IHOJIOKEHHME K PA3JIEJTY 2.14
O MMOPAAKE BBO3A HA TAMOKEHHYIO TEPPUTOPHUIO
TAMOXEHHOI'O COIO3A JIEKAPCTBEHHbBIX CPEJICTB 1
®APMAIIEBTHUECKHNX CYBCTAHIIUM

(Hosas pedaxyus Tonoocenus, ymsepoicoennas Pewenuem Komuccuu Tamoocennozo corwsa
om 16.08.2011 N 748)

1. Hactosiiee IlonoxxeHne o mopsiake BBO3a Ha TaMOKEHHYIO TEPPUTOPHUIO
TaM0’XKeHHOro COl03a JIEKAPCTBEHHBIX CPEACTB U (hapMalleBTUUECKUX CyOCTaHIUN
(manee - Ilonoxxenue) paspaboTraHo B cooTBeTcTBUU ¢ CoTrJallleHHUEM O MOPSIKE
BBEJICHHUSI M IPUMEHEHUS MEp, 3aTParuBarOlMX BHELIHIOK TOPIOBIIIO TOBapaMH, Ha
€MHOW TaMO>KEHHON TEPPUTOPUM B OTHOLICHWHM TPETbUX CcTpaH oT 9 wurons 2009
roja.

2. TlomoxeHue pacmpocTpaHseTCs Ha HOPUIAWYECKHX U (PU3WYECKUX JIHII,
3apETrUCTPUPOBAHHBIX B KAYECTBE CYOBEKTOB MPEANPUHUMATEIBCKON 1€ATeIbHOCTH,
OCYIIECTBIISIOIIUX BBO3 JIEKAPCTBEHHBIX CPEACTB U (hapMalleBTUUECKUX CyOCTaHIIHIM,
yKa3aHHBIX B pazaene 2.14 EamHoro mepeyHs TOBApOB, K KOTOPBIM IMPUMEHSIOTCA
3ampeTbl WM OrPAaHMYEHHS Ha BBO3 WJIM BbIBO3 TOCYIapCTBAaMHU — YICHAMH
TamoxxeHHOro coro3a B pamkax EBpA3DC B TOprosie ¢ TPETbUMU CTPAHAMH, & TAKKE
HAa WHOCTPAHHBIE OPraHU3aLUU-TIPOU3BOAUTENN JIEKAPCTBEHHBIX CPEACTB B JIMIIE
YIOJIHOMOYEHHBIX MPEJCTaBUTENbCTB ((PUIMANOB) WM WX JOBEPEHHBIX JHUI[ U HA
(bu3HYECKUX JIKII, OCYIIECTBISIOMMUX BBO3 TAKUX TOBAPOB ISl INYHOTO MOJIb30BAHUS
(B HEKOMMEPYECKHX IIEJISIX ).

3. Ilomerienne JeKapCTBEHHBIX CPENCTB U (DapMaleBTHUECKUX CYyOCTaHIIHIMA
(manmee - JeKapCTBEHHBIE CpPENCTBA) MOJ TaMOXKEHHbBIE MPOIEAYPHI: BBITYCK JIs
BHYTpPEHHET0 NMoTpedieHus1, nepepadboTka Jisi BHyTPEHHETO NOTPeOIeHUS, PEUMITOPT
U OTKa3 B IOJIb3Y FOCYAapCTBa OCYIIECTBIISIETCS] IPU YCIOBUU, YTO OHU BKJIFOUYEHHI B
rOCYapCTBEHHBIA peecTp JIEKapCTBEHHBIX CPEACTB TOCyAapCcTBa — 4YiEHA
TamoxxeHHOro coro3a B pamkax EBpA3DC, 3a UCKIIOYEHUEM CIy4YaeB, YKa3aHHBIX B
nyHkTe 4 u 5 Hactosuiero [lomoxeHusl.

CBeneHust 0 JIEKapCTBEHHBIX CPEJICTBAX, COAEPIKAUIUECS B COOTBETCTBYIOIIEH
UH(GOPMAIIMOHHON CHCTEME TOCYAApCTBEHHOTO pEeecTpa WM B PErHUCTPAl[MOHHBIX

YAOCTOBCPCHUAX, WM B BBIIIKMCKAX H3 T'OCYyAAPCTBCHHOI'O pECCTpa JICKAPCTBCHHLIX
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CPEICTB, BBIJABa€MbIX YyIOJIHOMOYEHHBIM OpraHoMm B cdepe oOpalieHus
JIEKapCTBEHHBIX CPEACTB TOCYJapcTBa — WieHa [aMOKEHHOIO COm03a B paMKax
EBpA3DC (nanee - ynmoJHOMOYEHHBIM OpPraH), BHOCATCS B JEKJIapaliio Ha TOBaphI.

[Ipu nomenieHnn J1eKapCTBEHHBIX CPEJICTB O]l MHbIE TAMOYKEHHBIE IIPOLIEAYPbI
BBIIIICYKA3aHHBIE CBE/ICHUS B TAMOYKEHHbBIEC OpraHbl HE NPEACTABIISIOTCS.

4. BBO3 JIEKapCTBEHHBIX CPEACTB (B TOM YHUCJIE HE3aPETUCTPUPOBAHHBIX) B
HEKOMMEPUYECKUX LENAX JUId JIMYHOIO I0JIb30BaHUs (U3NYECKUMHU JIMIAMH,
pabOTHUKAMU JUIIJIOMAaTHYECKOTO KOPIYyca WM MPEICTABUTEISIMU MEXIyHAPOIHbBIX
OpraHu3alyii, A JICYCHUS MaCCAKUPOB M WICHOB SKUIMAXEH TPaHCIOPTHBIX
CPEICTB, MOE3IHBIX OpUrag U BOJAUTENEH TPAHCIIOPTHBIX CPEICTB, MPUOBIBIIUX Ha
TaMOKEHHYIO TEPpPUTOPUI0 TaMOXXEHHOTO CO03a, JMJIi JICYCHHS YYACTHHUKOB
MEXIYHapOAHBIX  KYJBTYPHBIX, CIOPTUBHBIX MEpPONPUATUH U  YYACTHHUKOB
MEXTYHAPOAHBIX KCIEIUINI OCYIIECTBISIETCS 0€3 pa3pelieHus] YIIOJHOMOUYEHHOTO
rOoCyIapCTBEHHOro oprana B cdepe oOpalleHus JIEKApCTBEHHBIX CPE/ICTB
rocyiapctea — wieHa TamoxeHHOro coro3a B pamkax EBpA3DC, ecnum mHOE HE
IPEeyCMOTPEHO 3aKOHOAATEIbCTBOM IOCYJapCTBa — WieHa TaMOKEHHOTO COI03a B
pamkax EBpA3DC.

5. TlomemieHue mOJ TaMOXEHHBIE MPOIEAYPHI: BBIMYCK IS BHYTPEHHETO
notpedseHus, nepepaboTka Jyisli BHYTPEHHETO MOTpPEOJIeHUs, peUMIOPT M OTKa3 B
MOJIb3Yy ~ TOCYJapcTBa  HE3apETHCTPUPOBAHHBIX  JIEKAPCTBEHHBIX  CPEJCTB,
OpeIHa3HAaYeHHBIX JUIsl TPOBEACHUS KIMHUYECKUX HCCIEIOBAaHUM, SKCIEPTHU3BI
JEKapCTBEHHBIX  CPEACTB, OCYILECTBICHHUS  TOCYJapCTBEHHOW  pErucTpanuu
JICKapCTBEHHBIX CPEACTB, OKa3aHUS MEIUIIMHCKOM TIOMOIIM TO >KU3HEHHBIM
MOKa3aHUSM KOHKPETHOTO TMalMeHTa JIMOO OKa3aHus MEAMIHMHCKONW MOMOIIU
OTPaHMYEHHOMY KOHTHMHIEHTY IMAalMEeHTOB C peako W (wim) oco0o TsKeIou
BCTPEUAIOIICICS TATOJOTHEH, 3aperuCTPUPOBAHHBIX JICKAPCTBEHHBIX CPE/CTB,
OpelHa3HAaYCHHBIX Il TPOBEACHMS KJIMHUYECKUX MCCIEAOBaHUN, a Takxke
3apETUCTPUPOBAHHBIX WM HE3aPETHCTPUPOBAHHBIX JICKAPCTBEHHBIX CPEJCTB,
npeIHa3HAaYeHHBIX U1 OKa3aHUs TYMaHUTApHOW MOMOIIM (COAEHCTBHS), MOMOIIU
OpU  YpPe3BBIYANHBIX CUTYalMsIX, OCYIIECTBISETCS Ha OCHOBAaHUHM 3aKIFOYCHUN

(pa3penieHuit), BbIIABAEMBIX YIOJTHOMOYEHHBIM OPraHOM B COOTBETCTBUHU C



3aKOHO/ATEJIbCTBOM TOCYJapCTB — WIEHOB  TaMOXXEHHOTO COm03a B paMKax
EBpA3DC.

[Ipu momenieHUU BBIMIEYKA3aHHBIX JIEKAPCTBEHHBIX CPEACTB II0J] HWHBIC
TaMOKEHHbIE MPOUEAYPhI 3aKIIIOUEeHUS (pa3pelleHs) YIOJIHOMOUYEHHOIO OpraHa He
TpedyeTcs.

6. Cpok paccMOTpeHUs JOKYMEHTOB, MPEACTABISIEMBIX B YIOJTHOMOYEHHBIN
opraH, OMNpENENsIeTCs TOoCyAapCTBOM — 4J€HOM TaMOXKEHHOro CO3a B paMKax
EBpA3OC.

7. B Bblgaue 3akitoueHUs (pa3pelieHus) MOKeT ObITh OTKa3aHO B CIydasXx,
YCTaHOBJICHHBIX 3aKOHOJATEIBCTBOM T'OCYIApPCTB — WICHOB TaMOXEHHOTO COI03a B
pamkax EBpA3OC.

8. YNOJTHOMOYEHHBI OpraH BIOpaBe BbIJABATH PA3bSCHEHUS IO BOIPOCAM
BbIJIauu 3akiroueHud (paspenieHuil). MHopMamus o BBIJAHHBIX Pa3bsICHEHUSIX
Hanpasisiercs: B Komuccuro TamoxeHHOTO coro3a.

9. Hacrosimee [lonoxenue He pacnpoCTpaHseTCs HA HAPKOTHYECKUE CPE/ICTBA,

IICUXOTPOITHBIE BEIIECTBA U UX NPEKYPCOPHI.
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