EBPA3UHCKASI DKOHOMUYECKASI KOMUCCHS
COBET

PEIMEHMHWE

«03» Hos10ps1 2016 T. Ne 86 r. ActaHa

O Ilopsiaxe B3aumMoaeHcTBHS rocyaapcTs — wieHoB EBpa3suiickoro
IKOHOMHYECKOr0 COK3a M0 BbIABJIEHUIO (ajibcH(PHINPOBAHHBIX,
KOHTpa(aKTHBIX U (MJIH) HeJ0OPOKaYeCTBEHHbIX
JIEKAPCTBEHHbIX CPeICTB

B coorBerctBun co crareeil 30 JloroBopa o EBpaswuiickom
3KOHOMHYECKOM coro3e oT 29 masa 2014 roxa, crareedt 13 Cornamenus
O eIMHBIX NPUHLUMIAX U IpaBuiax OOpallleHHs JIEKapCTBEHHBIX CPEICTB
B pamKkax EBpazuiickoro sKOHOMHYECKOro coto3a oT 23 nekabps 2014 roja,
nyHkToM 91 mnpunoxenuss Ne 1 k Permamenty paGotel EBpazuiickoii
SKOHOMHMYECKOW  KOMHUCCHH, yTBepxkJeHHOMy Pemenuem  Briciiero
EBpasuiickoro skoHoMHuueckoro cosera or 23 pgexabps 2014 r. No 98,
u Pemenuem Briciiero  EBpasuiickoro  3KOHOMHYECKOTO  COBeTa
ot 23 nexabps 2014 r. Ne 108 «O peanuzamuu CornameHuss 0 €IHHBIX
NpUHIUIAX W TMpaBUIaX OOpalleHHs] JEKapCTBEHHBIX CPEACTB B paMKax
EBpasuuckoro SKOHOMHUYECKOTO coro3a» Coser EBpasuiickoit
HKOHOMUYECKOW KOMUCCHH P € I M JI:

1. YTBepaute npuiaraemeiii [Topsiok B3auMOAEHCTBUSL IOCYJapCTB —

YJICHOB EBp&SHﬁCKOI‘O IKOHOMHHYECCKOI'O COKO3a Imo BBIABJIICHHUHO
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(GanscupUIUPOBaHHBIX, KOHTpPa(akTHBIX W (WIH) HeJlo0poKauecTBEHHBIX
JIeKapCTBEHHBIX CPEJICTB.

2. Hacrosmee PemeHue BcTymaeT B CUJy 10 MCTEYEHHUH
10 kameHgapHbIX JHeW ¢ Jgarel BerTymuieHMss B cwily [Ipotokoua,
nojanucanHoro 2 gekabps 2015 roma, o mpucoeauHenun PecmyGnuku
Apmenust k COrflallieHdIo O €IUWHBIX NPUHIUIAX U TMpaBUiIax OOpalleHus
JIeKapCTBEHHBIX CPEACTB B pamKax EBpa3uiickoro 3KOHOMHYECKOr0 cOo3a
ot 23 nekabps 2014 roga, HO He paHee yeM IO ucTevyeHuu 10 KaneHJapHBIX

THE# ¢ 1aTel opULIMaIbHOro onydInKoBaHus HacTosero Petmenust.

Yaensl Cosera EBpasuiickoil JKOHOMHYECKOH KOMHCCHH:
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YTBEPX/IEH

Pemennem Copera
EBpa3zuiickoii 5KOHOMHUYECKOH KOMUCCUU
oT 3 Hos10pst 2016 1. Ne 86

HOPAAOK
B3aMMO/IeHCTBHS rocyIapcTB — wieHoB EBpa3uiickoro 5>K0HOMH4YECKOT 0
€OK032 110 BLIAIBJIEHUIO (hanbcu(PUIHPOBAHHBIX, KOHTPA(AKTHBIX
u (WJIH) HeA0OPOKAUECTBEHHBIX JIEKAPCTBEHHBIX CPEICTRB

1. Hacrosttmit [lopsimox pa3paboTraH B COOTBETCTBHM CO cTaThed 30
JloroBopa o EBpasuiickoMm skoHOMHYECKOM coro3e oT 29 mas 2014 roja,
crarbeil 13 ComnameHus 0 €AMHBIX NPHHLMIIAX U I[PaBHIAX oOpalleHus
JICKAPCTBEHHBIX CPEJACTB B pamMKax EBpa3uiickoro 3KOHOMHYECKOTO COHO3a
or 23 pexabps 2014 roga u ompenensieT MPOLEAYPY B3aUMOJACHCTBHS
rocynapcTs — wieHoB EBpasuiickoro 5»KOHOMHHYECKOro coro3a (manee
COOTBETCTBEHHO —  rocynapctBa-wieHsl, Coro3) u  EBpaswuiickoii
SKOHOMHYeckol komuccun (nmamee — Komwmccusi) 10 BBRISIBIEHHIO
banbcu@UUUpPOBaHHBIX, KOHTpadakTHeIX U (KUJM) HeZoOpOKaYeCTBEHHEIX
JIEKapPCTBEHHBIX CPEJICTB.

2. MadopmanonHoe B3auMoieicTBUE 10 BOIIPOCaM MIPOTUBOACHCTRUS
oOpamenuio  panbcuDUUUPOBAHHBIX,  KOHTpadakTHBIX, W  (WIHN)
HeT0OpOKAUECTBEHHBIX JIEKAPCTBEHHBIX CPEJICTB OCYILUECTBIISIETCS MEXKIY
«KOHTAKTHBIMH TOYKaMH» YIIOJIHOMOYEHHBIX OPraHOB (YMOJTHOMOYEHHBIX
OpraHu3alldii) TOCyIapCTB-WIEHOB, B KOMIIETEHIIMIO KOTOPBIX BXOJHUT
rocyJapCTBEHHBIH KOHTPONL (HaA30p) 3a oOpallleHueM JIeKapCTBEeHHBIX

CpeACTB (najiee — yHOJHOMOYEHHble oprasbl), u Komuccueir ¢



.

MCIIOJIb30BAHUEM CPEJICTB UHTErPUPOBAHHONW HHGOPMALUOHHOW CHCTEMEI
Coro3a (nasiee — MHTErpUPOBAHHAS CUCTEMA).

[Ipu HeoOxomuMocTH HMHPOPMALMOHHOE B3aUMOJICHCTBHE MOXKET
OCYIIECTBJISITBCS 10 3JIEKTPOHHBIM a/IpecaM «KOHTAKTHBIX TOYEK.

3. C wucnonb3oBaHueM cpeAcTB HHPpopManMoHHOH cuctembl Corosa
B cdepe oOpalleHusl JIGKAPCTBEHHBIX CPEJCTB, SBJSIONMIEHCS YacThbIO
UHTETPUPOBAHHONH  cUCTeMBl,  (OopMUpYyIOTCS  CleAyomie  olmue
MH(POpPMAIIUOHHBIE PECYPCHI:

a) enuHas MH(poOpMalMoHHas 0a3za JaHHBIX JIEKAPCTBEHHBIX CPEJCTB,
HE  COOTBETCTBYIOIIMX  TpeOOBaHMUSIM IO  KayecTBY, a  TaKxKe
(anbcupUUUpPOBaHHBIX M (MJIM) KOHTpa(aKTHBIX JIEKAPCTBEHHBIX CPEJICTB,
BBISIBJICHHBIX Ha TEPPUTOPHUSIX TOCYIAPCTB-UJIEHOB;

0) enuHasg uHQOpMaLMOHHAs 0a3a HAHHBIX JIEKAPCTBEHHBIX CPENCTB,
NeHCTBUE PErHCTPALMOHHBIX YIOCTOBEPEHUH KOTOPBIX MPHOCTAHOBJIEHO,
a TaKKe JIEKAPCTBEHHbIX CPEACTB, OTO3BAHHBIX C pPhIHKA M 3allpelleHHBIX
K MEIMIMHCKOMY MPUMEHEHHUIO Ha TEPPUTOPHSIX IOCYAApCTB-UIEHOB;

B) €[IMHBIA PEECTp 3aperdMCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB
Coto3a.

4. O6mue wuHQOpPMALMOHHBIE pecypchl (GOPMUPYIOTCS Ha OCHOBE
MH()OPMAIIMOHHOTO B3aUMO/IEHCTBUS rocyaapcTB-4iieHoB 1 KoMuccuu.

5. YIIOTHOMOYEHHBI oOpraH ¢ UCIOJb30BaHUEM MHTETPUPOBAHHOMN
CHCTEMBI:

a) OCYILECTBIISIET MH(pOpMaOHHOE B3aUMO/IEHCTBHE
C YIIOJTHOMOYEHHBEIMH OpraHaMu JIPyruX rocyaapcTB-4jieHoB u Komuccueit;

0) moaaepKUBaeT B AKTyaJlbHOM  COCTOSIHUM  UHGOpMALHIO,
NPeCTABICHHYIO UM JJIsl BK/IIOYEHUS B 00111Me HHPOPMAIIMOHHBIE PECYPCHI.

6. UnpopmallMOHHOE B3aUMOJICHCTBUE MEXAY YIOJHOMOYEHHBIMH

OopraHaMmu, a TaKXke MEXKIy YIMOJHOMOYEHHBIMH opraHamMu M Komwmccuei



B mpoirecce (GOPMHpPOBaHMS, BENEHHMS M  MCIOJB30BaHUS  0OLIMX
MHGOPMALMOHHBIX PECypCOB OCYIIECTBISETCS IOCPEACTBOM pealln3aliu
obmux mporeccoB B pamkax Coroza cpeacTBaMM  HMHTETPHUPOBAHHOM
CHCTEMBI.

7. CBenenusi, cofeprkaiidecs B oOIMX MH(DOPMALIMOHHBIX pecypcax,
MpeIOCTABIISIOTCS B MOPsiIKe, ycTaHoBIeHHOM Komuccuei.

8. YIoNMHOMOYEeHHBIE ~ OpraHbl  BIpaBe  HCIOJL30BaTh  CPEJICTBA
WHTErPUPOBAHHON CHUCTEMBI Ui UHPOPMAIMOHHOTO B3aUMOAEUCTBUS IPYT
¢ npyrom u KoMuccueii B cleyonmx ciydasx:

a) mocryruieHue UHQopmanuu o0 ¢dakrtax U 00CTOSITENbCTBAX,
CO3/IAIOIIUX YIpo3y >KU3HU W (HJIM) 30POBHIO YeJIOBEKa MPH NPUMEHEHHUH
JIeKapCTBEHHBIX CPEACTB;

0) BeIsIBIIEHUE (pakTa OoOpallleHHs Ha TEPPUTOPUH TOCyapcTBa-udjieHa
(anbcuUIMPOBaHHBIX, KOHTpa(akTHRIX W (WMIM) HeZOOpPOKAYeCTBEHHBIX
JIGKapCTBEHHBIX CPEACTB B XOJ€ pealu3alud MEpOIPHUSTHI MO KOHTPOJIO
3a oOpalleHHeM JIeKapCTBEHHBIX CPEJACTB M IIPOBEJIEHUS MOHUTOPHHIA
0e30MmacHOCTH, kKayecTBa U 9QPEKTUBHOCTH JIEKAPCTBEHHBIX CPEICTB,;

B) peayud3alys Mep IO MPUOCTAHOBJICHHUIO JEHCTBUS PErUCTPAIIMOHHBIX
YIOCTOBEPEHHH  JIEKAPCTBEHHBIX  CPEJICTB, OT3BIBY M  3alpPELICHUIO
K MEIUIIMHCKOMY MPUMEHEHUIO JIEKapCTBEHHBIX CPEICTB.

9. ITpn obmene undopmamueit 0 BBISBICHHBIX (GaTbCUPUITMPOBAHHBIX,
KOHTpa(aKTHBIX U (MJTM) HeT0OPOKaUECTBEHHBIX JIEKAPCTBEHHBIX CPEJICTBAX,
coziepyKalliel CBeIEeHUs, OTHECEHHbIe 3aKOHOATENbCTBOM IOCYIApCTB-
YJIEHOB K CBEJIEHUSIM OrPaHMYEHHOTO paclpOCTpaHEHHs, YIIOTHOMOYECHHbIH
opraH rocyjaapcrpa-ujeHa obecrneunBaeT oOpallieHHe ¢ TakoH uHbOpMaLKe
U ee 3alllUTy B COOTBETCTBHHM C 3aKOHO/ATEIBCTBOM CBOETO TOCYIapCTBRa.

VTOTHOMOYEHHBIE OpTraHbl yBEJIOMISIFOT JPYr JApyra O TOM, dTO

uH(MOpMAaLMsl O BBIABICHHBIX (albCU(MULUUPOBAHHBIX, KOHTpadaKTHBIX H
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(umu) HemoOpOKAUeCTBEHHBIX JIEKAPCTBEHHBIX CPEICTBaX OTHOCHUTCS K
CBEIECHHSIM OTPAaHUUYEHHOT'O paclpoCTpaHEeHHUs!.

10. MUadopmarmonHoe B3aUMOJICUCTBHUE OCYILECTBIISETCS B
CIeIYIOIIUX PEKUMAX:

a) OTIepaTUBHOE yBeAOMJICHHE (OrepaTuBHOE YBEAOMJICHHE JOKHO
coJilepaTh CBEIEHUSI O BBIABICHUM (DaJIbCUPUIIMPOBAHHOTO U  (MIIM)
KOHTpa(aKTHOTO  JIEKAPCTBEHHOTO CPEACTB MO  IEPEYHI0  COMIACHO
npuioskeHUut0 Ne 1, 0 BBIABIEHMH HeZOOPOKaYECTBEHHOIO JIEKAPCTBEHHOTO
Cpe/ICTBa — 10 MEPEUHI0 COTNIACHO MpHIIokeHHIo No 2);

©0) 3anpoc uHpopMaIHuH.

11.B ciy4ae OTHECEHUS JI€KapCTBEHHOTO cpeacTsa
K (hanbcupuIUpOBaHHBIM, KOHTpA(QaKTHBIM U (UJIM) HeJ0OpOKayeCTBEHHBIM
JIEKapCTBEHHBIM CPEICTBaM YIOJTHOMOUYEHHEIH OpraH B TeueHHe 72 4YacoB ¢
MOMEHTa YCTAHOBIEHHsI Takoro (akra HampaBiseT IOCPEICTBOM
MHTETPUPOBAHHOM cucTeMbl B KOMUCCHIO CBeJIEHMsI JIJIsi BHECEHUs B 00LME
HHPOpPMALIMOHHBIE PECYPCHl U YBEJOMISIET OO0 OTOM YIOJHOMOYEHHEIE
OpraHsl Jpyr'MX rocyJapCTB-YJICHOB, & TAK)XKe B PaMKax CBOUX MOJHOMOYHUI
MPUHUMAET MeEpBI, 00ecleunBaloOIie ONEePaTUBHOE HIBATHE U3 OOpalleHHs
yKa3aHHBIX JIEKAPCTBEHHBIX CPEZCTB.

12. YonHoMO4YeHHBIE OpraHsl, MOJTY YU BIIIHE OTIEpATUBHOE
yBEIOMJIEHHE O BBISIBIEHHOM (DabCUPUITMPOBAHHOM, KOHTpa(akTHOM H
(unu) HenoOpOKaYECTBEHHOM JIEKAPCTBEHHOM CPENCTBE, TIOATBEPIKIAIOT
(axT moTyueHusl yKa3aHHOTO YBEIOMJICHHUS.

13. JIng momydeHus JOMOJHUATENBHBIX CBEIEHUHN, CBSI3aHHBIX ¢ (PaKkTOM
BBISIBJICHUSI (hanbcuPpUIEPOBAHHOTO, KOHTpahakTHOTO 5 (nn)
He00pOKaYeCTBEHHOTO JIEKAPCTBEHHOTO CPEACTBA, YIIOTHOMOYEHHBIH OpraH
OJIHOTO TOcyAapcTBa-ujieHa HapaB/sieT YIOJIHOMOYEHHOMY OpraHy JIpyroro

rocyaapcTBa-ujieHa 3arnpoc HHhopMaluu (B 31eKTPOHHOM BHUJIE).
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3anpornenHas HWHGOpPMAIMS C YYeTOM TMOJOKeHUH TmyHKTa 10
nacrosiiero Ilopsiika HampaBisieTCss B OJIEKTPOHHOM BHUJE B CPOK,
He TMpeBBINAKIMKA 15 KaneHJapHbIX JHEW € Jarbl IOJYYEHHs 3amnpoca
HH(pOpMaIIH.

14. YiomHoMOYEHHBIN opras OJTHOTO rocyjaapcrBa-uiieHa
urdopmupyer Komuccuio 1 yroITHOMOUYEHHbBIE OpraHbl JPyTUX rOCYyapCcTB-
YJICHOB O «KOHTAKTHOH TOYKE», OTBETCTBEHHOW 3a BBISBJICHHE W HM3BATHE
danpcupUUUpPOBaHHBIX, KOHTPAa(akTHbIX U (MJIM) HEeZ0OPOKayeCTBEHHBIX
JIEKapCTBEHHBIX CPEJICTB, C YKA3aHUEM CIIEAYIOLIUX CBEJACHUH:

a) TaHHbBIE 0 JUIAX, 00eceunBaroOnmX HH(OpMaIIMOHHOE
B3auMojielicTBue (pamMuaus, uMs, OTYECTBO (MpU HAJWUYUH), HOTKHOCTD,
HOMep TenedoHa);

0) agpec AIIEKTPOHHOU IIOYTHI JUL, oOecrnevnBaroImX

HHGOPMalMOHHOE B3auMOJIeHicTBUE (OCHOBHOM U pe3epBHBIN);

B) HauMCHOBaHUC H OMOYEHHOI'O opraHa

(YITOJIHOMOYEHHOW OpraHu3aIum).




[TPUJIOXKEHHUE Ne 1

K [Topsinky B3aumoeiicTBust
rocyapcers — wieHoB EBpazuiickoro
SKOHOMUYECKOTO COO3a 110 BBISIBIIEHUIO
GhanbcuUIMPOBAHHBIX, KOHTPaPaKTHBIX
U (MJI1) HeT0OPOKaYeCTBEHHBIX
JIeKapCTBEHHBIX CPEJICTB

IHEPEYEHD
CBeJleHU, BKJIKYaeMbIX B ONlePATHBHOE YBeIOMJIeHHE O BbISIBJIEHUH
dhanbcupuupoBaHHOIO ¥ (WIH) KOHTPA(aAKTHOIO
JIEKAPCTBEHHOI'0 CpeJcTBa

1. MUndopmanus 0 «kKOHTAKTHOM TOUKe» B COOTBETCTBHUU C MyHKTOM 14
[Topsinka B3aMMO/ICHCTBUS roCyJIapCTB — YJIEHOB EBpasuiickoro
OKOHOMHYECKOTO  COK3a IO  BBIABICHHIO  (aTbCHUPUIUPOBAHHBIX,
KOHTpa(aKTHBIX U (WJIM) HEAOOPOKAYECTBEHHBIX JIEKAPCTBEHHBIX CPEJICTB,
yrBepkaeHHoro Pemenuem CoBeta EBpazulickoii 5KOHOMUYeCKOH KOMUCCHH
oT 3 Hos10pst 2016 1. Ne 86.

2. l'ocynmapetso, Ha TEPPUTOPHUU KOTOPOTO BBISIBJIEHO
danbcuduurpoBaHHOE U (UIK) KOHTpaQaKTHOE JIEKAPCTBEHHOE CPEJICTRO.

3. ToproBoe HaMMeHOBAaHME JIEKAPCTBEHHOI'O CPEACTBA, I10J KOTOPBIM
NOSIBIJIOCH (pasibcuPUIIMPOBAaHHOE U (MJIM) KOHTpadaKTHOE JIEKApCTBEHHOE
cpeAcTBO (IO JaHHBIM peecTpa rocynapcTBa —ujieHa EBpasuiickoro
HSKOHOMMYECKOTO COK3a WM €JUHOIO peecTpa JIEKAPCTBEHHBIX CPENCTB
EBpasuiickoro 3kOHOMHUYECKOTO COI034).

4. JlekapcTBeHHass (opma JEeKapCTBEHHOTO Mpemnapara (M0 AaHHBIM
peecTpa rocyaapcersa —uieHa EBpasHilcKOro 3KOHOMHYECKOIO COH3a WU
€JIMHOIO peecTpa JIEKapCTBEHHBIX CpPelcTB EBpasuiickoro 3KOHOMUYECKOTO

CO103a).
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5. lo3upoBKa JIEKapCTBEHHOIO Ipernapara (IO JaHHBIM peecTpa
rocygapctna — wieHa EBpa3suiickoro 3KOHOMHYECKOI'O COM3a WJIHM €IMHOIO
peecTpa JIeKapCTBEHHBIX cpe/icTB EBpa3sHiickoro 5SKOHOMHYECKOTO COK03a).

6. ®opma BBIMyCKa JIEKAPCTBEHHOTO Mpernapara (1o JaHHBIM peecTpa
rocyaapcTea — uieHa EBpa3sHiiCKOr0 KOHOMHYECKOIO COKO3a WIIM €IMHOrOo
peecTpa JiekapCTBEHHBIX cpe/icTB EBpa3suiicKoro 5KOHOMHUYECKOIO COI03a).

7. MexayHapoHOe HeMaTeHTOBAaHHOE HaUMEHOBAaHUE JIEKApPCTBEHHOTO
cpencTBa (Ipy HATMYKN).

8. HaumeHoBaHWe [POU3BOAMTENS, YKa3aHHOIO Ha  BTOPUYHOU
(OTpeOUTEeIbCKOM) yMakoBKe (110 JaHHBIM peecTpa TocydapcTBa — 4ileHa
EBpazuiickoro S3KOHOMMYECKOI0 COK3a WIH eIUHOTO peecTpa JIEKApCTBEHHBIX
cpenctB EBpa3uiickoro SKOHOMHUYECKOIO CO03a).

9. T'ocymapcTBO, Ha TEPPUTOPUM KOTOPOTO HAXOAMTCS IIPOU3BOAMUTEITh,
yKa3aHHEIH Ha BTOPHUYHOW (MOTpeOUTENbCKOM) ymnakoBke (IO JaHHBIM
peectpa rocyjapersa —uieHa EBpasMCKOIO 3KOHOMMYECKOIO COHO3d MIIU
€IMHOTO peecTpa JIEKAPCTBEHHBIX CpeCTB EBpa3zuilckoro 3KOHOMHUYECKOro
Co103a).

10. Homep cepum, yka3aHHBI Ha ynakoBke (GalbCHPUIMPOBAHHOTO
1 (11u) KOHTpadaKTHOTO JIEKAPCTBEHHOTO CPECTBA.

11. Jlara IIPOU3BOJCTBA, yKa3aHHast Ha YVIIAaKOBKE
anscuGHUIUPOBAHHOTO U (M) KOHTPadaKTHOrO JIEKApCTBEHHOI'O CPE/CTBA
(pu HAJTUYMK).

12. MakeT ynakoBku (panbcuuupoBanHOro U (WIK) KOHTpa(aKTHOro
JIEKapCTBEHHOTO Cpe/icTBa (NIpH HAIIUYHH).

13. Cpok romHOCTH, YKa3aHHBIA Ha ymnakoBKe (GaibCHPUIMPOBAHHOTO
1 (MIH) KOHTPaaKTHOIO JIEKAPCTBEHHOIO CPEACTBA.

14. Komu4ecTBO  BBISBIEHHBIX  YNMAaKOBOK  (hanbCuUUHMPOBAHHOTO

U (A1) KOHTpahaKkTHOTO JIEKAPCTBEHHOI'O CPELCTBA.



15. Bun opraHu3alki, B KOTOpOH OBIII0 BBISIBJIEHO
banscubuIIpoBaHHOEe W (WIM) KOHTpadaKTHOE JEeKapCTBEHHOE CPEeCTBO
(TaMOXKEHHBIE OpraHbl, ONTOBBIH CKJIaJ, OpraHu3alus 37pPaBOOXpaHEHWUS,
anTeKka u ap.).

16. HaumeHoBaHue nocTaBluiyKa (€Cjid U3BECTHO).

17. T'ocynapcTBO, Ha TEPPUTOPUM KOTOPOIO HAXOJUTCS IMOCTABILMK
(ecJi U3BECTHO).

18. Onucanue npusHakoB ¢anbeuduxammu (dpororpadus momaeIbHOM
YIaKOBKM, OTCKAaHMPOBaHHBIE YIAKOBKM MCXOJHOTo obOpaszua u oOpasua
hanbcuUUUpOBaHHOTO JIEKAPCTBEHHOTO @penapara (MpU  HaJIWM4UH),
CoZiep)KaHWe B COCTaBe JIEHCTBYIOLIEr0 BELIECTBA, €ro OTCYTCTBHE WJIH
HEJIOCTATOYHOE KOJIMYECTBO U JP.).

19. JleiicTBus, [IPEANPUHATBIE YIIOJTHOMOYEHHBIM OpraHomM
rocygapctBa —wieHa  EBpa3MiCKOro  3KOHOMHYECKOIO €033, B
KOMITETEHIIMIO KOTOPOrO BXOJAMT TOCYAApCTBEHHBIH KOHTPOIbL (Hamg3op) 3a
oOpallleHHeM JIEKApCTBEHHBIX CpPEACTB (IPUOCTAHOBIEHUE peaTu3aluy,

U3BSITHE U JP.).




ITPUIJIOKEHUE Ne 2

K [lopsiaky B3auMoIencTBus
rocyaapcTB — wieHoB EBpazuiickoro
HKOHOMHYECKOTO COH03a IO BBISIBIICHUIO
banbcuGUIUPOBAHHBIX, KOHTPA()AKTHBIX
U (MJIM) HeJI0OpOKaueCTBEHHBIX
JIEKapCTBEHHBIX CPENICTB

IHEPEYEHDb
CBeIeHHi, BKJIIOUYaeMbIX B ONIePATHBHOE YBeJ0OMJIeHHE O BbISIBJIEHUH
HE00POKAYECTBEHHOI'0 JIEKAPCTBEHHOI0 CPe/ACTBA

1. Uudopmarimisi 0 «KKOHTAKTHOM TOYKE» B COOTBETCTBHM € IIYHKTOM 14
[Topsinka B3aUMOJIENCTBHSA rocy1apcTB — YICHOB EBpa3zuiickoro
SKOHOMHUYECKOI'0  COI03a IO  BBHISBICHUIO  (anbCU(UIUPOBAHHBIX,
KOHTpahakTHBIX W (MJIK) HEeZOOPOKAYECTBEHHBIX JIEKAPCTBEHHBIX CPEICTB,
yTBepxacHHOro Peenuem CoBera EBpasuiickoil 53KOHOMUYECKON KOMUCCHU
ot 3 HosiOpst 2016 1. Ne 86.

2. I'ocynapcTBo, Ha TEPPUTOPUHU KOTOPOTO BBISIBJIEHO
HEeT0OpOKaYeCTBEHHOE JIeKapCTBEHHOE CPE/ICTRO.

3. ToproBoe HaUMEHOBaHHUE JIEKAPCTBEHHOI'O CPEACTBA, MOJ KOTOPBIM
MOSIBUJIOCH HETO0OpPOKAaYECTBEHHOE JIEKApCTBEHHOE CPENCTBO (MO JIaHHBIM
peecTpa rocyaapcrsa —ujieHa EBpasuilcKOr0 3KOHOMUYECKOIO COK3a HIIK
CIMHOTO peecTpa JIEKAPCTBEHHBIX CPENCTB EBPasHHCKOr0 3KOHOMHYECKOIO
COr03a).

4. Mex/1yHapoIHOE HENAaTEHTOBAHHOE HAaUMEHOBAHHUE JIEKAPCTBEHHOTO
cpeacTBa (pU HATUYHH).

5. JlekapcTBeHHass opma JEKapCTBEHHOIO Mpenapara (Mo JAaHHBIM
peecTpa rocyaapcTsa — ujeHa EBpa3suiickoro 5KOHOMMUYECKOTO COH3a WIIH
€IMHOr0 peecTpa JIEKapCTBEHHBIX CPencTB EBpPasHHCKOro >KOHOMUYECKOTO

CO03a).
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6. Jlo3upoBka JIEKapCTBEHHOTO Iipemapara (IO JaHHBIM peecTpa
rocyapcTBa — wieHa EBpazuiicKOro 3KOHOMHUYECKOIO COX3a WM E€IUHOTO
peecTpa JieKapcTBEHHBIX cpecTB EBpa3uiickoro sSKoHOMHUYECKOrO COK3a).

7. ®opma BBIITyCKa JIEKAPCTBEHHOI'O Ipernapara (1o AaHHBIM peecTpa
rocynapcTBa — uieHa EBpasuiicKOro dKOHOMHYECKOTO COM03a MM €JUHOIO
peecTpa JeKapCTBEHHBIX Cpe/CTB EBpa3niickoro 3KOHOMHUYECKOIO COr03a).

8. Homep cepum, yka3aHHBIM Ha YIakoBKE HENL0OpPOKaY€CTBEHHOTO
JIEKAPCTBEHHOTO CPEJICTBA.

9. Cpok TrofgHOCTH, YKa3aHHBIM Ha yIaKOBKE HEI0OPOKa4eCTBEHHOIO
JIEKapCTBEHHOTO CPEJICTBA.

10. O6peM cepuM JIEKApCTBEHHOIO Mpernapara, yKa3aHHBIA B
JOKyMeHTe,  TOATBEpXJAoIleM  KauecTBO  (cepTUdHUKAT  KauyecTsa,
aHATTUTUYECKUI IaciopT U Ap.).

11. Jlara IIPOU3BOJCTBA, yKa3zaHHas Ha yIIaKOBKe
HE100pOKaYeCTBEHHOIO JIEKAPCTBEHHOIO CPEICTBA.

12. HaumeHoBaHme MpOU3BOAMTENS, YKAa3aHHOTO Ha BTOPHUYHOMN
(moTpebutensckoif) ymakoBke (MO JaHHBIM peecTpa TroCyIapcTBa — YjicHa
EBpasuiickoro 5KOHOMHYECKOI0 CO3a WK €JUHOI0 PEECTPA JIEKAPCTBEHHBIX
cpenctB EBpazuiickoro 3KOHOMHUYECKOTO COI03a).

13. HaumeHnoBanue Jnepxkarensi PErucTPallMOHHOTO YAOCTOBEpPEHUs
(Mo MaHHBIM €IUWHOIO peecTpa JIEKApCTBEHHBIX CpeAcTB EBpasuiickoro
HKOHOMHYECKOTO COH3a).

14. T'ocynapcTso, Ha TEPPUTOPUHU KOTOPOTO HAaXOJIUTCSA
MPOU3BOUTENb, YKa3aHHbBI HAa BTOPUUHOH (IOTpeOUTENbCKOM) yrnakoBke (110
JaHHBIM peecTpa rocygapcrBa —wieHa EBpa3uilckoro 3KOHOMHYECKOIo
COK3a WM €IUHOT0 peecTpa JIeKapCTBEHHBIX CpPEACTB EBpasuiickoro

AKOHOMHYECKOI'O 00}033).



15. KonvuecTBO  BBISBIICHHBIX ~ YIIAKOBOK — HENOOPOKaYeCTBEHHOTO
JIEKapCTBEHHOTO CPECTBA.

16. Bun OpraHu3alui, B KOTOpPOW OBLI0 BBISIBJIEHO
HeI00pOKaueCTBEHHOE JIEKAPCTBEHHOE CPEeACTBO (TaMOXXEHHBIE OpraHbl,
OIITOBBIN CKJIaJ|, OpraHu3alys 3paBoOXpaHeH s, anTeKa U Jp. ).

17. HauMeHOBaHME TIOCTABIIMKA (€CJTM U3BECTHO).

18. [ocynapcTBO, Ha TEPPUTOPUU KOTOPOIO HAXOAUTCS I1OCTaBIIUK
(ec/id U3BECTHO).

19. Onucanue HECOOTBETCTBUU HEJI00POKAaYeCTBEHHOTO
JIEKApCTBEHHOTO cpejcTBa TpeOOBaHUSAM HOPMATHUBHOIO JIOKYMEHTa I10
KauecTBY (ormmOoYHas WH(OpMAITHS Ha YMaKOBKE JIEKAPCTBEHHOIO Cpe/icTBa
0 HaUMEHOBaHUH, JO3UPOBKE, 00 OTCYTCTBUU CTEPUIBHOCTH JIEKAPCTBEHHBIX
Cpe/ICTB, KOTOPBIE AOKHEI OBITH CTEPUILHBIMU U JIP.).

20. HeucrBus, IPEeNIPUHATEIE YIIOJIHOMOYEHHEIM OpraHoMm,
B KOMIIETEHIIMIO KOTOPOIO BXOJMT TIOCYAApCTBEHHbIH KOHTPOJIb (HAI30D)
3a oOpaIlleHHeM JeKapCTBEHHBIX CPEJICTB (MPUOCTAHOBIEHUE peallh3alliy,

U3BITHE U JIP.).




