EBPA3BUHCKASI SJKOHOMHUYECKAS KOMUCCHUSI
COBET

PEIIEHUNE
«03» Hos10ps 2016 T. No 84 r. Acrana

O nopsiakax ¢popMHpPOBaHHS H BeleHUs ¢AHHOI0 peecTpa
3aperucTpPHUPOBAHHBIX JIeKAPCTBEHHBIX CPEICTB
EBpa3uiickoro 3x0HOMHY€CKOro c0103a 1 HHPOPMALMOHHBIX
0a3 1aHHBIX B cepe oOpauieHNs JIEeKAPCTBEHHbIX CPeICTB

B coorBerctBuM co crarbeid 30 JloroBopa o EBpasuiickom
SKOHOMHYECKOM coio3e oT 29 mas 2014 roma, crateed 14 CormameHus
O €IUHBIX TMPHUHLHUIAX W [paBHaX oOOpallleHus JEKApCTBEHHBIX CPENICTB
B paMKaxX EBpa3zuiickoro sKOHOMHYECKOTo coto3a oT 23 nekabpst 2014 roga,
nyHkToM 102 mnpunoxenuss Ne 1 k Permamenty paGotsl EBpasuiickoit
SKOHOMHMYECKOH  KOMHUCCUH, YyTBepKIeHHoMy Pemenunem  Beiciiero
EBpasuiickoro skoHoMuyeckoro coseta oT 23 gexabps 2014 r. No 98,
u Pemenuem Briciero  EBpa3uiickoro  3KOHOMHYECKOrO  COBeTa
or 23 nexabpst 2014 r. Ne 108 «O peanuszauuu CorjamieHuss O €IUHBIX
IPUHIUIAX W TpaBUIax oOpalleHHs] JIEKapCTBEHHBIX CPEACTB B paMKax
EBpazuiickoro HSKOHOMHYECKOTO COI03a» Coger EBpaszuiickoit
AKOHOMHUYECKOW KOMUCCHH P € I 1 JI:

1. YTBepauTh npusaracmele:

[Topsimok ~ dopMupoBaHus ¥ BEIEHHS  €QUHOIO  peecTpa
3aperucTpUPOBAHHEIX JIEKapCTBEHHBIX CpEe/CTB EBpazuiickoro

3KOHOMHYECCKOI'O COX034a,
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[Topsinok dhopMUpoOBaHUS U BeAEHHUS €IUHON HMHPOPMalLMOHHOM
0a3pl  JaHHBIX JIGKAPCTBEHHBIX CPEJACTB, HE COOTBETCTBYIOLIMUX
TpeOOBaHUSAM MO Ka4yecTBY, a Takke (albCHPUUUPOBAHHBIX U (WIIH)
KOHTpa(aKTHEIX JIEKAPCTBEHHBIX CPEJICTB, BBHISIBICHHBIX HA TEPPUTOPHUSIX
rocy1apcTB — WieHOB EBpa3suiickoro s3KOHOMUYECKOT0 COH3a;

[Mopsimok GopMHUPOBaHUSI M BeACHUS eIUHONW MHOOPMALMOHHON 0a3bl
JAHHBIX [0 HEeXeJaTeJIbHBIM peaklusM (AelcTBUSIM) Ha JIeKapCTBEHHBIE
nperaparbl, BKJIIOYas COOOIIEHHsS O HeIP(PEKTHUBHOCTH JIEKApPCTBEHHBIX
NpernapaToB, BBIABJICHHBIM Ha TEPPUTOPUSX T[OCYJApCTB — UJICHOB
EBpa3uiickoro s5KOHOMHUYECKOr0 CO03a;

[Topsinox ¢GopMupoBaHUsi U BeAeHUsS eAWHOW HHGOPMAUMOHHOM
0a3pl aHHBIX IO JEKAPCTBEHHBIM NpenaparaM ¢ NPUOCTAHOBJIEHHBIMHU
pPeruCTPAallMOHHBIMU  YJAOCTOBEPEHUSIMH,  OTO3BAaHHBIM €  pBIHKA
WIM 3alpelleHHBIM K MEIWLHMHCKOMY NPUMEHEHHUI0O Ha TEePPUTOPHUSIX
rocy1apcTB — 4ieHOB EBpa3suiickoro JKOHOMUYECKOI'o cO103a.

2. Hacrosimee Pemlenue BeTymaeT B CUIy IO HCTEUEHUHU
10 kanmeHmapHbIX JHEW ¢ Jarel BCTymjeHus B cuiay IlpoTokoua,
noanucanHoro 2 gekadbps 2015 ronma, o mpucoenquHeHun PecmyOmmkm
Apmenus k CorjamieHU0 O €JUHBIX [PUHLMIAX U [PaBHIaX OOpalieHus
JIeKapCTBEHHBIX CPEACTB B pamkax EBpa3uiickoro 3KOHOMHYECKOr0 COI03a
ot 23 nexabps 2014 roga, HO He paHee 4YeM M0 ucTedeHud 10 KajeHIapHBIX

JIHEH ¢ JaTkl O®HHHMBHOTO OHy6HHKOBaHHH HacTtoslero Pemienus.

Ynensl CoBera EBpasuiickoii 3KOHOMHYECKOH KOMHCCHH:
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YTBEPX/IEH

Pemienuem CoBeta
EBpazuiickoil 3KOHOMMUECKON KOMUCCUHU
oT 3 Hos10pst 2016 . Ne 84

MOPSAOK
q30pMHp0BaHHﬂ H BEACHHSA €IHHOI'0O peecTpa 3aperucTpupoBaHHbIX
JECRAPCTBCHHBIX CPEACTB EBpaSI/lﬁCKOFO IKOHOMHYECKOI'o cCom3a

1. Hactosuwmit Ilopsimok paspabGoraH B COOTBETCTBHUH cO crarbeit 30
Horosopa o EBpasuiickom skoHOMUYeckoM coro3e oT 29 mas 2014 ropa,
crarbeii 14 ComnameHuss o eIMHBIX NPHHLHKINAX U TMpaBUiIaX oOpallleHus
JIEKQpCTBEHHBIX CPEINCTB B paMkax EBpa3uiickoro 3KOHOMHYECKOTO COHO3a
or 23 nexabpsa 2014 roga u ompenemnsier mpouenypy (opmupoBaHus u
BEJIEHUSI €JMHOI0 peecTpa 3apeTUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEJNICTB
EBpa3suiickoro 3KOHOMMUYECKOTO cOI03a (fjajiee — eUHBINA peecTp).

Hacrosamuii Ilopsnok paspaboraHn B uessix oOecrneueHuss eIHHOTO
ydeTa JIEKapCTBEHHBIX CPEJACTB, 3apErUCTPUPOBAHHBIX B  TOPSKE,
YCTAaHOBJIEHHOM EBpa3uilckod 3KOHOMHMYECKOH Komuccuel (namee —
Komuccust), u mpenocrasieHusi HEOTpAaHMYEHHOMY KpPYTY JIHI[ CBEIEHHH O
JIEKapCTBEHHBIX CPEICTBAaX, BBIIYCKaeMbIX B OOpaleHre Ha OOIIeM pPHIHKE
EBpa3uiickoro 5kOHoMu4eckoro corosa (maiee — Coro3s).

Hnsa  uneneii  Hactosmero [lopsiaka — HUCHONB3YIOTCS  TOHSTHS,
[IPUBEJECHHBIE B IPaBWJIaX PETUCTPAMM K DKCHEPTU3Bl JIEKAPCTBEHHBIX
CpenCTB [UIsl MEIMLMHCKOTO TIpHUMeHEHUs, YTBepkaaeMblx Komuccueit
(mayee — mpaBHiIa PETUCTPALIMU M DKCIIEPTH3HI JIEKAPCTBEHHBIX CPEICTB).

2. Enuuelii peectp sABnsieTcsl oOLMM HMH(DOPMALMOHHBIM PECYpPCOM,
COJIEPIKaLIUM CBEJEHUS 0 JIEKapCTBEHHBIX npenaparax,
3aPETUCTPUPOBAHHBIX B COOTBETCTBMM C I[IpaBUJIAMHM PErHCTPallUd M

9KCTIEPTU3Bl JIEKAPCTBEHHBIX CPENCTB, (POPMUPYEMBIM C HCIIOJIE30BAHMEM
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CPEACTB MHTErpUpPOBaHHON WH(popMannoHHOH cuctembl Coro3a (nanee —
MHTETPUPOBAHHASl CUCTEMA) HA OCHOBE MH(POPMAMOHHOIO B3aUMO/IEHCTBHS
MEXJy YIOJHOMOYEHHBIMH OpraHaMHu (9KCIEPTHBIMH OpraHW3alMsIMH)
rocygapcts — wieHoB Coro3a B cdepe oOpalieHus JeKapCTBEHHBIX CPECTB
(najee COOTBETCTBEHHO — YIOJHOMOYEHHLIE OpraHbl  (IKCHEPTHEIE
OpraHM3aliy), rocyJapcTBa-WwieHbl), a TaKXKe MEXIy YINOJTHOMOYEHHBIMHU
opraHamu (3KClepTHbBIMH opraHuzaiusMu) u Komuccuei.

3. Enunbiii peectp Qopmupyercs u Beaercs Kommuccuell Ha OCHOBe
CBEIEHUH, IPEACTABISIEMBIX B JJIGKTPOHHOM BHJE YIOJIHOMOYEHHBEIMU
OpraHaMu (3KCIIEPTHBIMH OpraHU3alMsIMU) B COOTBETCTBHM C IpaBHJIaMHU
PETUCTPALUN U DKCIIEPTU3HI JIEKAPCTBEHHBIX CPECTB.

4. udopMalliOHHOE B3aUMOJEHCTBHE MEXJY YINOJHOMOUYEHHBIMH
opraHaMM  (3KCIIEPTHBIMM  OpraHu3alusiMH), a  TaKke  MEeXuay
YIIOJITHOMOYEHHBIMH ~ OpraHamMM  (3KCHEPTHBIMH  OpraHu3alusMe) U
Komuccueit B mporecce GpopmMupoBaHus, BEIEHUS U UCIIOJIB30BAHUS €MHOIO
peecTpa OCYILIECTBIISICTCS IIyTEM pealn3allid COOTBETCTBYIOIIETO OOIIero
npouecca B pamkax Corosza cpeficTBaMH HHTETPHUPOBAHHON CHCTEMBI.

5. @opMUpOBaHUE U BEJIEHUE €AMHOTO peecTpa BKIIOYAIOT B ceOs:

1) momy4yenne Komuccuei OT yroJIHOMOYEHHBIX OPraHOB (SKCIEPTHEIX
OpraHu3aliil) akTyalbHBIX CBEJICHWH O JIeKapCTBEHHBIX CpENCTBAXx,
[IPOLIEIINX PETUCTPALM0 B COOTBETCTBMM C IPABMJIAMU PETMCTPALMHM U
JKCIEPTHU3BI JIEKAPCTBEHHBIX CPEJICTB;

2) BKJIFOUEHHE Komuccueit CBEJICHUH, IIpeCTaBICHHBIX
YIIOJTHOMOYEHHBIMH OpraHaM# (3KCIEPTHLIMH OpraHU3alusMK), B €IHHBIHI
peecTp;

3) onybnukoBanue Komuccueil cBeleHHMH, COAEpKAITUXCS B €IUHOM
peectpe, Ha uHpopMauuoHHOM mnopTase Corwza B HHPOPMALHUOHHO-

TEJIEKOMMYHHMKalMOHHO!U ceTu « HTepHETY;
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4) akryanuzanuio Komwuccueld cBeJieHUH, colepikalluxcsl B €IUHOM
peecTpe;

5) XpaHeHHe CBEJICHUH, COJIepIKAIINXCSI B €JAHOM PEECTPE;

6) penoCTaB/IeHHe JOCTyIa K CBEIASHHUSIM, COJEPIKAIIMMCS B €IHMHOM
peectpe.

6. YIIOJIHOMOYEHHBIE OpraHbl (9KCIEPTHBIE OpraHu3allu) HECyT
OTBETCTBEHHOCTb 3a [JIOCTOBEPHOCTH CBEJCHUN, MpeJICTABIAEMbIX IS
BKJIIOUEHUS (aKTyaau3alun) B €IUHbIH peecTp.

7. EXVHBINA peecTp COAEPKUT CAeAYIOIIHe CBeICHHS:

1) 6-3HaUHBIA MOPSAAKOBBIH HOMEP PErHCTPALMOHHOTO YIOCTOBEPEHMUS
JIEKapCTBEHHOTrO Ipenapara, opMUpyeMbli B UHTETPUPOBAHHOMN CUCTEME 110
3alpOCy  YIOJHOMOYEHHOr0  OpraHa  (3KCHepTHOH  OpraHM3allkHf)
pe(epeHTHOro rocyAapcTBa U NPUCBOSHHBIH pedepeHTHBIM I'OCYJapCTBOM;

2) HaMMEHOBaHMsI pePepeHTHOI0 rocy1apcTBa, roCyAapCTB MPU3HAHUS
(Ipu HAJTMYHN);

3) naTa perucTpanuu JieKapCTBEHHOro mpemnapara pedepeHTHBIM
rocylapcTBOM M  JaTbl  pEerucTpalyM  JICKapCcTBEHHOTO  Ipemapara
rocylapcTBaMy MpU3HAHUS (IIPH HAJTHYHH);

4) nata MCTEUEHUsl CPOKa JAEHCTBUS PErUCTPAIMOHHOTO YAOCTOBEPEHHUS
JIEKapCTBEHHOro  mpemapara (sl OECCPOYHBIX  PETrHCTPAIMOHHBIX
YIOCTOBEPEHUI yKa3bIBaeTCs CIIOBO «OECCPOUHON);

5) nata noATBEPKIACHUS peTUCTpaIiy (IepeperucTpaIim);

6) maTa BHeCEHHUs U3MeHeHHH (repeodopMIIeHHUs) B PErUCTPALlHOHHOE
YAOCTOBEpEHHE JIEKAPCTBEHHOTO TMpenapara;

7) TOproBoe = HaMMEHOBaHHME  JIEKAPCTBEHHOI'0  [permapara B
pedepeHTHOM TOCy[apCTBE U TOProBble HAUMEHOBAHHS JIEKAPCTBEHHOTO

npernapara B rocyJapcTBax Mpu3HaHus (TIpH HAJIUYUHWH );
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8) MEXKIyHApPOJHOE HEMaTeHTOBAaHHOE HAWMEHOBAHWE WM IIPU €ro
OTCYTCTBHHM  OOLIENPHUHATOE HAUMEHOBaHHe, JMOO TIpPyNIHPOBOYHOE
HaMeHOBaHHE, b0 XUMHUYECKOe HalMEHOBaHHE aKTUBHOM
(papmaneBTHueckoi  cyOCTaHIMM  JIEKAPCTBEHHOTO  mpemapara (s
KOMOHMHHUPOBAaHHBIX JIEKAPCTBEHHBIX CPEJCTB Yepe3 3HaK «1» YKa3bIBAIOTCA
HAUMEHOBAHMs AKTUBHBIX (DapMaleBTUYECKUX CYOCTaHIMM (eciu HuX B
coctaBe 3 M MeHee), eclii B cocTaBe Oosiee 3 aKTUBHBIX (hapMaleBTHUYECKUX
cyOCTaHIU, X HAUMEHOBAHUS HE YKA3bIBAIOTCS);

9) nexapctBeHHasi popma JIeKapcTBEHHOTO Iperapara;

10) no3upoBKa, KOHLIEHTpALMS JIEKApCTBEHHOTO IIperapara;

11) popma BelmmycKa JieKapcTBEHHOTO TIperapaTa;

12) undopmManusi © TPOM3BOAWTENE JIEKAPCTBEHHOrO IMperapara
(Ha3BaHUMs WU ajApeca TPOU3BOJICTBEHHBIX IUIOMIAJOK, YYACTBYIOIIHX B
IPOU3BOJICTBE JIEKAPCTBEHHOTO Mpernapara);

13) HaumeHOBaHWEe W aApec  JIepKaTeNs  PEerHCTPAI[HOHHOIrO
yJOCTOBEPEHUS JIEKapCTBEHHOTO TIpernapaTa;

14)kom ~ aHaTOMO-TepaneBTUYECKO-XUMHUECKOW  KJIacCH(UKAIUH
(ATX);

15) cpok rogHOCTH (XpaHeHus ) JTeKapCTBEHHOIO IIpernapara;

16) ycnoBus oTmycka JieKapCTBEHHOTO TIpenapara;

17) obmass  xapakTepucTHKa JIEKAPCTBEHHOTO  Tpemapara s
pedepeHTHOro rocy1apcTBa M sl TOCYAapCTB NPU3HAHUS (IIPH HATUYHMH);

18) nHCTpYKLMSA O MEAULUHCKOMY HMPUMEHEHHIO (JTMCTOK-BK/IAILIL)
JIEKapCTBEHHOTO Ipernapara Juisi  pedepeHTHOro TrocyJapcTBa M JIs
rocyJIapCcTB NMpU3HaHUs (P HAJTHUHH );

19) 3akntounTENBHBIN 3KCHEPTHBIA OTYET IO OlleHKe OEe30MMacHOCTH,

oppexTUBHOCTH M KayecTBa (32 UCKIIOYEHHEM KOH(MUIEHIIMAIBHBIX

JTAHHBIX);
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20) HopMaTUBHBIH JOKYMEHT IO Ka4eCTBY JIEKAPCTBEHHOTO Iperapara;

21) MakeThl yakOoBOK JIEKAPCTBEHHOTO TIpenapara;

22) HauMeHOBaHWEe  aKTHUBHOW  (dapMaleBTHYeCKOi  cyOcTaHuuu,
HCTIOJIB3YyEMOM IIPH IPOM3BOICTBE JIEKAPCTBEHHOTO MperapaTa;

23) HauMeHOBaHUe H anpec IIPOU3BOIUTENS aKTUBHOU
(apmaneBTuyeckoi  cyOcTaHIMM, MCHONB3YeMOH TIPH  MPOU3BOJCTBE
JIEKapCTBEHHOT'O Mpernapara;

24) ocoOble  YCIOBUSL pPEruCTpaldd  JIEKAPCTBEHHOrO IIpermapara,
a TakKe IIpelelIbHbIE CPOKK UX BBITOTHEHUS (IIPU HATHYHH );

25) IUIaH YNPaBlIEHUS PUCKAMH, COIJVIACOBAHHBIM YIOJIHOMOYEHHLIM
OpraHoM (3KCHepTHOH opranuzanueii) (Mpu HATUYHH);

26) nHBIE 0COOBIE XapaKTEPUCTUKH JIEKAPCTBEHHOIO IIpernapara:

OPUI'MHAJIbHBIA WM BOCHPOM3BEAEHHBIN, THOPUAHBIN JIEKAPCTBEHHBIM
npenapar, OMoaHasor, XOpOIIo H3YUeHHBIH;

pPacTUTENbHBIN, rOMEeOINaTHYECKU, pannodapmMalieBTHUECKHIA,
BBICOKOTEXHOJIOTMYHBIN, WMMYHOJIOTHYECKUI, TMpernapar IUla3Mbl KpOBH,
OHMOTEXHONOTHYECKHUI;

OTHECEHWE K  KOHTPOJIUPYEMBIM  JIGKAPCTBEHHBIM  CpeICTBaM
(c ykasaHMeM TIOCYJapcTBa-4jeHa, B KOTOPOM [aHHOE JIEKaPCTBEHHOE
CPEACTBO HAXOIUTCSI MOJ] KOHTPOJIEM);

OTHECEHUe K ophaHHBIM npernapaTram (c yKazaHuem
rocyJlapcTBa-4JeHa, B KOTOPOM JIaHHBIHM Ipenapar npu3HaeTcsi ophaHHbIM).

8. B cilyuae oTMeHBl HeHCTBUS (QaHHYJIHMPOBAHUS) PErMCTPAIMOHHOIO
YAOCTOBEPEHUs JIEKQpPCTBEHHOI'O IIpernapara COOTBETCTBYIOIIHE CBEICHUS
B TeyeHUe 3 paboumx AHEH ¢ Jarbl OTMEHBI AeHCTBUS (QHHYJIHMPOBAHMS)
C YKasaHME€M OJTOH Jarbl MEepelaloTcs YHNOJHOMOYECHHBIMH OpraHamH
(oKCHEpTHBIMU OpraHuzauusmMu) B KOMHCCHIO IS BKJIIOUYEHHS B €IMHEIN

peectp.
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9. YnonHomMoueHHBbIE OpraHbl (IKCIEPTHBIE OPraHU3allii) YBEAOMIISIOT
Apyr apyra o0 oTMeHe [eHcTBUs (aHHYJIUPOBAHHMM) pPErHCTPALMOHHOIO
YZIOCTOBEPEHUs JIEKApCTBEHHOIO IIpernapara ¢ MCIOJIb30BAaHUEM CPEICTB
MHTETPUPOBAHHON CUCTEMBl B Te4eHHe 3 pabouyux JHEd ¢ JaThl OTMEHEI
JeicTBHS (AaHHYJIMPOBAHHS).

10. Ceenenus, copepkamuecs B ©IHHOM  PEeCTpe,  SBIISIOTCS
OOLIENOCTYIHBIMU, 33  MCKIIOYEHHEM  CBEICHWM,  yKa3aHHBIX B
noanynkrax 20 u 21 nmynxra 7 Hacrosimero [opsika.

11. Ilpenocrapnenne cBeleHUH, COAEPXKALIUXCS B EIHHOM pEECTE,
10 3alpocaM 3aMHTEPECOBAHHBIX JIUL| OCYLUECTBISETCS YIOJIHOMOYEHHBIMU
OpraHamu (SKCHEePTHBIMU OPTaHU3AUSAMH).

12. 1Ipn perucrpauuu JeKapCTBEHHBIX MPENapaTtoB W BHINTOJHEHHH
HHBEIX IPOLELYP, CBS3aHHBIX C  perucTpaluei, NperycMOTpEHHEBIX
IpaBUJIaMH  PErMCTpallMM M 3KCIEPTU3bl  JIGKAPCTBEHHBIX  CPEJICTB,
YIOJITHOMOYEHHBIMH OpraHamu (9KCTIepPTHBIMU OpraHHU3aIHsIMH )
C HCIIOJNIE30BaHUEM CPEACTB HMHTErPUPOBAHHON CHCTEMBI OCYIIECTBIISETCS
OOMeEH CIIeAyIOIUMH CBEJICHUSIME M JOKyMEHTaMU

1) Homep 3asiBNeHMS O PpETHCTpAlUM JIEKapCTBEHHOrO Ipenapara
(0 moxaTBEpXKIEHMM peructpauuu  (TIepeperucTpaiyu), O BHECEHUU
M3MeHEeHuH (mepeoopMIleHUH) B PErUCTPALMOHHOE TOChE JIEKAPCTBEHHOTO
Ipenapara, B TOM YMCJIe B IeNIX IPUBENEHUS B COOTBETCTBHE C MPaBHIIaMH
PETHCTpAIlMM U SKCIIEPTH3bl JIEKAPCTBEHHBIX CPENCTB PErMCTPAlMOHHOIO
70Che JIEKapCTBEHHOTO npemnapara, 3aperucTpUPOBAHHOTO B
rocyapcTBax-4jeHax A0 BCTyIuleHUs B cuiy CoryameHws O eJuHBIX
IPUHIKIAX H IpaBUiIax oOpallleHHs JIeKapCTBEHHBIX CPEICTB B paMKax
EBpasuiickoro sxkoHomuueckoro coro3a oT 23 nexabps 2014 roma, wim
JIEKapCTBEHHOI'O IIperapara, 3aperMCTPUPOBAaHHOTO B COOTBETCTBHH C

3aKOHOAATCJIbCTBOM  IOCYAapCTB-YJICHOB  IIOCJIC  BCTYIJICHHS B CHITY
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ykazagHoro Coramenus, no 31 pexabps 2020 r.), dopMmupyemeiii B
MHTETPUPOBAHHOM  CUCTEME TI0 3alpocy  YIOJNHOMOYEHHOrO opraHa
(3KCIIEpPTHOM OpraHu3aluu) peQepeHTHOro TroCyIapcTBa W IPUCBOESHHBIN
pedepeHTHBIM rocy1apcTBOM;

2) perucTpaloHHOe JI0Che JIEKapCTBEHHOTO Iperapara Uil JOChe I10
BHECCHUIO M3MEHEHUH (mepeoQOopMIIEHHIO) B PErHCTPALMOHHOE J0ChE
JIEKapCTBEHHOIO IIPENapara B COOTBETCTBUU C TNPaBUIAMH PETUCTPALUKN H
SKCIEPTU3HI JTEKAPCTBEHHBIX CPEJ/ICTB;

3) HOPMATUBHBIH JTOKYMEHT 0 Ka4eCTBY JICKAPCTBEHHOI'O MPENapara;

4) MakeThl YyNaKOBOK JIEKApPCTBEHHOTO Mperapara Jjsi pe)epeHTHOro
rocyapcTBa U rocyAapCcTB NPU3HAHUS (IPU HAIMYKH );

5) KCHEepTHBIE 3aKIIOYEHUsl YIOJIHOMOUCHHBIX OpPraHoB (SKCIEPTHBIX
OpraHu3aiuii), IOArOTOBJIEHHBIE B COOTBETCTBUH C NMPaBHJIAMU PETHCTPALIUK
M SKCTIEPTU3BI JIEKAPCTBEHHBIX CPE/ICTB, BKIIFOUAs IIPOTOKOIEI JIAOOPATOPHBIX
HUCIIBITAHUH;

6) 3anpoChl  YIIOJIHOMOYEHHBIX OPraHOB (SKCMEPTHBIX OpraHU3aliii)
O IIPEICTaBJICHUM JOIOJHUTE/IbHBIX CBEICHHH, HAIpaBIIEHHEBIE 3asBUTEIIO
B IIPOLIECCE PETUCTPALMU WM BBIOJHEHHSI UHBIX TPOLENYP, CBI3aHHBIX C
perucTpaluei, U OTBETHI HA HUX;

7) 3anpoChl  YIOJIHOMOYEHHBIX OPraHoB (3KCMEPTHBIX OpraHu3aluii)
rocyIapcTB INpHU3HAHMs, HAlpaBle€HHblE B  YIOJTHOMOYEHHBIH oprau
(3KCTIEpPTHYIO OpraHu3aIyio) peGepeHTHOro rocy1apceTBa, M OTBETEI HA HUX;

8) IOKYMEHTHl (BKJIIOYasi OTYETHI) O CBS3aHHBIX C JIEKAPCTBEHHBLIM
npernapaToM (apMaleBTUUECKUX MHCTICKIUSIX, NPOBEEHHBIX
(papMalleBTHUECKUMHU UHCIIEKTOPATAMH 'OCYAapCTB-UYJIEHOB;

9) unpopmanus 00 dTanax pPacCMOTPEHHs PETHCTPAIOHHOIO J10ChEe
JIEKapCTBEHHOI'O Ipemnapara WIH JOChe 10 BHECEHHMIO H3MCHEHUNH

(mepeoopMIIEHHIO) B PErHCTPAllMOHHOE NOChe JICKAPCTBEHHOIO Mpenapara
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B (hopMaTe 00I11ero TeXHUYECKOT0 JOKYMEHTA B COOTBETCTBHMHU C IIPABUIIAMU
PETUCTPAIIUA M 3KCIEPTHU3Bl JIEKAPCTBEHHBIX CPEJCTB, (aKkTax IOAOTOBKH
OKCIIEPTHBIX 3aKIIOYEHMM W IMPOTOKOJIOB MCIBITAHWM, YKa3aHHBIX B
MOJAMYHKTE 5 HACTOAIETO IIyHKTa, (akTax HalpaBJIeHUs] 3alpoCOB U
NOJIy4eHHUs] OTBETOB HAa HUX B COOTBETCTBUM C TOJMNYHKTaMH 6 u 7
HACTOSILIETO ITYHKTA.

13. YniolHoMO4eHHbIe OpraHsl (3KCTIepTHBIE OpraHH3aLyn)
npencTasisoT B KOMUCCHIO ¢ UCTIONB30BaHUEM CPEJICTB UHTETPUPOBAHHOM
CUCTEMBI CBEIECHH, YKa3aHHble B MOANYHKTax |1 U 9 myHkTa 12 Hacrosiero
[Topsinka.

ITpy paccMOTpeHHMH pa3HOIJIacHi B paMKax SKCIEPTHOTO KOMUTETA IO
JIEKapCTBECHHBEIM ~ CPEACTBAM  YNOJHOMOYEHHBIE OpraHbl  (3KCIEpPTHEIE
opraHuszanuu) no 3amnpocy KoMHCCHM NpPEACTaBISIOT ¢ HCIOJL30BAaHHEM
CPEICTB HHTErPUPOBAHHON CHUCTEMEI BCE CBELCHUS, YKa3aHHbIEe B MyHKTE 12
Hacrosuero Ilopsaka.

Komuccus obecrnieunBaet 3aluTy 0T HECAHKIIMOHUPOBAHHOIO JOCTYIIA
HH(OPMALUH, TIONYUYEHHON B COOTBETCTBUU C HACTOSIIIMM ITYHKTOM.

14. Cenenus, comepxainuecs B nonmyHkrax 20 w 21 mynkra 7
Hactosutero Ilopsnka u moanynkrax 2 — 8 nyHkra 12 nHacrosmero Ilopsiika,
HE IIOJJIEKAT OIyONMKOBAHUIO U JIOCTYNHBI TOJNBKO JJIsl YIOJHOMOYEHHBIX
OpraHoB (PKCHEPTHBIX opraHu3auiit) u Komuccuu.

15. YnonnoModeHHble opraHbl B TeUeHHe He MeHee YeM 20 JIeT ¢ JaThl
MoJa4Yd  3asBJIEHHMs O  PETUCTpallud  JIEKAPCTBEHHOrO  Iperapara
00€eCreYnBaloT COXPAaHHOCTh M INPEACTABICHUE C HCIOIb30BAHUEM CPEJICTB
HHTETPUPOBAHHOM CHUCTEMBI IO 3ampOCy YIOJHOMOYEHHBIX OpraHOB

(9KCIIEPTHBIX ~OpraHM3alMi) APYrHX TOCYIapcTB-wieHOB M KoMuccuu

CIIEIYIOLIUX CBEICHUHM:
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1) perucTpalioHHbIe JOChE JIEKAPCTBEHHBIX IPENaparoB, BKIIOUAst
aKTyaJbHblE, IEPBOHAYAJIBHBIE M IIPOMEXKYTOYHBIE PEMAKIIHH BXOIANIUX B
HUX JIOKYMEHTOB;

2) SKCIEPTHEBIE 3aKIIOYEHHs YIOTHOMOYEHHBIX OPTaHOB (DKCIEPTHBIX
OpraHu3alyii), MOArOTOBJIEHHBIE B COOTBETCTBUH C MPABHJIAMH PErUCTPALN

M DKCIIEPTU3bI JIEKAPCTBEHHBIX CPEJICTB.




YTBEPXJIEH

Pewennem Cogera
EBpa3zuiickoil 5KOHOMUYECKOH KOMUCCHU
ot 3 Hos10pst 2016 1. Ne 84

HOPAAOK
(¢opmMupoBaHus M BeJeHHs eJMHON HH(pOPMATHOHHOI 6a3bI JaHHBIX

JIEKAPCTBEHHBIX CPEJCTB, He COOTBETCTBYIIIHX TPEOOBAHUIM

0 Ka4YecTBY, a Tak:Ke GpanbcuPUIHPOBAHHBIX H (MJIH) KOHTPadaKTHBIX
JIEKAPCTBEHHBIX CPEJACTB, BHISIBJEHHBIX HA TEPPHTOPHSIAX

rocyaapers — 4wieHoB EBpa3suiickoro JkoHOMHYECKOT0 0032

1. Hactosumit [lopsimok pa3paboTraH B COOTBETCTBHHM CO cTarbei 30
HoroBopa o EBpasmiickoM skoHOMHYeckoM coroze oT 29 mas 2014 roxa,
crarbeil 14 CornamieHuss 0 eIMHBIX NPUHLUIAX U IpaBUiIax oOparneHus
JIEKapCTBEHHBIX CPEACTB B paMKaxX EBpazuiicKoro SKOHOMHYECKOI'O CO3a OT
23 pexabps 2014 roga u ompenensieT npaBuiia (OPMUPOBAHUS U BENECHUS
eqUHON HHPOpPMaNMOHHON 6a3bl JaHHBIX JICKAPCTBEHHBIX CPENCTB, HE
COOTBETCTBYIOLIUX TpeOOBaHUSIM 1o KaueCTBY, a TaKxke
(GanbcuGUIUpPOBaHHBIX U (MIKM) KOHTpa(aKTHBIX JEKAPCTBEHHBIX CPEICTB,
BBISIBJICHHBIX Ha TEPPUTOPHUSIX TOCYJapcTB — WIEHOB EBpazmiickoro
DKOHOMHMUYECKOTO CO03a (Jajiee COOTBETCTBEHHO — equHasi 0a3za NaHHEBIX,
rocynapcrea-uieHsl, Coro).

2.EnunHas 0aza [JaHHBIX sBIsieTCss  OOIMM  MHGOPMAIMOHHLIM
pECYpCcoM,  COJEpIKAllMM  CBEJCHHS O JIEKQpCTBEHHBIX  CpeJCTBaXx,
B OTHOLIEHWU KOTOPBIX YIOJHOMOYEHHBIMUA OpPraHaMu rocyJapCTB-UJIEHOB
B cepe 31paBOOXpaHEHHUs (fajiee — YIMOJHOMOUYEHHBIE OpPraHbl) IIPHHSTO
pemieHre 006 M3BATHM U3 oOpaieHus Ha Tepputopun Coro3a B CBS3U C

HCCOOTBCTCTBHUEM Tpe60BaHH${M HOPMATHBHOTO MOKYMCHTa I10 KayveCTBY,

anbcuduxanueil u (1) KOHTpahaKTHEIM XapaKTEPOM HX IIPOUCXOKIEHHUS.
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Ennuas 0a3a maHHBIX (QOpPMHUpYETCs C MCIOJIb30BAHHEM CPEICTB
MHTErPUPOBAHHOM  MH(popManuoHHoi  cuctembl Corosza  (mamee —
MHTETPHPOBAaHHAs CHCTEMa) Ha OCHOBe WH(GOPMAIIMOHHOTO B3aUMOJIEHCTBUSI
MEXJy YIOJHOMOYECHHBIMU OpraHaMi, a TakkKe MEXIy YIMOJTHOMOYEHHBIMU
opranamu ¥ EBpasuiickoil s3koHOMU4eckoi komuccuei (anee — Komuccus).

3. Enunas 6Gasa panubeix ¢Gopmupyercss ¥ Bemercs Komwuccueir Ha
OCHOBE CBEJICHUH, NpeICTaBISIEMBIX B 3IEKTPOHHOM BUJIE
YIOJHOMOYEHHBIMU OpraHaMy B COOTBETCTBUHU C MOPSJIKOM B3aUMOIEHCTBHS
rOCYJapCTB-YJIEHOB 110 BBIABICHUIO (albCU(PHIIMPOBAHHBIX, KOHTpahaKTHIX
U (nnM) HenoOpOKaueCTBEHHBIX JIEKAPCTBEHHBIX CPEJICTB, YTBEPKIAEMBIM
Komuccuei.

4. udopMallioHHOE B3aMMOJIEHCTBUE MEXKIY YIIOJTHOMOYEHHBIMH
OpraHaMH, a TaKKe MEXJIy YIOJIHOMOYEHHBIMH opraHamu u Komwuccueit
B Ipouecce (GOpMHUpPOBaHMS, BEIACHUS W HCIOJIL30BAHMS €IUHOM Oa3bl
JAHHBIX OCYIIECTBIISIETCS IyTEM pealiu3allud COOTBETCTBYIOIIErO OOIIEro
npouecca B pamkax Coro3a cpeicTBAMH HHTETPHPOBAHHOM CHCTEMBI.

5. @opMuUpoBaHUE U BEJIEHUE €IUHOM 0a3bl NaHHBIX BKIIOYAIOT B CeOs
Cleyolee:

a) nosyyenrne Komuccuell oT ynmonHOMOUYEHHBIX OpPraHOB aKTyaJbHBIX
CBEIIEHUH O JIGKQpCTBEHHBIX CpPEACTBAX, B OTHOIIEHHHM KOTOPBIX
YIIOJTHOMOYEHHBIMU OpraHaMU IIPUHSTO pellieHre 00 U3BSITUH U3 00pallieHus
Ha tepputopud Coro3a B CBA3M C HECOOTBETCTBUEM TPeOOBAHHUSAM I10
KadyecTBy, Ganbcupukanued u (WIKM) KOHTPAaKTHBIM  XapaKTEpOM
UX IPOUCXOKICHUS;

0) BKIIIOUEHUE Komuccuei CBEECHHUH, TIIpeJICTaBJICHHBIX

YIIOJTHOMOYEHHBIMU OpraHaMHy, B €AUHYIO 0a3y JaHHBIX;
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B) onyONMKOBaHUE CBEJICHUI, COlepIKaIlMXCs B €IMHON 6ase MaHHBIX
Ha  UHPOPMALUOHHOM noprase Cor3a B MH(OPMALIMOHHO-
TEJIEKOMMYHUKaIMOHHOH ceT «MHTepHeT;

I') aKTyaJIn3alus CBEJICHUH equHOoi 0a3bl JaHHbIX;

1) XpaHeHUe CBeJICHUH eqUHOK 0a3bl JaHHBIX;

€) IpeAO0CTaBIeHNE 3aMHTEPECOBAHHBIM JIMIIAM IOCTYNA K CBEICHUSIM
eIMHOM 0a3bl JaHHBIX.

0. YIIOTHOMOUYEHHBIE ~ OpraHbl  HECYT  OTBETCTBEHHOCTb  3a
JOCTOBEPHOCTh CBEICHMI, IIPEJCTABISEMBIX ISl BHECEHUS B €IMHYIO Oa3sy
JAHHBIX.

7. CBefileHMs O JIEKApCTBEHHBIX Ipenaparax, B OTHOIICHHH KOTOPBIX
YIOJHOMOYEHHBIM OPraHoM MPUHSTO pelieHrne 00 HX U3BITHH U3
oOpamennss Ha Ttepputopun Coro3a B CBI3M ¢ HECOOTBETCTBHEM
TpeOOBaHMsAM 10 KauecTBYy, (anbcupuxauueid v (wim) KoHTpadakTHBIM
XapaKTepoM HX IMPOMCXOXKIEHHMS, IEPEAAIOTCs YIIOTHOMOYEHHBIM OPraHOM B
Komuccenio Juis BKIIIOYEHHs B eINHYI0 0a3y JaHHBIX HA OCHOBAHWH PEIIEHUs
YIIOJTHOMOYEHHOIO OpraHa 00 W3BATHH JIEKAPCTBEHHOTO CPENCTBA U3
oOpalieHusl.

8. Enunas 0a3a TaHHBIX JTOJDKHA COMIEPIKATh CIEAYIONIUE CBECHHS:

a) g JIEKapCTBEHHOIO cpencTBa (BKIIOYas (hapMaleBTUUYECKYIO
CyOCTaHUMIO), HE COOTBETCTBYIOIIEro TPeOOBAaHUSAM 1O  KayecTBY
(HemoOpOKaueCTBEHHOTO JIEKAPCTBEHHOTO CPENCTBA):

HaMMEHOBAaHWE  TIOCYJapCcTBa-ujeHa, Ha TEPPUTOPUH  KOTOPOTO
BbIsIBIEHA cepua  (ImapTusi) HeJOOpOKAYECTBEHHOTO  JIEKAPCTBEHHOTO
CPENICTBA;

TOProBO€ HAMMEHOBAHKE JIEKAPCTBEHHOI'O cpecTBa (MPH HAIHYKHK ),

MEXIYHApPOAHOE HEMAaTeHTOBAHHOE HAaWMEHOBaHWEe, a TIpPH €ero

OTCYTCTBUU — OOLICNPHUHATOE WM TPYIIHPOBOYHOE HAMMEHOBaHHE ITUOO
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XMMHMYECKOE HaMMEHOBAHME AaKTUBHOW (hapmaleBTHYeCKOW CcyOcTaHuu
JIEKApCTBEHHOrO mpenapara (Aas KOMOMHHMPOBAHHBIX — JIEKAPCTBEHHLIX
CPEICTB uepe3 B3HAaK «1» YKa3bIBAlOTCS HAaWMMEHOBAaHMs AaKTUBHBIX
(papmalieBTHUECKUX CyOCTaHIMU (€Cld WX B COCTaBe 3 W MeHee), ecliu
B cocTraBe Oonee 3 aKTUBHBIX (apMaleBTHUYECKUX CYOCTaHLIMH, uX
HaVMEHOBAaHUSI HE YKa3bIBAIOTCS);

JexapcTBeHHas popma JIeKapCTBEHHOTO Mperapara;

JO3UPOBKa JIEKAPCTBEHHOTO IIpernapara;

(popMma BBIITyCKa JIEKapCTBEHHOTO Tpenapara;

HOMEP CEPUHU JIEKAPCTBEHHOI'O CPE/ICTBA;

ZiaTa IPOU3BOACTBA JIEKAPCTBEHHOTO cpeicTRa (IIPH HATHYKH ),

nara (Mecsll) HCTE4EHHsl CpOKa TOJHOCTH JeKapCTBEHHOI'O CpeCTBa
(IpY HATTHYMH);

00BbeM cepuH (MapTHUH) JEKAPCTBEHHOrO CPEACTBa, YKa3aHHBIA B
JNOKyMEHTE, IOATBEPXK/AIONIEM IIPOBEACHUE HCHBITAaHUKH KadecTBa (TIpH
HaJIUYUH);

HaVMCHOBaHHE MTPOU3BOUTENS IEKAPCTBEHHOTO CPEJICTBA;

HAaUMEHOBAaHUE TOCYJapcTBa, Ha TEPPUTOPUH KOTOPOIO HAXOLUTCS
IPOU3BOAUTEND JIEKAPCTBEHHOIO CPEJICTRA,;

HaMEHOBaHWE  JIep:KaTens  PEerucTPalMOHHOTO  YAOCTOBEPEHHSI
(B COOTBETCTBUU CO CBEICHUSIMH, COJICPXKAIUMUCS B EIUHOM pEECTpe
3aperuCTPUPOBAHHBIX JIEKapCTBEHHBIX CPEeJICTB EBpazuiickoro
HKOHOMHYECKOTO COI3a);

KOJIMYECTBO BBIABICHHOI'O HeJ0OpOKAYECTBEHHOI'O JIEKAPCTBEHHOTO
CpeICTBa;

BUJ| OpPraHU3aluH, B KOTOPOH OBUIO BBISBICHO HEAOOPOKAUECTBEHHOE

JICKAPCTBCHHOC CPCACTBO (OHTOBBIﬁ CKJIal, opranusanus 34paBOOXpPaHCHUA,
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anreka W Ap.), JIMOO HaWMEHOBaHHE TAMOYKEHHOI'O OpraHa, BBISIBHBILIEIO
He100poKauyecTBEHHOE JIEKAPCTBEHHOE CPEJICTRO;

HauMEHOBaHHWE MOCTABIIUKA (€CJTH H3BECTHO);

HalMEHOBaHME TOCYAapCTBa, HA TEPPUTOPHUH KOTOPOTO HAXOMUTCS
MOCTABIIHUK (€CJIM U3BECTHO);

nepeueHb MOKazaTenell, yCTaHOBICHHBIX B HOPMATHBHOM IOKYMEHTE
MO0 KayecTBY, 10 KOTOPHIM BBISIBJICHBI HECOOTBETCTBHSI,

AeicTBuUS, peANpPUHITHIE YIIOJTHOMOYCHHBIM OpraHom,
B KOMIIETEHIIMIO KOTOPOTO BXOAUT IOCYNAPCTBEHHBIM HAA30p (KOHTPOJIb) 3a
JIEKapCTBEHHBIMU CPEICTBAMU;

0) st danbcupunuponsanHoro  u (Wim)  KOHTpadaKTHOTO
JIEKapCTBEHHOIO CpecTRa (BKIIOYas (hapMalleBTHUYECKHe CYOCTaHIINHM):

HalMEHOBaHHWE TIOCYJapCTBa-ujieHa, Ha TEPPUTOPHH  KOTOPOIO

BBIsIBJIEHA cepusl (napTusi) GambcuGuIupoBaHHOr0 U (WIK) KOHTpahaKTHOTO

JIEKApCTBEHHOI'O CPEJICTRA,;

TOProBOe HAaMMEHOBAHHE JIEKApCTBEHHOTO Mpenapara, MoJl KOTOPHIM
Obl1  BBISBIEH — QaJibCHUIMPOBAHHBIAN M (WIM)  KOHTpadaKTHLIH
JIeKapCTBEHHBIN Mpenapar;

JIeKapCTBEHHasI hopma GanbcupUIPOBAaHHOTO u (urn)
KOHTpa(aKTHOTO JIEKAPCTBEHHOI'O IIperapara;

IO3UpoBKa  (hanbcuUIMpPOBaHHOTO W (WIH)  KOHTPahakTHOro
JIeKapCTBEHHOTO Mperapara;

Gopma BblycKa (anbcUpUIUPOBAHHOTO U (WJIM) KOHTpa(aKkTHOrO
JIEKapCTBEHHOIO Mpernapara;

MEXIYyHApOJHOE HENaTeHTOBaHHOE HAaWMEHOBaHWE, a TMPU  €ro
OTCYTCTBUH — OOILENPUHATOE WM TPYNIHPOBOYHOC HAUMEHOBAHUE GO
XMMHUYECKOEe HAHMMEHOBAHUE AaKTHUBHOW (apMaleBTHYeCKOW CyOCTaHIMH

JIEKapCTBEHHOro Ipenapara (A KOMOMHHMPOBAHHBIX JIEKAPCTBEHHBIX
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CPEIACTB 4epe3 3HaK «+» yKa3blBAlOTCSl HAWMEHOBAHHWSI aKTHBHBIX
(apmaneBTHyecKUX cyOcTaHIME (eclH X B cOCTaBe 3 W MeHee), eciu
B cocraBe Oonee 3 aKTUBHBIX (apMaleBTHUECKUX CyOCTaHIUH, uX
HAaUMEHOBaHUS He YKa3bIBAIOTCs);

HaMMEHOBaHWE  INPOM3BOJMTENS,  YKAa3aHHOTO  HA  YIIAKOBKE
(banbcrGUIMPOBAHHOIO U (MJIM) KOHTPApaKTHOTO JIEKAPCTBEHHOTO CPEJICTBRA;

HaMMEHOBAHUE TOCYHApCcTBa, HAa TEPPUTOPHH KOTOPOIO HAXOMUTCS
IPOM3BOJAUTENb, YKa3aHHBIA Ha yMakoBKe (anbCcUPULUHUPOBAHHOIO U (HIIH)
KOHTpa(aKTHOTO JIEKapCTBEHHOI'O CPEJICTRA,;

HOMED CEpPHH JIEKapCTBEHHOI'O CpElCTBAa, YKa3aHHBIM Ha YIIAKOBKE
(panbcrUIMPOBAHHOTO U (HIIM) KOHTPadaKTHOTO JIEKAPCTBEHHOTO CPELICTBA;

JlaTa IpOM3BOJICTBA, YKa3aHHAasl HA YIAKOBKe (anbCH()HIIMPOBAHHOIO U
(1K) KOHTpadaKTHOTO JIEKAPCTBEHHOT'O cpecTBa (IIPU HAJIMYUK);

mara (Mecsl]) UCTEYEHHUS CpPOKa TOMHOCTH, yKa3aHHas Ha YIaKOBKE
(anscuduIEpoBaHHOro U (MIH) KOHTPApaKTHOTO JIEKAPCTBEHHOTO CPEICTBA
(ecyTi U3BECTHO);

(pororpadust  ynakoBKu bansCcHGUITIPOBAHHOTO H (vm)
KOHTpa(aKTHOTO JIEKAPCTBEHHOI'O CPECTBA;

KOJIMYECTBO  BBIABIEHHOrO  (aibcUPUUMPOBAHHOIO W (WiIM)
KOHTpa(aKTHOTO JEKAPCTBEHHOI'O CPE/ICTRA;

BUJ] OpraHU3aLMU, B KOTOPOH ObUIO BEISBIEHO halbCH(PUIHPOBAHHOE U
(umu) KxoHTpaaKTHOE JIEKAPCTBEHHOE CPeACTBO  (ONTOBLIA  CcKiaf,
OpraHM3alys 31paBOOXPAHEHHUs, anTeka H JAp.), JKHOO HauMeHOBaHHE
TaAMOXKEHHOI'O ~ OpraHa, BBISBHBLIEro (anbcuuiupoBanHoe W (WiK)
KOHTpa(aKTHOE JIEKAPCTBEHHOE CPEIICTBO;

HaMEHOBaHUE [1OCTABIIMKA (€CTH H3BECTHO),

HaMMCHOBAHHUE TOCYyJdapCTBa, Ha TEPPHTOPHH KOTOPOTO HAXOAUTCSA

MOCTABIUIUK (€CITH U3BECTHO);
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Kparkoe  ONMCaHuWe  TMpPU3HAKOB  QanbCUPUKAIUU U (WJIH)
KOHTPa(aKTHOTO MTPOUCXOXKICHUS JIEKAPCTBEHHOTO CPeICTRA,;

neicTBus, IpeANpPUHSTHIE YIOJIHOMOYEHHBIM OpraHom,
B KOMIIETEHIIMIO KOTOPOTO BXOJAUT I'OCYNApPCTBEHHBIM KOHTPOJIb (HAA30p) B
cepe oOpaleHHs IeKapCTBEHHBIX CPEJICTB.

9.1lpenacrapneHve  yKa3aHHBIX  CBEJIGHHH  YIOJIHOMOYEHHBIMH
opranaMud B KoMmHcCHIO OCyLIECTBISIETCSS B CPOK, HE TMpPeBBIIIAIOIINI
3 pabouux AHEH co JHS NPUHATHS pPEIleHMs YIMOJHOMOYEHHOIro opraHa o
MPU3HAHUU JIEKAPCTBEHHOTO CPENICTBA HE COOTBETCTBYIOIIUM TPEeOOBAHUSIM
o KauecTBY (HemoOpokadecTBeHHBIM), (adbCHPUIMPOBAHHLEIM H  (MJIH)
KOHTpa(haKkTHBIM.

YnonHoMoueHHBIE OpraHebl e HCIIOJIb30BaHNEM Cpe/CTB
MHTETPUPOBAHHON CHUCTEMBI HANpPAaBISIOT JAPYr JPYry OINEpaTHBHEIE
YBEIOMJIEHUSI B CIIy4asX, MPEIyCMOTPEHHBIX MOPSIKOM B3aHMOJEHCTBHS
rOCyJapCTB-4JICHOB IO BBISBICHUIO KOHTPAa)aKTHBIX, (HanbcuDHIMPOBAHHEIX
U (W1m) HenOOPOKaYeCTBEHHBIX JIEKAPCTBEHHBIX CPEJCTB, YTBEP)KIAEMBIM
Komuccuei.

10. Ceenienust 0 NeKapCTBEHHOM CpeJICTBE MOJUIEXKAT MCKIIOUEHHUIO W3
€IMHOM 0a3bl JaHHBIX B CPOK, HE MPEBHIMAIONINN 3 pabouux JHEW co JHS
nonydyeHnus: Komuccueli 0T yNONHOMOYEHHBIX OpPraHOB CBEJAEHHMHA B
CITETYIOIIUX CITyJastX:

OTMEHa YIOJHOMOYEHHBIM OPraHOM CBOEro pelIeHUs 00 H3BITHH
JIEKapCTBEHHOI'O IIperapara U3 o0palieHus;

NpU3HAHUE Cy/eOHBIM OpPraHoOM TOCyJapcTBa-uieHa HeMPaBOMEPHOCTH
pelleHys YIOJHOMOYEHHOIO OpraHa o IMpU3HaHUH JIEKApCTBEHHOIO CPENICTBA
HE COOTBETCTBYIOIINUM TpeOOBaHUSIM 10 Ka4eCcTBY (HeA00pOKaueCTBEHHEIM),

(panbCupUIMPOBAHHBIM U (MIJIH) KOHTPa)aKTHBIM.
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YII0JTHOMOYEHHBIE OpraHbl NpeAcTaBissioT B KomuccHio cBeneHus
0 JIEKapCTBEHHBIX Iperaparax, NoIexalmxX HCKIOUEHUIO U3 eIHHOM 0a3bl
J@HHBIX, B CPOK, HE IpPEBBILANOIMA 3 pabouyux OHS CO OHS NPUHSATHS
COOTBETCTBYIOLIETO PELICHHSI.

11. CBenenus, couepxaimuecss B eAuMHON 0a3e JaHHBIX, SBJISIOTCS

OTKPBITEIMU U OOIIIETI0CTYITHBIMH.

12. IIpenocraBnenue nmo 3ampocaM 3aUHTEPECOBAHHBIX JIMI CBEACHHIA,




YTBEPX/IEH

Pemenuem Cosera
EBpasuiickoli 53KOHOMHYECKOH KOMUCCHH
oT 3 Hosi0ps1 2016 . Ne 84

HOPAAOK

(¢hopMupoBanus U BelcHUsI eqUHOH HHpOPMANHOHHO (Ga3bl JAHHLIX 110

HesKeJIaTeJbHBIM peaknuaM (JelcTBHIM) Ha JieKapCTBeHHbIe
npenaparhbl, BKJII0Yast coo01eHns 0 He3(p(PeKTHBHOCTH JIeKAPCTBEHHBIX

Npenaparos, BbIsABJIEHHbIM HA TEPPUTOPHUSIX FOCYJAPCTB — YICHOB
EBpa3suiickoro 3x0HOMHY€ECKOro 01032

1. Hacrosmuuii Topsimox pa3paboTtaH B COOTBETCTBUM €O crarhed 30
Horosopa o EBpa3uiickoM sKoHOMHUYecKoM coroze oT 29 mas 2014 roma u
crarbei 14 Coramienus o eAMHBIX TPHHIMIIAX W TIPaBUJIaX oOpamieHus
JIEKapCTBEHHBIX CPE/ICTB B paMKax EBpa3uiickoro 3KOHOMUYECKOTO COI03a OT
23 nexabpst 2014 roga u ompemerseT mpaBuiaa GOPMHPOBAHMS H BEICHUS
€AMHON MH(OPMAIMOHHON ©0a3bl JAHHBIX MO HEXeJaTeIbHBIM peakLusaM
(OEHCTBHAM) Ha JIEKAPCTBEHHbIE IIperaparhbl, BKJIOYas COOOLIEHHUS O
Hed((PEKTUBHOCTH  JIEKApCTBEHHBIX  IIPEIaparoB,  BHISBICHHBIM  Ha
TEPPUTOPUSAX TOCYNApCTB — 4YIEHOB EBpa3uiicKOro 3KOHOMHUYECKOIO COKO3a
(Hanee cOOTBETCTBEHHO — eMHas 6a3a JaHHBIX, rocyaapcTBa-uieHsl, Coos).

2.Envnas  06a3a  paHHBIX  sBIsIeTCS  OOMIUM  WH(OPMAIMOHHBIM
pecypcoM,  (QOpMHpPYEMBIM €  HCIHOJNB30BAHWUEM  HMHTErPHPOBAHHON
nH(popMaoHHOo# cucremsl Coto3a (lajiee — MHTETPUPOBAHHAS CHCTEMA) HA
OCHOBE HH()OPMAIMOHHOTO B3aUMOJIEUCTBHS MEX/IY YIOJTHOMOYEHHBIMU
OpraHaM# TOCY[apCTB-4I€HOB (Jajee — YNOJHOMOYEGHHBIE OpraHbl),
YIOJJHOMOYEHHBIMH OpraHaMu U EBpa3suiickoil SKOHOMHUYECKOHW KOMHCCHEH

(manee — Komuccens), comeprkariym:



2

a) CBeJIeHUsl 1O BBISBIEHHBIM HAa TEPPUTOPHSIX T'OCYAAPCTB-UYJICHOB
CEPLE3HLIM HEXKEIATEbHBIM PEaKUusM (IeHCTBUSIM) Ha JIeKapCTBEHHBIE
IIpernaparbl, OLIeHEHHBIM KaK BaJIHIHLIE,

0) coobueHns o HeaPEKTUBHOCTH JIEKAPCTBEHHEIX MPENapaToB.

3. Enunas 0Gasa paHHBIX Qopmupyercs M Bejmercs KoMmuccueit Ha
OCHOBE CBEJICHUH, IIPeJICTaBIIIEMBIX B AIEKTPOHHOM BUJIE
YIOJHOMOYEHHBIMH OpraHaMd B COOTBETCTBUU C MpaBUJIaMHU HaJIexKaIlel
IPaKTHKYU (papMakoHa/30pa, yTBepKIaeMbIMu KoMuccuei.

ITpescTaBinenue yKa3aHHBIX CBEICHMH YMOJHOMOYEHHBIMH OpraHaMH
OCYLIECTBJISIETCSA B CPOK, HE MpeBHIIAoni 3 pabouux aHe# co s, Koraa
TaKue CBeJIeHUs OBLITH MOy UCHEL.

VYosIHOMOYEHHBIE OpraHsl C UCIIOJIb30BaHUEM CpeICTB
WHTETPUPOBAHHOM CHCTEMBl HamNpaBiIlOT Jpyr Jpyry OINepaTHBHEIC
YBEIOMJIEHHsS. B Clly4asX, IpeIyCMOTPEHHBIX MpaBUIaMH HaJIexKalei
IPaKTUKU hapMaKoHaa30pa.

4. UapopmManiioHHOE B3aUMOJEHCTBHE MEMKILY YIIOITHOMOYEHHBIMU
OpraHaMi, a TakKe MEXJy YIOJIHOMOUYEHHBIMH opraHamMu u Komuccueii
B IIponiecce (OPMHUPOBAHMS, BEOCHHS W MCIOJIL30BAHMS €IUHOM 6a3bl
HNAaHHBIX TIPH BBISBIEHUH CEPLE3HBIX HENPEIBUIEHHBIX HEXKeaTellbHBIX
peakuui (NeliCTBUH) WM KM3HEYTPOXKAIOIINX CliydaeB Hed(h(PEeKTUBHOCTH
JIGKapCTBEHHLIX  [PENapaToB  OCYLIECTBISICTCS  MyTeM  peanu3aluu
COOTBETCTBYIOIETO 0b0Iero Ipouecca B pamkax Coroza cpeacTBaMu
UHTETPUPOBAHHOM CUCTEMBHI.

5. @opMHUpPOBaHHUE U BEJEHUE €AMHOM Oa3bl MaHHBIX BKIIIOYAOT B ceOsl
clIelytolIee:

a) monydenne Komuccuell oT yHONMHOMOYEHHBIX OPraHOB aKTyallbHbIX
CBEJICHMH O BBIABJICHHBIX HEXEJaTeAbHBIX peakuusx (IeicTBUAX)

Ha JICKapCTBEHHBIE IPENapaThl, BKIKOYas cOOOLIeHUS O Hed(p(hEeKTUBHOCTH



JIEKApCTBEHHBIX IIPENapaToB, BKIIOYEHHE CBEACHWMH, MpeacTaBlIeHHbIX
YIIOJITHOMOYEHHBIMU OpraHaMH, B eAUHYIO 0a3y JIaHHBIX;

0) onyonuxoBanue Komuccueil cBefieHuil, cojepxanmxcs B €IMHON
Oase maHHBIX, Ha MHpOpManuoHHOM mopTaie Coro3a B HH(OPMAIMOHHO-
TEJEKOMMYHHUKAIMOHHOM ceTu «HTepHeT;

B) akTyanuzanus KoMuccueii ceeiennii equuoil 6a3bl JaHHbBIX;

T) XpaHeHUe CBeJACHHH eMHOM 6a3bl JaHHBIX;

1) 3alllUTa CBEJIEHUM, CoJepxKalluxcs B eAMHON 0Oa3e TaHHBIX, OT
HECAHKI[MOHUPOBAHHOTO JIOCTYIIA;

€) IpeIoCTaBIeHHe OCTYTIA K CBEACHUSIM eIMHOM 0a3bl JaHHBIX.

6. lns BKIIOUEHHS B eAWHYK 0a3y JaHHBIX YIIOJHOMOYEHHBIMU
OpraHaMi IpPEICTaBIAIOTCS CBEACHUS O BCEX BBISBIEHHBIX Ha TEPPUTOPHUSIX
rOCyAapCTB-UJICHOB CePbE3HBIX HEXKENATeNbHBIX  peakusx Ha
JIEKapCTBEHHBIE TPENaparbl, a TaK)Xe COOOLIEHUS O JKU3HEYTPOIKAIOLIUX
Clly4dasix Hea()()EeKTUBHOCTHU JIEKapCTBEHHBIX IIPEIapaTos.

7. Enunas 6aza JaHHBIX COJICPXKUT CAEIYIOIINE CBEICHUS:

a) TOProBoe HAaMMEHOBAaHHUE JIEKAPCTBEHHOTO TIperapara;

0) nexapcTBeHHas (popMa JEKapCTBEHHOIO Ipenapara;

B) JI03UPOBKA JIEKAPCTBEHHOI'O IIpenapara;

r) (oopMa BBIITycKa JIEKAPCTBEHHOTO IMpernapara;

) HOMEp CepUU JIEKapCTBEHHOTO MpernapaTa, YKa3aHHBIA Ha yIIaKOBKe
JIEKapCTBEHHOIO Mpernapara;

€) HAaMMEHOBAaHUE  NPOM3BOJUTENsI  JIEKAPCTBEHHOrO  Ipemapara,
OTBEYAIOUIETO 32 €T0 BHIMYCK;

K) CBEIIEHHS O  BBIABIEGHHBIX  HEXEJAaTeJIbHBIX  peakinusX Ha

JIEKapCTBEHHBIE IIpenaparkbl, BKIKOYasg cOooOMmEeHHs O HedheKTUBHOCTH

JeKapCTBEHHBIX MPENaparos;
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3) cBeZieHUsI B (popMe HHAMBUAYATBHBIX COOOIICHUN O HEXeIaTeIbHBIX
peakuMsaxX Ha JIEKapCTBEHHBIE MTpenaparhl;

M) CBEIeHHs] B JJIEKTPOHHOM BHJE B (opmare, COOTBETCTBYIOLIEM
PykoBonctBy E2B  MexayHapoqHoli KoH(epeHIMH 10 TapMOHU3ALMU
TEXHUYECKUX TpeOOBAaHUM K pEerucTpaludl JIeKapCTBEHHBIX CPENCTB s
MEIHULIMHCKOTO TMPUMEHEeHHs] «YTpaBlieHWe JaHHBIMH I10 KJIMHHYECKOMH
Oe30macHOCTH — DJEMEHTHl JaHHBIX JUIs TIepefadd  CooOleHui 00

HHIWUBHAYAJIIBHBIX CIIYYasaX HEKEIIATCIILHBIX P




VTBEPX/IEH

Pemennem Copeta
EBpazuiickoil 3KOHOMHYECKOH KOMUCCHH
oT 3 HosiOpst 2016 r. Ne 84

IMNOPAAOK
(opmMuUpOBaHHS U BeleHUsI eINHON HH(POPMATHOHHOH 6a3bl JAHHBIX
110 JIEKAPCTBEHHBIM IPenapaTam ¢ NIPHOCTAHOBJIEHHBIMH
pPerucTpanHOHHbLIMH Y0CTOBEPEHHSIMH, 0TO3BAHHBIM € PBIHKA
HJIM 3alIpPelieHHbIM K MeIHIIHHCKOMY NPHMeHeHHIO HA TEPPHTOPHSIX
rocyaapcTs — wieHoB EBpa3uiickoro JKOHOMHYECKOI0 cOK3a

1. Hacrosimmii [lopsimox pa3paboTaH B COOTBETCTBHUH CcO crartheil 30
Horosopa o EBpazuiickoM skoHOMHYecKoM coro3e oT 29 mas 2014 roma u
crarbefi 14 ComnameHuss 0 eAMHBIX NPUHLUIAX U MpaBWiIaX OOpalleHHs
JIEKaPCTBEHHBIX CPEACTB B pamkax EBpa3uiickoro 3KOHOMHYECKOTO COI03a
or 23 nexadpst 2014 roma u onpenenseT mpaBmia GOPMHUPOBAHHUS U BEIECHHMS
€IMHOM MH(pOpMALMOHHON Oa3bl JaHHBIX IO JIEKAPCTBEHHBIM Iperaparam
C IIPUOCTAHOBJIEHHBIMHU PErUCTPALMOHHBIMU Y0CTOBEPEHHUSIMH, OTO3BAHHEIM
C phIHKA WJIM 3aIPELICHHBIM K MEAUIIMHCKOMY NMPUMEHEHHUIO Ha TEPPUTOPHSIX
roCylapcTB — YJEHOB EBpa3suiicKOro 3SKOHOMHYECKOro coro3a (nanee
COOTBETCTBEHHO — €/IMHas 0a3a JaHHBIX, rocyaapcTBa-4ieHbl, Coro3).

2.Ennnag ©Oaza [aHHBIX sBiseTcs OOMMM  WHGOPMAIHOHHEBIM
pecypcoM, COJEp)KalllUM CBEICHUS O JIEKapCTBEHHBIX IIperaparax, B
OTHOIIIEHUHM KOTOPBIX YIIOJIHOMOYEHHBIM OpPraHoM TIOCyJapcTBa-ujieHa B
cepe oOpaleHUs JIEKAPCTBEHHBIX CPENCTB (Hajice — YIOTHOMOYEHHBIN
OpraH) MPUHSTO pPeIleHHe O MPUOCTAHOBIEHUH NEHCTBHS PErUCTPALMOHHEIX
yIOCTOBEPEHUH, OT3BIBE C pBIHKA WK 3alpelieHud K MeIMIMHCKOMY
IPUMEHEHHIO Ha TEPPUTOPUSX TOCYAapCTB-UJIEHOB (Jajiee — pelICHUe
YIIOJIHOMOYEHHOTr0 Oprasa), (hopMUpYeMBIM C MCIOJIb30BAHUEM CPEJICTB

UHTETPUPOBAHHOM  MHpopManuoHHOW  cuctemMbl Coroza  (nanmee —
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MHTETPUPOBAHHAsL CUCTEMA) HA OCHOBE MH(POPMAIIMOHHOTO B3aUMOIeHCTBUS
MEXJ1y YIIOJJHOMOYEHHBIMH OpraHaMi, a TaKKe MEeXIy YIMOJIHOMOUYECHHBIMH
opranamu u EBpasuiickoil s5koHOMUYecKo# komMuccuei (nanee — Komuccus).

3. Enunas 0Oaza naHHeix Qopmupyercs u Benercs Komuccueidl Ha
OCHOBE IIPEJCTABISIEMBIX YIOJHOMOYEHHBIMM OpraHaMH B 3JIEKTPOHHOM
BUJIE CBEJCHMI O JIEKapCTBEHHBIX Ipenaparax ¢ MPHOCTAHOBIECHHBIMU
PETUCTPALIMOHHBIMU ~ YIOCTOBEPEHUSIMU, OTO3BAaHHBIX C pPBIHKA  HJIH
3allpElIeHHBIX K MEIULMHCKOMY  IPUMEHEHHI0O Ha  TepPHTOPHUSX
rOCyJ1apCTB-4JICHOB.

ITpencraBiienre yKa3aHHBIX CBEJEHMH YIONHOMOUYEHHBIMH OpraHaMH
OCYLIECTBJIIETCS B CpPOK, HE IMpeBBILAomui 3 paboumx AHEH co [Hs
IIPUHATHS COOTBETCTBYIOILErO PEIIEHUs YIOJHOMOYEHHOTO OpraHa WiH
IOJMy4YeHUsT UM HH(popManuum o0 OT3bIBE JIGKAPCTBEHHOrO Ipernapara
[IPOMU3BOJUTENIEM, [EPIKATEIIEM PErucTPaMOHHOIO YAOCTOBEPEHHS JHOO
BCTYIUICHHS. B CHJIy pellieHuss cyaeOHOro opraHa, YKa3aHHOTO B
NOJIyHKTE «O» myHKTa 8 HacTosiero [Topsiaka.

YonHOMOYEHHBIE OpraHbl ¢ UCIIOJIb30BaHUEM CpENCTB
UHTETPUPOBAHHOM CHCTEMbI YBEAOMIISIIOT JPYr JIpyra O IIPUHATHH HMH
pelleHysl B Te4eHue 3 pabounx qHeH co JHS MPUHATHUS TAaKOTro PELICHHMSI.

4. 'upopmanimoHHOe B3aUMOJIEHCTBUE MEXKIY YIIOJIHOMOUYEHHBIMHU
OpraHaMH, a TaKXe MEXIy YIOJHOMOYEeHHBIMH opraHamMu u Kommuccueii B
nporecce GOpMHUPOBAHUS, BEICHUS U UCTIOIb30BAHUS SIUHOM 0a3hl JaHHBIX,
a TaKKe IPU OT3BIBE JIEKAPCTBEHHBIX MPENapaTtoB ¢ PhIHKA WM 3aIpeTe UX
MEIMLHMHCKOrO TPUMEHEHMSI B CBSI3M C BOIpOCaMH 0Oe30MacHOCTH
OCYILIECTBISIETCSl TIYTEM pealu3alliid COOTBETCTBYIOIIEro 0o0Iero mpoiecca

B pamkax Coro3a cpecTBaAMU HHTETPUPOBAHHOM CHCTEMBI.
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5. @opMupoBaHUEe U Be/leHHE eMHOM 0a3bl JaHHBIX BKJIIOYAIOT B cels
clieTytolIee:

a) nonmydyenue Komuccuell OT ynoJHOMOYEHHBIX OPraHOB aKTyalbHBIX
CBEJCHUH O JIEKAPCTBEHHBIX TIpemaparaXx ¢ IPUOCTAHOBIEHHBIMH
PErUCTPALIMOHHBIMUA  YIOCTOBEPEHMSIMM, OTO3BaHHBIX C pBIHKA WM
3alPEUICHHBIX K MEAMIMHCKOMY  IPUMEHEHHMIO Ha  TePPUTOPHSIX
roCyIapcTB-UJIEHOB;

0) onybonukoBanne Komuccueit cBeeHuid, coJepKaluxcss B €IMHOM
Oaze naHHBIX, Ha MH(popmanuoHHOM Toprase Coro3a B HHGOPMALHOHHO-
TEJIEKOMMYHHUKAIIHOHHOH ceTu «MHTepHeT»;

B) XpaHEHHE  CBEJEHHWH O  JIGKapCTBEHHBIX  Ipernaparax ¢
IIPHOCTAHOBIIEHHBIMU PETUCTPALIMOHHBIMHU YA0CTOBEPEHUSIMH, OTO3BAHHBIX C
PBIHKA WJIM 3alpeleHHbIX K MEAULIMHCKOMY IIPUMEHEHUK Ha TePPUTOPHUIX
rOCyAapCTB-WIEHOB, B €IMHON 0a3e JaHHBIX;

T') IpelOCTaBIeHNEe JOCTyIa K COASPKAIIMMCS B €IMHOM 0asze JaHHBIX
CBEJEHUSAM O JIEKApPCTBEHHBIX IIpenaparax ¢ MNPUOCTAHOBIIEHHBIMH
PETUCTPAIIMOHHLIMA ~ yIOCTOBEPEHUSIMU, OTO3BaHHBIX C pHIHKA WA
3allpelleHHBIX K = MEIULHMHCKOMY MPUMEHEHHI0 Ha  TePPUTOPHUSIX
rocyJapcTB-4JICHOB.

6. Ha ocHOBaHMM pelleHUs YIOTHOMOYEHHOTO OpraHa CBEIEHHS O
JIEKapCTBEHHBIX IIperaparax ¢ I[PUOCTAHOBIEHHBIMU PerucTpariMOHHBIMH
YAOCTOBEPEHUSIMHM, OTO3BAHHBIX C pbIHKA WM  3alpelieHHBIX K
MEIMLMHCKOMY IIPUMEHEHHID Ha  TEPPUTOPUSIX  TOCYHApPCTB-UJIEHOB,
[IepefaroTcst yIOJIHOMOYEHHBIMUA opraHaMu B KOMHCCHIO ISl BKIIFOUEHHS B
eIUHYIO 0a3y JaHHBIX.

7. Enunas 6a3a JaHHBIX COJCPIKUT CIICIYIOIINE CBENEHUS:

a) HOMEp peecTPOBOM 3alKcU B €IUHOM peecTpe 3aperucTPHpPOBAHHEIX

JIEKapCTBEHHBIX cpelacTB Coro3a (py HATMYHH);



4

0) nara perucTpanun JIEKapCTBEHHOTO npemnapara C
NPHOCTAHOBJIEHHBIM PETUCTPALMOHHBIM YIOCTOBEPEHHUEM, OTO3BAHHOI'O C
PHIHKA MJIM 3alPELIEHHOr0 K MEAMLUHCKOMY NMPHUMEHEHHIO Ha TEPPHTOPHSIX
rOCy/IapCTB-UJIE€HOB, X €r0 PErUCTPALIMOHHBIN HOMED (TIPU HAJTMYUKH);

B) TOPrOBO€  HAMMEHOBaHHE  JICKAPCTBEHHOrO  IIpemapara ¢
IIPUOCTAHOBIIEHHLIM PErUCTPALMOHHBIM YIOCTOBEPEHHEM, OTO3BAHHOIO C
PLIHKa WK 3alPELICHHOI0 K MEAMIMHCKOMY NPUMEHEHHUIO Ha TePPUTOPHIX
roCy1apCTB-4JI€HOB;

I') JIeKapcTBeHHAs dopma JIEKAPCTBEHHOTO Ipenapara (v
NPUOCTAHOBJIEHHBIM PETUCTPALMOHHBIM YIOCTOBEPEHHUEM, OTO3BAHHOIO C
PBIHKA HIJIM 3alIPEIEeHHOro K MEJULMHCKOMY MPHUMEHEHHUIO Ha TEPPUTOPHUSX
roCyJapcTB-4ICHOB;

1) 1O3MpOBKa JIEKAPCTBEHHOTO IIperapara ¢ I[PUOCTAaHOBJIEHHEIM
PETUCTPAIIMOHHBIM  YIOCTOBEPEHUEM, OTO3BAaHHOIO C  pPBIHKA  HJIH
3alpeleHHOr0 K MEQUIUHCKOMY  IIPUMEHEHUIO Ha  TePPUTOPHUSX
rOCylapCTB-YJICHOB;

¢) (hopMa BBIIIYCKA JIEKAPCTBEHHOTO Ipernapara ¢ NPHOCTAHOBIEHHBIM
PETUCTPAllMOHHBIM  YAOCTOBEPEHHEM, OTO3BAHHOTO C  pHIHKA  HWIH
3alPEMIEHHOI0 K MEIMLUHCKOMY NPUMEHEHHI0 Ha  TEePPUTOPHUSX
rOCy1apCTB-4JICHOB;

’K) HIUMEHOBaHME  TIPOM3BOJMTENS, OTBEYAIOIIEro 3a  BBIMYCK
JIEKapCTBEHHOI'O Iperapara ¢ I[PUOCTAHOBIEHHBIM PErHUCTPAIMOHHBIM
YAOCTOBEPEHHEM, OTO3BAaHHOTO C pBIHKA WIM  3alpelieHHOro K
MEIULUHCKOMY IIPUMEHEHHUIO Ha TEPPUTOPHUSIX TOCYIapPCTB-UICHOB;

3) HAUMEHOBaHHE  OCYJapcTBa  IMPOM3BOACTBA  JIEKAPCTBEHHOI'O
npernapara ¢ TPHOCTAHOBJIIEHHBIM PErHCTPAaLUOHHBIM YAOCTOBEPEHHEM,
OTO3BAaHHOI'O C PhIHKA WM 3alPEIIEeHHOr0 K METUIMHCKOMY MPUMEHEHHIO Ha

TEPPUTOPHSIX TOCYIAPCTB-UICHOR;
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M) HOMEp pellleHus] yIIOJTHOMOYEHHOT'O OpraHa u 1ara ero NpUHsTHS;

K) IPUYMHA  [PUOCTAHOBJIEHUS  JEHCTBUS  PErUCTPALIMOHHOIO
YIOCTOBEpPEHUs, OT3bIBAa C PBIHKA WM 3alpelieHus] JIeKapCTBEHHOTO
mpermapata K MEJMIMHCKOMY — I[IPUMEHEHHUKD  Ha  TePPHUTOPHSIX
roCyJapCTB-YIEHOB;

1) KOJTMYECTBO JIEKAPCTBEHHOrO Tpernapara ¢ MNPHOCTAHOBIEHHBIM
PETUCTPALMOHHBIM  YAOCTOBEPEHUEM, OTO3BAaHHOTO C  pPBIHKA WM
3alpelleHHor0 K MEIMIMHCKOMY  IPUMEHEHUIO Ha  TEPPUTOPHUSX
TOCYNapCTB-UIEHOB, B  OTHOLIEHHMM  KOTOPOrO  TPUHATO  pelleHHe
YIIOJIHOMOYEHHOIO Oprasa (cepus, ImapTus, MOJIHOE MpekpalieHne obopoTa
U ap.);

M) HOMepa cepuil u (Win) mnapTii JeKapCTBEHHOro IMpemapara ¢
IIPUOCTAHOBIIEHHBIM  PErUCTPAIlMOHHBIM  YAOCTOBEPEHHUEM, OTO3BAHHOIO
C PhIHKA WX 3alPelIEHHOr0 K MEIUIIUHCKOMY IIPUMEHEHHUIO Ha TEPPUTOPHSIX
rOCyAapCTB-YJ€HOB, B  OTHOIIEHWH KOTOPOrO  MPHUHSTO  pelIeHHE
YIOJIHOMOYEHHOIO OpraHa (eciu Takoe pelleHHe IMPUHUMAIOCh B
OTHOILICHUH OT/IEIbHBIX CepUuid, mapTuii);

H) 3JIEKTPOHHBIN 00pa3 pelieHust ynoJIHOMOYEHHOI'O OpraHa;

0) HAaNMEHOBaHME JepiKaTessi PeruCTPAMOHHOTO yJIOCTOBEPEHHS HIIH
IOPUAUYECKOTO JIMI@, HAa MMS KOTOPOrO BBHIIAHO PETHUCTPAIIOHHOE
YAOCTOBEPEHHUE.

8. CBenenyst 0 JIeKapCTBEHHBIX Mpenaparax ¢ MPHOCTAHOBICHHBIMH
PETUCTPAIMOHHBIMA  YIOCTOBEPEHUSIMH, OTO3BAHHBIX C pBIHKA WM
3alIpPElIEHHBIX K MEIULMHCKOMY  I[PUMEHEHWK Ha  TEePPUTOPHIX
rOCYAapCTB-WIEHOB, IIOJJIEkKAT HUCKIOUYEHUIO W3 eIMHON 0a3nl JaHHBIX B
CJIEIYOLIUX Cllyvasix:

a) OTMCHA YIIOJIHOMOYEHHBIM OPraHoM CBOEI0 pCUICHHA,



0) mpuzHaHHe Cy1IeOHBIM OpraHom rocyiapcTBa-4jieHa
HENPaBOMEPHOCTH PEIICHUsI YIIOJTHOMOYEHHOI'O OpraHa.

9.1lpu NOpUHATHM  YNOJIHOMOYEHHBIM  OpPraHOM  pelleHHs 00
UCKIIIOUEHUH CBEJCHUH O JIEKapCTBEHHOM Ipernapare ¢ MPUOCTAaHOBIEHHBIM
PETUCTPALlMOHHBIM  YIOCTOBEPEHHEM, OTO3BAaHHOM C  pBHIHKA  HIIH
3alpellleHHOM K MEJULMHCKOMY  IpPUMEHEHHMI0O Ha  TEepPPUTOPHSX
rOCY/IapCTB-4JIEHOB, U3 €MHOH 0a3bl JaHHBIX COOTBETCTBYIOIIUE CBEIECHMSI
nepenatorcst B Komuccuio [uisi BKIIOUEHUs UX B eIUHYIO 0a3zy JaHHEIX B
CPOK, He IpeBblatolui 3 pabounx JHel co JIHS MPUHSTUS STOTO PEIIeHMS
n100 BCTYIUIEHHUS! B CHJTy pellleHHs] cyneOHOro opraHa rocyaapcrBa-dyieHa,
YKa3aHHOTO B IOAITYHKTe «O» myHKTa 8 HacTosiero [lopska.

10. CBenenus, conepxkamiuecsi B €IWHOH 0Oa3e MaHHBIX, SBIISIOTCS
OTKPBITBIMH U 00IEIOCTYTTHBIMH.

11. IlpenocraBnenue mo 3ampocaMm 3auHTEPECOBAHHBIX JIMI CBEIEHHIH,

coJiep KalluXcsl B eIMHOI 0a3e NaHHBIX, B TOM _YHCJIE B 3JIEKTPOHHOM BHIIE,




