YTBEPXJIEHO

Pemennem Komuccun
TamosxeHHOro0 coro3a

ot 16 aBrycra 2011 roga Ne 748

ITono:xxkenue o nmopsiike BBO3a Ha TaMOKECHHYHO TEPPUTOPUIO TaMO0:KeHHOr0 CcOm3a
JIEKAPCTBCHHBIX CPEIACTB U (l)apMaIIeBTI/I‘leCKHX cy6cTaHum‘/i

1. Hacrosmee [TonoxxeHue o mopsike BBO3a Ha TAMOYKEHHYIO TEPPUTOPHIO TaMOKEHHOTO COr03a
JICKapCTBEHHBIX CPEACTB U (hapMmareBTHUeCKux cyOcTanmmii (nanee — [lonoxkenue) pazpadboraHo
B coorBercTBUU ¢ COIIAIICHUEM O TMOPSJKE BBEACHHUS W MPUMEHEHHUS MEp, 3aTparuBarOIINX
BHCIITHIOIO TOPTOBJIIO TOBapaMH, Ha SAWHOW TAMOXCHHOW TEPPUTOPUU B OTHOIICHUU TPETHHX
ctpal ot 9 urong 2009 roxa.

2. IlonoxkeHue pacpoCTPAHIETCS HA FOPUIAYECKUX U (PU3UUYECKHUX JIUII, 3aPETUCTPUPOBAHHBIX B
KaueCcTBE CYOBEKTOB MPEANPUHUMATEIBCKON  JEATEIBHOCTH, OCYIIECTBISIONIMX  BBO3
JICKapCTBEHHBIX CPEACTB U (hapMalleBTHUECKUX CYOCTaHIMHA, yKa3aHHbIX B pazaene 2.14
Enunoro nepe4nsi ToBapoB, K KOTOPHIM IPUMEHSIOTCS 3alpeThl WM OTPaHUYEHHUs Ha BBO3 HIIU
BBIBO3 TIOCyJapcTBaMU — WiIeHaMH TaMOXKEHHOro coro3a B pamkax EBpasuiickoro
SKOHOMHMYECKOTO COO0IIEeCTBa B TOPIrOBIE C TPETHbHUMH CTPaHAMH, a TaK)K€ HAa WHOCTPaHHbBIC
OpraHU3aIMU-TIPOU3BOUTEIN  JIGKAPCTBEHHBIX  CPEJICTB B JIMIE  YIOJHOMOYEHHBIX
MPEACTABUTENLCTB  ((pUIMamoB) WM WX JOBEPEHHBIX JHUIl M Ha (PU3MYECKUX JIUII,
OCYIIECTBIISIONINX BBO3 TAKUX TOBAPOB ISl IMYHOTO TOJIb30BAHUS (B HEKOMMEPUYECKUX IIEISIX).

3. ITlomemnieHue JIEKapCTBEHHBIX CPEACTB M (apmaleBTUYECKUX CyOcTaHinmii (manee —
JIEKApCTBEHHBIE CPEJACTBA) TOJI TaMOXXEHHBIE TPOLEAYPHl: BBIMYCK i BHYTPEHHETO
noTpeOseHus, nepepadoTka i BHYTPEHHErOo MOTPEOSICHUs, PEUMIIOPT U OTKAa3 B IOJb3Y
roCyJIapCcTBa OCYIIECTBIISIETCS MPU YCIOBUHU, YTO OHHM BKJIIOUEHBI B TOCYJapCTBEHHBIM peecTp
JIEKAPCTBEHHBIX CPEJICTB IOCY/IapcTBa — WiieHa TaMOXEeHHOro coro3a B pamkax EBpA3DC, 3a
HCKIIFOUEHHEM CIIy4aeB, YKa3aHHbIX B MyHKTE 4 u 5 HacTosmero [lonoxenus.

CBeneHus 0 IEKapCTBEHHBIX CPEACTBAX, COJEPIKALIUECs B COOTBETCTBYIOIIEH HH(POPMAIMOHHON
CHUCTEME TOCYJapCTBEHHOIO pEECTpa WIM B PETUCTPALMOHHBIX YJOCTOBEPEHMSX, WIH B
BBIIIMCKAaX W3 TOCYAApPCTBEHHOIO  pEECTpa  JIEKApCTBEHHBIX  CPEICTB,  BBIJABAEMBIX
YIOJIHOMOYEHHBIM OpPraHoM B cdepe oOpalieHus JIEKapCTBEHHBIX CPEACTB rocy1apcTBa — WieHa
TamoxxeHHOrO coro3a B pamkax EBpA3DC (nmasee — yNoJHOMOYEHHBIH OpraH), BHOCATCS B
JIEKJIapalyio Ha TOBapHI.

HpI/I MOMCIICHHHU JICKAPCTBCHHLIX CPEACTB MO MHBIC TAMOKCHHBIC IPOUCAYPhI BhIIICYKA3aHHBIC
CBCACHUA B TAMOKCHHBIC OPraHbl HC MPCACTABJIAIOTCA.

4. BB03 JEKapCTBEHHBIX CPEACTB (B TOM YHCJIE HE3apPETUCTPHUPOBAHHBIX) B HEKOMMEPYECKHX
HENSIX JJI JIMYHOTO TONH30BaHHUS (PU3UYECKUMH JUIAMU, PAOOTHUKAMHU AUILIOMATHYECKOTO
KOpIyca WIM NpPEICTaBUTENIAMH MEXIYHAPOJHBIX OpraHU3aluil, JJd JICYEHUsl MACCAKUPOB U
YJICHOB SKUIAKEW TPAHCIOPTHBIX 2



CPECTB, MOE3IHBIX OPUTa ¥ BOJUTEIICH TPAHCIIOPTHBIX CPEIICTB, MPUOBIBIINX HA TAMOYKCHHYIO
TEppUTOPUI0 TaMOKEHHOIO CO03a, Ul JICYCHUs YYACTHUKOB MEXIYHApPOJIHBIX KYJIbTYPHBIX,
CHOPTHUBHBIX MEPONPHUATHI M yYAaCTHUKOB MEXKIyHAPOIHBIX SKCIECIUINNA OCYIIECTBIIETCS 0e3
paspelIeHus yIoJIHOMOYEHHOTO TOCYJapCTBEHHOTO OpraHa B chepe oOpaiieHust JIeKapCTBEHHBIX
CPEICTB TroCylapcTBa — 4ieHa TaMOXeHHOro coro3a B pamkax EBpA3DC, eciu uHOE HE

MPEeyCMOTPEHO 3aKOHOAATEIBLCTBOM TOCyJapcTBa — ujieHa TaMOXKEHHOro COm3a B paMKax
EBpA39C.

5. IlomemeHue moA TaMOXKEHHbIE MPOLEAYPHI: BBITYCK s BHYTPEHHEro IOTpeOIeHHUS,
nepepadoTKa Juid BHYTPEHHEro MOTpeOJIeHUs, pEeUMMIIOpPT M OTKa3 B IOJb3Yy ToOCylapcTBa
HE3aperuCTPUPOBAHHBIX  JIEKAPCTBEHHBIX CPEACTB, IPEJAHA3HAYEHHBIX [UId IPOBEACHUS
KJIMHUYECKMX  HCCIICOBAHUM, SKCIEPTU3bl JIEKAPCTBEHHBIX CPEACTB, OCYLIECTBICHHUS
roCyJJapCTBEHHON PErucTpaluy JIEKAPCTBEHHBIX CPEJICTB, OKAa3aHUS MEIULMHCKONW MOMOIIU IO
JKMU3HCHHBIM IIOKa3aHUSAM KOHKPCTHOI'O IaluCHTa 00 OKa3aHus MGI[I/IHI/IHCKOfl IIOMOIIIH1
OTPaHUYEHHOMY KOHTHHTEHTY IalUeHTOB C PEIKO M (MJIM) 0CO00 TSDKENOW BCTpedarouencs
HaTOHOFHCﬁ, 3apCTUCTPUPOBAHHBIX JICKApPCTBCHHBIX CpCaACTB, npeaAHa3sHAYCHHBIX JIIL
IMPOBCACHU A KIIMHUYCCKHUX I/ICCJIGI[OBaHI/If/'I, a TaK¥XKE 3apCruCTPUPOBAHHBIX HJIN
HE3aperuCTPUPOBAHHBIX  JIGKAPCTBEHHBIX  CPEACTB, IpeJHA3HAUeHHbIX JUId  OKa3aHus
FYMaHUTApHOH  moMoIlM  (COACHCTBHSA), MOMOILM IpPH  YPE3BbIUAMHBIX  CHUTYyalHUsX,
OCYILECTBIISICTCSI HA OCHOBAaHUM 3aKJIIOUEHUH (pa3pelieHuii), BbIAABAEMBIX YIOJIHOMOYEHHBIM
OpPraHOM B COOTBETCTBHM C 3aKOHOAATEIBbCTBOM IOCYIapCTB — WIEHOB TaMOKEHHOIo coo3a B
pamkax EBpA3DC.

[Ipu nomenieHnH BhIlLIEyKa3aHHBIX JIEKAPCTBEHHBIX CPEACTB MO/ UHBIE TAMOKEHHBIE MTPOLIETYPbI
3aKTI0UeHUS (pa3pelieHus) yIoJHOMOYEHHOTO Oprana He TpedyeTcsl.

6. CpOK paccMOTpCHUA JOKYMCHTOB, IIPCACTABIIICMBIX B ynOJ’IHOMO‘IGHHLIﬁ opraH,
ONpCACIICTCA TOCYyAapCTBOM — HJIICHOM TamMoxeHHOT0 COI03a B paMKax EBpA39C

7. B BeIgaue 3aKkIOYCHUS (paspemeHI/I;I) MOKET OBITh OTKa3aHO B ClIydasx, YCTAHOBJICHHBIX
3aKOHOAATCIBCTBOM I'oCyJapCTB — YJICHOB TaMoXxe€HHOT0 COr03a B paMKax EBpA39C

8. YIOJHOMOUYEHHBIN OpraH BOPAaBE BbIAABATh Pa3bsCHEHUs 110 BOIPOCAM BBIJIaYU 3aKJIFOUEHHM
(paspemienuit). Mudopmanmsi o BBIIAHHBIX pPa3bsICHEHHMSX HampapiseTcs B Kommccuio
TamMoxeHHOT0 COr03a.

9. Hacrosmee Ilomoxenue He PacCIpoOCTPaHACTCA Ha HAPKOTUYCCKHUEC CPCACTBA, IICUXOTPOITHBIC
BCIICCTBA U UX MPCKYPCOPHI.



