOro Meroja 1
KOMIDICILYIONUIX CPeAcTs [la6mon: \d{2} KOJIUPOBAHHUS

HOpMAJIM30BaHHAs CTPOKa
1.2. HamMeHOBaHNE KaTETOPUH CHUMBOIIOB. HaMEHOBaHHWE (QOpPMHUpPYETCS B BHIE 1
KOMIUIEKTYIOIINX CPEACTB MuHs. JIHHA: 1. cmoBocoueTaHNS Ha PyCCKOM SI3bIKE

Makc. gmuna: 500

ompenenseTcs 00IacTIMHu

. orpeziessiercst npasuiamMu GpopmupoBanus 1..
1.3. Kommiekryromniee cpeicTBO 3HAYEHUH  BIOXKEHHBIX

BJIOXKEHHBIX PEKBU3UTOB *
PEKBHU3HUTOB



1.3.1. Kox KOMIIEKTYIOIEro HopMann3oBaHHas CTpoKa  KoloBoe oGosHaueHuwe Qopmupyercs ¢ |
CpelCTBa yMaKOBKU CHMBOJIOB. UCTIONIB30BAHUEM TOPSAIKOBOTO METOJA
[la6mon: \d{6} KOAMPOBaHUS

HOpMAaJIM30BaHHAs CTPOKa
CHMBOJOB. HauMeHOBaHUE (OpPMHpYETCS B BHUIE
MuH. NIuHA: 1. cnoBocoueTaHust Ha PYCCKOM SI3BIKE
Makc. muna: 500

1.3.2. HammeHnoBaHue
KOMIDIEKTYIOIIETO CpeICTBa
YIaKOBKH

ompenensercs o0IacTIMu
1.3.3. CBeneHuss o 3amucu . OIIpeieTIsieTCsl npaBuiIaMy (pOpMUPOBAHUS
3HAYEHUHW  BIOKEHHBIX 1

knmaccudukaropa BJIOYKEHHBIX PEKBU3HUTOB
PEKBU3UTOB

obo3HaueHue JaThl B

cootBerctBuu ¢ 'OCT UCO
8601-2001 B d¢opmarte

YYYY-MM-DD

COOTBETCTBYET JaTe Hadajia JeMCTBUS,
yKa3aHHOH B akTe opraHa Epasuiickoro 1
SKOHOMHYECKOTO COI03a

*.1. Jlata Hayayma AEHCTBHS

*2. CBenmenuss 00 akTe,
OmpeeisieTcss  00JacTAMU
periIaMeHTHPYIOIIeM Havajio . ompezensiercs: npasunamu GopmupoBanust 0.
3HAYEHUUW  BIOKEHHBIX

IeHCTBHSA 3aMUCH BJIO’)KEHHBIX PEKBU3UTOB 1
PEKBU3UTOB
kiaccudukaropa

KojoBoe oO0O3HayeHHWE aKTa B
COOTBETCTBHH C KJIACCH(UKATOPOM BHJIOB
HOPMAaTHUBHBIX  ITIPABOBBIX  aKTOB
MEXIyHAapOAHOTO TIpaBa

HOPMAaJIM30BaHHAsE CTPOKa
*2.1. Bug akra CUMBOJOB.
[a6mon: \d{5}

HOpMalu30BaHHAas CTpPOKa

CUMBOJOB. COOTBETCTBYET HOMEpPY aKTa opraHa
Mus. IIHHA: 1. EBpa3uiickoro 3KOHOMHUYECKOTO COI03a
Makc. mmmua: 50

*2.2. Homep akra

o0o3HaueHHWe JaThl B

cootBerctBuu ¢ 'OCT UCO
8601-2001 B ¢dopmare

YYYY-MM-DD

COOTBETCTBYET JaTe MPHUHATHUSA aKTa
oprana EBpaswuiickoro skoHOMUYecKoro |
coro3a

*2.3. Jlata akTa

o003HaueHHe JaThl B .
COOTBETCTBYET JIaTe OKOHYAHHUS JICHCTBH,

*.3. Jlata  OKOHYaHHs cootBerctBuu ¢ I'OCT MCO ASAHHON B aKTe oprana EBpasiickoro
Ka3aHHOU B akTe opraHa EBpasuiickor
JIEUCTBUS 8601-2001 B ¢opmarte ZKOHOMH%CKOFO corIc))sa P 1
YYYY-MM-DD

* 4. Ceenenuss 00 axre,
ompenenseTcs 00IacTIMu

periaMeHTUPYIOIIEM . omnpenensiercs npapuwiamu Gopmuposanus 0.
g 3HaUYeHUH  BIIOKEHHBIX
OKOHYAaHHE JCUCTBUS 3alUCH BJIO>KEHHBIX PEKBU3UTOB 1
PEKBU3UTOB
knmaccudukaropa

KoJoBoe 00O3HAuCHHE aKTa B
COOTBETCTBHUH C KIIaCCH()UKATOPOM BHUIOB
HOPMAaTHUBHBIX  MPAaBOBBIX  aKTOB
MEXTyHApPOIHOTO IpaBa

HOpMAJIM30BaHHAS CTPOKA
*4.1. Bug akra CHMBOJIOB.
[a6mon: \d{5}

HOpMAallM30BaHHAs CTpOKa
CHMBOJOB. COOTBETCTBYET HOMEpY akTa oOpraHa
Mus. IJIUHA: 1. EBpa3uiickoro 3KOHOMHUYECKOTO COI03a
Makc. qiuna: 50

*4.2. Homep akTa

o003HaueHHWe JaTel B
cootBerctBuu ¢ 'OCT MCO
8601-2001 B ¢opmarte
YYYY-MM-DD

COOTBETCTBYET JaTe MNPHUHATUSA aKTa
opraHa EBpasuiickoro skoHomuyeckoro 1
coro3a

*4.3. Jlata akTa
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