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O Ilopsapke B3anMOZEHCTBHSA TOCYIapCTB — WICHOB EBpa3uiickoro 5kOHOMHIECKOTO COI03a
10 BHISIBJICHUIO (aJibCHQUIMPOBAHHBIX, KOHTpa(akTHEIX U (WJIH) HeX0OPOKaJIECTBEHHBIX
JIEKapCTBEHHBIX CPEJICTB

Pemenne Coera EBpasuiickoii skoHOMUYECKOM koMuccuu ot 3 Hosiopst 2016 roma Ne 86

B cootBeTcTBUU co cTathelt 30 JloroBopa o EBpa3uiickoM 5KOHOMHUYECKOM COr03€ OT 29
Masa 2014 rona, crateeil 13 Cornamenust 0 eIMHBIX NMPUHLMNAX U MPaBWIaX OOpalieHus
JIEKapCTBEHHBIX CPEJCTB B paMKax EBpa3uiickoro SKOHOMHUYECKOTO COi03a OT 23 nmexadps
2014 ronma, mynktoM 91 mnpunoxenuss Ne 1 k Pernmamenty pab6otel EBpasuiickoit
SKOHOMHYECKOM KOMHMCCHUH, YTBEpkIAeHHOMY Pemenuem Breicmero EBpasuiickoro
AKOHOMMYECKOTO coBeTa oT 23 nekadpst 2014 r. Ne 98, u Pemenuem Briciiero EBpasuiickoro
sKOHOMHUYECKOTro coBeTa oT 23 nexadbpst 2014 r. Ne 108 «O peanuzanuu CormnaiieHus: o
€IMHBIX MPUHIMIIAX M TMpaBujax oOpalleHHs JEeKapCTBEHHBIX CPEACTB B paMKax
EBpasuiickoro 3x0HOMHUYECKOTO cOr03a» CoBeTr EBpa3uicKol 3KOHOMHYECKOM KOMHCCHH
p e m u I

1. YTBepauts npuiaraemsiii [lopsAnok B3aMMOAEHCTBHS TOCYJapCTB—UYJIEHOB

EBpa3uiickoro »KOHOMHYECKOTO CO03a IO BBISBICHHIO (anbcuULIUPOBAHHBIX,
KOHTpaakTHBIX W  (WJIU)  HEJOOPOKAUYECTBEHHBIX  JIEKAPCTBEHHBIX  CPEJICTB.

2. Hacrosmiee Penienue Bctynaer B CUily mo ucredeHuu 10 kameHaapHbIX THEH C JaThl
BcTyIuieHus1 B cuny I[lpoTokoina, nonnucannoro 2 aexadps 2015 roga, o mpucoeaiMHEHUU
PecnyOnuku Apmenust k CoTNameHuio O €AWHBIX MPUHITUIIAX W TpaBUiax OoOpamieHus
JIEKApCTBEHHBIX CPEJCTB B paMKax EBpa3uiickoro SKOHOMHYECKOTO cOio3a OT 23 nexadps
2014 rona, HO He paHee yeM Mo ucTedeHuu 10 KaleHAapHBIX JHEU ¢ JaThl OQUIIHMATBLHOTO
OITyOJIMKOBAHUS HACTOsIIEro Perenus.

Unensl CoBera EBpasmniickoii 9KOHOMHMIECKOM KOMUCCHH:

Ot PecnyOonuxu OT Pecny6nuxu Ot Pecoy6nukn Ot Ksiprezckoit Ot Poccuiickoit
ApmeHns Bemapycs Kazaxcran Pecy6muxum ®denepamun

B. I'abpuensta B. MartromeBcknii A. Mamun O. ITaskparoB N. IllyBanos

Y TBEPXIEH

PemeHnuewm CoBerTa

EBpasuiickon DKOHOMHUYECKOU KOMHUCCHUMU

ot 3 Hos10pst 2016 1. Ne 86

ITOPSOOK
B3aHUMOJICHCTBHUSA IOCYJapCTB — WICHOB EBpa3uiickoro 5kKOHOMHIECKOTO



COI03a 10 BEIABJICHHUIO (pasIbCHPHIIMPOBAHHBIX, KOHTPa(aKTHBIX
¥ (1) HeroOpOKa4eCTBEHHBIX JICKAPCTBEHHEIX CPEACTB

1. Hactosimuit [lopsimok paspaboran B coorBercTBuUU co cratbedl 30 [loroBopa o
EBpazuiickom 3xoHOMHUYECKOM coro3e oT 29 mas 2014 roxa, cratbeit 13 Cornamenus o
€IMHbIX MPUHIMUIIAX M TMpaBujax oOpalleHHs JEeKapCTBEHHBIX CPEJACTB B paMKax
EBpaswmiickoro sxkoHOMHYECKOTO coto3a oT 23 nekadps 2014 roma u onpeaenseTr mpoueaypy
B3aUMOJICHCTBHSI TOCYJIapCTB — 4JieHOB EBpa3uiickoro SKOHOMHYECKOI'0 cOro3a (nalee
COOTBETCTBEHHO — TrocyaapcTBa-uieHbl, Coro3) u EBpa3uiickoit 3KOHOMUYECKON KOMUCCHH (
nanee — Komuccusi) mo BBISBICHHIO (DanbCUDUIIMPOBAHHBIX, KOHTpa(aKTHBIX U (HJIH)
HeJO0OpOKayYeCTBEHHBIX JEKapCTBEHHBIX CpPEeACTB.

2. UudopmanoHHOE B3aMMOJICHCTBUE MO BOMPOCAM MPOTUBOJCHCTBUS OOPAIICHHUIO
banbcuUIMPOBAHHBIX, KOHTPA(AKTHBIX, U (MJIH) HEJOOPOKAYECTBEHHBIX JIEKAPCTBEHHBIX
CPEICTB OCYIIECTBIISIETCS MEXIY «KOHTAKTHBIMU TOYKAaMM» YIOJTHOMOYEHHBIX OpPraHoB (
YIOJHOMOYEHHBIX OpTraHU3alliii) TOCyAapCTB-UJICHOB, B KOMIIETEHIIUIO KOTOPBIX BXOJUT
rOCyJIapCTBEHHBIA KOHTPOJb (Haa30p) 3a oOpallleHHEM JIEKapCTBEHHBIX CPENICTB (laliee —
yIOJIHOMOYEHHBIE opraHbl), 1 Komuccuei ¢ MCronb30BaHUEM CPEICTB MHTETPUPOBAHHOMN
uHpopmanuoHHo cucreMbl Coro3a (gamee —  HHTETPUPOBAHHAs  CHUCTEMA).

[Tpu HeoOxoauMocTH MH(GOPMALIMOHHOE B3aUMOJIEHCTBHE MOXKET OCYIIECTBISATHCS IO
3IEKTPOHHBIM aapecam «KOHTaKTHBIX TOYEK).

3. C ucnonp3oBaHueM cpenct nHbopmarmorHoi cuctemMsl Corosa B cdepe oOparieHus
JIEKAPCTBEHHBIX CPEJCTB, SIBISIOLIEHCS YacThbl0 MHTEIPUPOBAHHON CUCTEMBI, (POPMUPYIOTCS
cleAyromue oOmue uHQOpMaALlUOHHBIE pecypch:
a) enunHas uHoOpManMOHHAas Oa3a MaHHBIX JEKAPCTBEHHBIX CPENCTB, HE
COOTBETCTBYIOIIUX TPEOOBAHUSAM MO KAaYECTBY, a TaKXe (aabCU(PUIMPOBAHHBIX U (HUJIN)
KOHTpa(aKTHBIX JIEKAPCTBEHHBIX CPEJICTB, BBISIBICHHBIX HA TEPPUTOPHUAX TOCYAapCTB-UICHOB
;

0) enunas umHpopManMOHHAsE 0a3a JaHHBIX JIEKAPCTBEHHBIX CPEJCTB, ICHCTBHE
PErUCTPAIIMOHHBIX YJOCTOBEPEHUN KOTOPBIX MPUOCTAHOBJIEHO, a TAKXKE JIEKAPCTBEHHBIX
CPEACTB, OTO3BAaHHBIX C PBbIHKA M 3alpEUIEHHbIX K MEJUUHMHCKOMY NPUMEHEHUIO Ha
TEPPUTOPUAX rocyiapcTB-4JI€HOB;

B) €IMHBIA peecTp 3aperucTPUPOBAHHBIX JIEKapCTBEHHBIX cpencTB Coro3a.

4. O6mue nHbOpMaAIMOHHBIE pecypchl GOPMHUPYIOTCS HA OCHOBE MH(POPMAIIMOHHOTO
B3aMMOJIEHCTBUA rocyaapcTB-4JIEHOB U Komuccuu.

5. YIOJIHOMOYEHHBIM OpPraH C HCIIOJb30BAHHUEM HWHTECTPUPOBAHHOW CUCTEMBI:

a) OCYIIECTBIISIET UH(POPMALIMOHHOE B3aUMOJIEUCTBUE C YIIOJIHOMOYEHHBIMU OpraHaMU
ApYyrux rOCyJapCTB-4YJIE€HOB 51 Komuccueiu;

0) MoJAep>KUBAET B aKTYaJlbHOM COCTOSIHUM MH(OpPMAIIMIO, IPEACTABICHHYIO UM IS
BKJIIOUYECHUS B oOmue uHpOpPMAIMOHHBIE pecypcHl.



6. UudopmarnmonHoe B3auMOCHCTBHUE MEXAY YIOTHOMOUYCHHBIMUA OpPraHaMU, a TaKKe
MEXKIY YIOJHOMOYEHHBIMHU OopraHamu " Komuccuen
B Iporiecce (OpMUPOBAHUS, BECHUS U UCIOIb30BaHUS OOIIMX HH(POPMALIMOHHBIX PECYPCOB
OCYUIECTBJISIETCS MOCPEJICTBOM pean3aluy 00IIKX mpoleccoB B pamkax Coro3a cpecTBaMu

MHTETPHUPOBAHHOM CHCTEMBI.
7. CBenenus, coaepxalyecs B 00X HHPOPMALIMOHHBIX PECYPCAX, IPEAOCTABIISIIOTCS B
NOopsAAKeE, YyCTAaHOBJIEHHOM Komuccuei.

8. YMoJHOMOYEHHBIE OpraHbl BIPaBE HCMOJIb30BATH CPEJCTBA WHTETPUPOBAHHOMN
CHUCTEMBI 11 WH(POPMAIIMOHHOTO B3aUMOJCUCTBUS Apyr ¢ napyrom u Komwuccuedd B
ClenylmIlHuX caydasx:

a) MocTyIuieHne nHpopMaIuu o (pakTax U 0OCTOATENHCTBAX, CO3AIONINX YTPO3Y KU3ZHU
(umu)  3M0pPOBBIO  YENOBEKA NPU  NPUMEHEHUH  JICKAPCTBEHHBIX  CPEJICTB;
0) BeIsABICHUE ¢akTa oOpalleHUs Ha TEPPUTOPHHU TOCyAapcTBa-dieHa
(dhanbcuUuIMpOBaHHBIX, KOHTPa()aKTHBIX U (KMJIU) HEJOOPOKAYECTBEHHBIX JIEKAPCTBEHHBIX
CPEIICTB B XOJIe pealn3alii MEPOIPUATUNA 1O KOHTPOJIIO 32 OOpAIllEHUEM JIEKAPCTBEHHBIX
CpPEICTB M TMPOBEJACHUS MOHUTOPUHTa O€30MacHOCTH, KadecTBa U 3I(PPEKTUBHOCTHU
JeKapCTBEHHEBI X CPEACTB;
B) peanu3anus Mep Mo MPUOCTAHOBIICHUIO IEUCTBUS PETHCTPAIMOHHBIX YOCTOBEPECHHIA
JEKapCTBEHHBIX CPEJCTB, OT3BIBY M 3alpEelIeHHI0 K MEIUIMHCKOMY MPUMEHEHUIO
JeKapcCTBEHHEBI X CPEeACTB.
9. IIpu obmene unpopmanme 0 BBISIBICHHBIX (HadbCUPUIIMPOBAHHBIX, KOHTPA(haKTHBIX U
(M) HenoOpOKauyeCTBEHHBIX JIEKAPCTBEHHBIX CPENCTBAX, COJEpKalleld CBEICHHUS,
OTHECEHHBIE 3aKOHOJATENbCTBOM TOCYIapCTB-WIEHOB K CBEICHUSIM OTPaHMYECHHOTO
pacnpocTpaHeHusl, yIIOJIHOMOUYCHHBIN OpraH rocyJjapcTBa-ujeHa ooecrneunBaeT oOpalieHue C
TakoM uH(pOpMalMed U ee 3alluTy B COOTBETCTBUM C 3aKOHOJATEIbCTBOM CBOETO
rocyanapcTBa

YOTHOMOYEHHBIE OpTaHbl YBEJOMIISIIOT APYT Apyra O TOM, YTO HHQPOpPMAIHUSI O
BBISIBJICHHBIX (anbCUPUITMPOBAHHBIX, KOHTPA(PAKTHBIX W (WJIM) HETOOPOKAYECTBEHHBIX
JIEKAPCTBEHHBIX CPEJCTBAX OTHOCHUTCS K CBEIECHHUSIM OTPaHUYEHHOTO PaCHpOCTPAHEHHUS.

10. UudopmaninonHoe B3aUMOJACHCTBUE OCYIIECTBISAECTCS B CICAYIOMINX PEXKUMAX:

a) orepaTUBHOE yBeJOMIICHUE (ONEpaTUBHOE YBEAOMIICHUE JOJIKHO COJIEPKATh CBEICHMUS

0 BBISIBJICHUH (aTbCUPUIIMPOBAHHOIO U (MJIM) KOHTPahaKTHOTO JEKAPCTBEHHOTO CPEJICTB MO
MEepPEeYHI0 corjlacHO Tmpuiioxkenuto Ne 1, o BBISIBICHUHM HEZ0OpPOKaueCTBEHHOTO

JEKAapCTBEHHOT0 CpEeACTBA — MO T[EPEeYHI0 COrJacHoO MpuiokeHuro Ne 2);

0) 3ampoc HHGOpPMAIUHU.

11. B ciyuae oTHeceHUs JE€KapCTBEHHOI'O CPEACTBAa K (PajabCU(PULIHPOBAHHBIM,
KoHTpaakTHEIM © (WIH) HEIZOOPOKAYECTBEHHBIM JICKAPCTBEHHBIM  CPEACTBAM
YIOJIHOMOYEHHBIH OpraH B Te4eHUEe 72 4acOB C MOMEHTA YCTAHOBIIEHHS Takoro (akrta
HaIPaBJISET OCPEACTBOM HHTETPUPOBAHHON CHCTEMBI B KOMUCCHIO CBEICHUS JIJIsl BHECCHHUSI



B 0o0mre MHGOPMAIIMOHHBIE PECYpPChl U YBEIOMIISIET 00 3TOM YIIOJHOMOYEHHBIC OpPraHbI
IPYTUX TOCYAapCTB-WIEHOB, a TAKXKE B paMKaX CBOMX MOJHOMOYMH HPUHUMAET MEPHI,
o0ecTICUMBAIOIINE OTICPATUBHOE M3BATHE M3 OOpaIeHUs YKa3aHHBIX JICKAPCTBEHHBIX CPEJICTB

12. YIo1HOMOYEHHBIE OPraHbl, MOJYYHUBIINE OTIEPATUBHOE YBEAOMIICHHE O BHISIBICHHOM
dbanbcupupoBaHHOM, KOHTpadakTHOM U (WMJIM) HETOOPOKauYeCTBEHHOM JICKAPCTBEHHOM
CpEACTBE,  MOATBEPXKIAOT  (PaKT  MOJYYEHHS  YKAa3aHHOTO  yBEJOMJICHHUS.

13. Jlna monyyeHus JOTOJHUTENbHBIX CBEJCHUN, CBA3aHHBIX C (DaKTOM BBISBICHUS
bhanbcupuUpoBaHHOTO, KOHTPahaKTHOTO U (WJIK) HETOOPOKAYECTBEHHOTO JICKAPCTBEHHOTO
CpeACTBa, YMOJHOMOUYEHHBI OpraH OJHOr0 TOCYJapCTBa-uyj€Ha HalpaBIsieT
YIIOJTHOMOYEHHOMY OpraHy JApyroro TrocyJaapcTBa-ujeHa 3ampoc uHpopmauuu (B
SIEKTPOHHOM BUIEC).

3anpoineHnHas uHopManus ¢ yuyeToMm mnosioxkeHuid myHkra 10 nacrosmero [lopsiaka
HaIpaBJIAETCS B DJEKTPOHHOM BHUJE B CPOK, HE MPEBBIIAKOIINAN 15 KaneHJapHbIX JHEU C
IaThl NOJy4YEHU S 3ampoca uHpopMaUUH.

14. YoJIHOMOYEHHBIN OpraH OAHOro rocyaapcrea-uieHa uHpopmupyer Komuccuio u
YIOJHOMOYEHHBIE OpraHbl JAPYrdX TOCYJapCTB-YJIE€HOB O «KOHTAKTHOM TOYKE»,
OTBETCTBEHHOM 3a BBIABICHHE U U3bATHE (aTbCUDUIIMPOBAHHBIX, KOHTPA(PAKTHBIX U (MIIH)
HEJJ0O0POKAYECTBEHHBIX JIEKAPCTBEHHBIX CPEJICTB, C YKa3aHMEM CIEIYIOUIUX CBEIACHUIL:

a) JaHHBIC O JINIIaX, 0OeCcIeunBalOMMUX HHPOpMAIMOHHOE B3auMoieicTBUe ((haMuius,

UMs,  OTYecTBO  (OpW  HAJIUYUM), JOJKHOCTh, HOMep  TenedoHa);
0) azapec DJIEKTPOHHOW MOYTHI JIMI, OOecneYuBarOIMMUX HHOOPMAIMOHHOE

B3aMUMOJENCTBUE (ocHOBHOM 51 pE3€pBHBIN);

B) HAUMEHOBAHUE U aJIPEC YIIOJIHOMOYEHHOI'0 OpraHa (yrnoJIHOMOYEHHON OpraHu3alum).
NHPUJITOXEHMHE No 1
K [Topsanky B3aUMOJNECUCTBUS
rocygapcTs — YJIEHOB EBpasuiickoro
PKOHOMHUYECKOTO cor3a o BBISIBJIE HHU IO
banbcuUIIUPOBAHHBIX, KOHTpadaKTHBIX
u (unm) HEeJOOpOKAaYEeCTBEHHBIX

JICKApCTBCHHBIX CPCACTB

ITEPEYEHDb

CBEICHH, BKIIFOYaEMBIX B OIICPAaTHBHOE YBEJOMJICHHE O BEIABICHHAA
danscuPUIMpPOBaHHOT0 U (WIHM) KOHTPa(aKTHOTO

JICKapCTBEHHOTO CPEACTBA

1. Uadopmanuss 0 «KOHTAKTHOM TOYKE» B COOTBETCTBUHU ¢ MyHKTOM 14 Ilopsiaka
B3aUMOJEUCTBUA TOCYIApCTB — YJIE€HOB EBPa3suMiiCKOr0 3KOHOMHYECKOTO COK03a MO



BBISBJICHUIO (adbCUPUIIMPOBAHHBIX, KOHTPaaKkTHBIX U (WJIH) HETOOPOKaYECTBEHHBIX
JIEKapCTBEHHBIX CPENICTB, YTBEpxKACHHOrO Pemennem CoBera EBpa3zuiickoi 3KOHOMHYECKOM
KOMHCCHUHU OT 3 HOSOpA 2016 r. No 86.

2. T'ocynapcTBo, Ha TEPPUTOPHUH KOTOPOTO BBISBICHO (PanbcuuiupoBaHHOE U (UJIIH)
KOHTpa(daKTHOE JE€KapCTBEHHOE CpPEACTBO.

3. ToproBoe HauMeHOBaHUE JIEKAPCTBEHHOI'O0 CPEJCTBA, MOJ KOTOPHIM IMOSIBUIOCH
banbcudunupoBanHoe u (Uiu) KOHTpadakTHOE JEKAPCTBEHHOE CPEICTBO (MO JaHHBIM
peectpa rocyaapcTsa — ujieHa EBpa3uiickoro 5KOHOMHUYECKOIO CO03a UM €IMHOTO peecTpa
JIEKAPCTBEHHBIX CpEICTB EBpasuiickoro DKOHOMHUYECKOTO COI03a).

4. JlexapcTBeHHast popma JIeKapCTBEHHOTO npenapara (1o JaHHBIM peecTpa rocy1apcTBa
— uneHa EBpa3uiickoro SKOHOMHYECKOI'O COI03a WJIM €JUHOT0 peecTpa JEKapCTBEHHBIX
CpEACTB EBpasuiickoro AKOHOMHYECKOTO co103a).

5. Jlo3upoBKa JEKapCTBEHHOTro mpemnapara (1o JTaHHBIM peecTpa rocyapcTBa — ujeHa
EBpa3uiickoro 3K0HOMHYECKOIO0 COI03a WM E€AUHOTO pPEecTpa JIEKapCTBEHHBIX CPEJICTB
EBpasuiickoro PKOHOMHYECKOT O com3a).

6. ®opma BbINTyCKa JIEKAPCTBEHHOr0 Mpenapara (Mo JTaHHBIM peecTpa rocy1apcTBa —
yiIeHa EBpa3uiickoro 3KOHOMHUYECKOTO CO03a WM €IMHOIO PEECTpa JIEKapCTBEHHBIX CPEJICTB
EBpasuuickoro DKOHOMHUYECKOTO co3a).

7. MexXayHapoAHOE HENMaTeHTOBAHHOE HAaMMEHOBAHME JIEKAPCTBEHHOT'O CpelicTBA (IIpU
HadWMWw4uH®mHUud )

8. HanMmeHoBaHUE MPOU3BOAMTEINS], YKA3aHHOTO Ha BTOPUYHOU (ITOTPEOUTENHCKOMN)
yrnakoBKe (110 JaHHBIM peecTpa rocyAapcTBa — wieHa EBpa3suiickoro SKOHOMHUYECKOTO COI03a
WU €IMHOr0 peecTpa JEKAPCTBEHHBIX CpeAcTB EBpa3smMiicKOro 3KOHOMHYECKOIO CO03a).

9. 'ocynapcTBO, Ha TEPPUTOPUU KOTOPOI'O0 HAXOJUTCS MPOU3BOJUTEND, YKA3aHHBIM Ha
BTOPUYHOUN (MOTPEOUTENHCKOM) ymakoBKe (IO JaHHBIM peecTpa rocyjapcTBa — 4YjeHa
EBpa3suiickoro 3K0HOMHYECKOI0 COK03a WM E€AUHOTO PEECTpa JIEKapCTBEHHBIX CPEJICTB
EBpasuiickoro DKOHOMHUYECKOTO com3a).

10. Homep cepuu, ykazaHHBIH Ha ymnakoBkKe (anbcupuIMpoBaHHOTO W (WIJIH)
KOHTpadakTHOTO JE€KapCTBEHHOTO cpeacTna.

11. MaTa mpou3BOJCTBa, YKa3aHHAs Ha yNaKoBKE (paabCUPUUUPOBAHHOTO U (MJIN)
KOHTpadakTHOTO J€KapCTBEHHOTO cpelcTBa (npu HAJUYUN).

12. Maket ynakoBKkd QaibCU(PUIUPOBAHHOTO U (MIJIM) KOHTPA()AKTHOTO JIEKAPCTBEHHOTO
cpeacrtBa (npwu HallU4YUU).

13. Cpok rogHocTH, yKa3aHHbIM Ha ymakoBKe (anbcu@uuUpoBaHHOrO U (WIIN)
KOHTpa(paKTHOTO JEKapCTBEHHOTO cpencTna.

14. KonudecTBO BBISBJICHHBIX YMNAaKOBOK (anbCU(PUIIMPOBAHHOTO U (WJIH)
KOHTpa(paKTHOTO JE€KapCTBEHHOT O cpencTna.

15. Bun opranuzanuu, B KOTOpOil ObUIO BBISIBIIEHO (albCU(PUIUPOBAHHOE U (MIIH)
KOHTpa(aKTHOE JIEKAPCTBEHHOE CPEACTBO (TaMOXXEHHBIE OpPraHbl, ONTOBBIA CKJIAJ,



OpraHu3anus 31paBOOXpPaHEHHUs, anTeka 17} ap.).
16. HaumMmenoBaHue mocTaBImiMKa (€CIM  H3BECTHO).
17. T'ocynapcTBo, HA TEPPUTOPUU KOTOPOTO HAXOJUTCS MOCTABUIUK (€CIU M3BECTHO).
18. Onucanue npusHakoB (anbcudukanuun (dpororpadust MoaaeIbHON YNAKOBKH,
OTCKaHMPOBAHHBIC YMAKOBKM HCXOJHOTO oOpasma u oOpasua (anbcupuIupoBaHHOTO
JIEKapCTBEHHOT0 Tpernapara (Mpu HaJW4yuu), COJEpKaHHWE B COCTaBE JEHCTBYIOIIETO
BEIIECTBA, €ro OTCYTCTBHE WJIM  HEJOCTATOYHOE  KOJUYECTBO WM  Ap.).
19. JleiicTBus, NpeaNpUHATHIE YIOJHOMOYEHHBIM OPTaHOM rOCyJapcTBa — 4JIeHA
EBpa3uiickoro 3kOHOMHYECKOIr0 CO03a, B KOMIETEHIIUIO KOTOPOI'0 BXOAUT rOCYIapCTBEHHBIHI
KOHTPOJIb (HAJ30p) 32 0OpaIIeHHEeM JICKaPCTBEHHBIX CPEACTB (MIPUOCTAHOBJICHUE PeaTU3aIliu
, U3BSITUE U JIP.).
NHNPUJITOXEHMHE No 2

K [Topsanky B3aUMOJENUCTBUSA

rocyxapcrs — YJIEHOB EBpaszuinickoro
PKOHOMHUYECKOTO corw3a mno BBISIBJIE HHU IO
banbcuduUIIUPOBAHHBIX, KOHTpapaKTHBIX
u (unm) HeTOOpOKadYEeCTBEHHBIX

JICKAaPCTBCHHBIX CPCJACTB

IIEPEYEHD
CBeI[eH]/]I\/i, BKIIIO9A€MBIX B OIICPATHBHOC YBEAOMIICHHUC O BBIABIICHUA
HeJ0OPOKAYECTBEHHOI'0 JIEKAPCTBEHHOI'O CPEICTBA

1. Uadopmanusi 0 «kKOHTAKTHOW TOYKE» B COOTBETCTBHHM C MyHKTOM 14 Ilopsiaka
B3aUMOJEUCTBU TOCYIapCTB — 4YIE€HOB EBPa3sMiiCKOro 3KOHOMHYECKOIO COH03a IO
BBISBJIICHUIO (hambCUPUIIMPOBAHHBIX, KOHTPaQaKTHBIX U (WJIM) HETOOPOKAYECTBEHHBIX
JIEKapCTBEHHBIX CPENICTB, yTBepxkAeHHOro Pemenuem Coseta EBpa3uiickoil 53KOHOMUYECKOM
KOMUCCHUHU OT 3 HOSOp4 2016 r. Ne 86.

2. T'ocygapcTBO, Ha TEPPUTOPUU KOTOPOTO BBHIABIECHO HEAOOPOKAYECTBEHHOE
JEKapCTBEHHOE CPEeacTBO.

3. ToproBoe HaMMEHOBaHUE JIEKAPCTBEHHOI'O CPEACTBA, MOJ KOTOPHIM IMOSBUIOCH
HeJ0O0POKAYECTBEHHOE JIEKaPCTBEHHOE CPEACTBO (10 JaHHBIM peecTpa rocyJapcTBa — 4jieHa
EBpa3suiickoro 3K0HOMHYECKOI0 COK03a WM E€AUHOTO PEECTpa JIEKapCTBEHHBIX CPEJICTB
EBpasunickoro DKOHOMHUYECKOTO co3a).

4. MexayHapoJHOE HEMAaTEHTOBAHHOE HAMMEHOBAHUE JIEKAPCTBEHHOI'O CpeAcTBa (Ipu
HadWwWwd4uyH®mHUd )

5. JlexapcTBeHHas opMa JEKapCTBEHHOTIO Ipenapara (1o JaHHbIM peecTpa rocyaapcTBa
— yieHa EBpa3uiickoro 3KOHOMHYECKOIO COI03a WJIM €AMHOr0 PEecTpa JIEKapCTBEHHBIX
CpEenCTB EBpasuiickoro PKOHOMHUYECKOTO COom3a).



6. Jlo3upoBKa JEKapCTBEHHOrO Mpernapara (0 JaHHBIM PeecTpa rocy1apcTBa — 4jeHa
EBpa3uiickoro 3KOHOMHUYECKOr0 COI03a WM €AUHOTO pPeecTpa JIEKapCTBEHHBIX CPEJICTB
EBpasuiickoro DKOHOMUYECKOTO cor3a).

7. ®opma BbIITyCKa JIEKAPCTBEHHOTr'0 Mpenapara (Mo JTaHHBIM peecTpa rocy1apcTna —
yieHa EBpa3uiickoro 3KOHOMHUYECKOTO CO03a WM €IMHOI0 PEECTpa JIEKAPCTBEHHBIX CPE/ICTB
EBpasuiickoro PKOHOMHYECKOT O com3a).

8. Homep cepuu, yka3aHHBIM Ha yMakKOBKE HEJOOPOKAYECTBEHHOI'O JIEKAPCTBEHHOTO
C peacTB a

9. Cpok rogHOCTH, YKa3aHHBIN Ha YIIaKOBKE HEIOOPOKAYECTBEHHOI'O JIEKAPCTBEHHOTO
CcCpeacTB a

10. O0bem cepuu JIEKApCTBEHHOrO IMpemnapara, yKa3aHHbIH B JOKYMEHTE,
MOATBEPKIAIONIEM KadyecTBO (cepTU(UKAT KauecTBa, AHAIUTUYECKHM MHacmopT U Jp.).

11. Jlata mpou3BOJCTBa, yKa3aHHasi Ha YMAaKOBKE HEJ0OPOKaueCTBEHHOTO
JEKaAapCTBEHHOTO cpeacTBa.

12. HaumeHOBaHME MPOU3BOAUTENS, YKA3aHHOTO Ha BTOPUYHOUN (MOTpEeOUTENHCKOM)
ynakoBKe (10 JaHHBIM peecTpa rocyaapcTBa — wieHa EBpa3suiickoro SKOHOMUYECKOTO COl03a
WM €JUHOTO peecTpa JEKAPCTBEHHBIX CPeACTB EBpa3nMiiCKOro 3KOHOMHYECKOIO COH03a).

13. HaumenoBaHue aeprKaTesis perucTpalioOHHOI0 YI0CTOBEpEHHUs (110 JaHHBIM €IMHOTO
peecTpa  JIEKapCTBEHHBIX  CpeACTB  EBpa3uiickoro  3KOHOMHMYECKOrO  COH03a).

14. T'ocynapcTBO, Ha TEPPUTOPUU KOTOPOTO HAXOIUTCS MPOU3BOJIUTEND, YKA3aHHBIN Ha
BTOPUYHOUN (MOTpEOUTENHCKOM) ymakoBKe (IO JaHHBIM peecTpa rocyJapcTBa — 4YieHa
EBpa3uiickoro 3KOHOMHUYECKOT0 COI03a WM €AMHOTO pPeecTpa JIEKapCTBEHHBIX CPEJNICTB
EBpasulickoro SKOHOMHUYECKOTO com3a).

15. KonaudecTBO BBISIBICHHBIX YHNaKOBOK HEJIOOPOKAYE€CTBEHHOI'O JIEKAPCTBEHHOTO
C peacTB a
16. Bua opranuzanuu, B KOTOPOW ObLJIO BBISIBICHO HEAOOPOKaYECTBEHHOE JIEKApCTBEHHOE
CpelCTBO (TaMOKEHHbIE OPTaHbl, ONTOBBINA CKJIaJl, OpraHu3alus 3paBOOXPAHEHHUS, allTeKa U
rop . ) .
17. HaumeHnoBaHue mNoOCTaBUIMKAa (€CIUM  H3BECTHO).
18. I'ocynapcTBO, Ha TEPPUTOPUH KOTOPOTO HAXOAUTCS MOCTABIIUK (€CIH U3BECTHO).
19. Onucanue HECOOTBETCTBUN HEJOOPOKAUYECTBEHHOI'O JIEKAPCTBEHHOI'O CPENICTBA
TpeOOBaHMSIM HOPMATHUBHOI'O JIOKYMEHTa IO KadecTBY (ommbOoyHas uHpopMauus Ha
YHOAKOBKE JIEKAPCTBEHHOI'O0 CpEeACTBa O HAaWMEHOBAHUH, JO3UPOBKE, 00 OTCYTCTBHUH
CTEPUJIBHOCTU JIEKAPCTBEHHBIX CPEACTB, KOTOPBIE TOJKHBI OBITh CTEPUIBHBIMH M IP.).

20. JleiicTBuUsA, IPEANPUHATHIE YIIOJTHOMOUYEHHBIM OPraHOM, B KOMIIETEHIIMIO KOTOPOIO
BXOJIUT TOCYJIapCTBEHHBIM KOHTPOJb (HAA30p) 3a OOpallleHHEeM JIEKaPCTBEHHBIX CPENCTB (
MIPUOCTAHOBJICHUE PEATTU3ALNH, U3BSITHE U JIP.).
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