YTBEPKXJIEH

Pemiennem CoBera
EBpa3uicko 53KOHOMHUYECKOH KOMUCCUU
oT 20 1. Ne

NOPSAJIOK
(¢opMHUpoOBaHNA U BeeHUS eINHOTO peecTPa 3aperucTPUPOBAHHBIX
JIEKAPCTBEHHBIX cpencTB EBpPa3niickoro 3k0HOMHYeCKOro co3a

1. Hacrosimmii [lopsnok pa3zpaboraH B COOTBETCTBUM cO crarberd 30
JoroBopa o EBpa3zuiickoM 3KOHOMHYECKOM coro3e oT 29 mas 2014 ropa,
cratbeit 14 CormamieHusi O €IWHBIX TMPHUHIMINAX W TpaBWiIaxX OOpaIleHus
JIEKApCTBEHHBIX CPEACTB B paMKax EBpa3uilcKOro 3KOHOMHUYECKOIO COK03a
ot 23 nexabps 2014 rona u omnpenenseT npouenypy GopMUPOBaHUS U BEIACHUS
EnuHoro peectpa 3aperucTprupoBaHHbBIX JIEKAPCTBEHHBIX CPeACTB EBpazuiickoro
HKOHOMHUECKOTO COHO3a.

Hacrosimmit [lopsimok paspa®otan B 1ensax oOecnedeHus eIuHOro ydera
JIEKApCTBEHHBIX CPEJICTB, 3apPETUCTPUPOBAHHBIX B TOPSAKE, YCTAHOBJICHHOM
EBpasuiickon YKOHOMUYECKOU KOMHCCHEW, U IIPENOCTaBICHUSA
HEOTPAHUYCHHOMY KpYyTy JIMI] CBEICHUM O JIGKAPCTBEHHBIX CPEICTBAX,
BBIITYCKaeMbIX B oOpallileHre Ha o0IIieM pbiHKe EBpazniicKoro 3KOHOMHUYECKOTO
coro3a (nasee — Coros).

2. EqunHbiii  peecTp 3aperucTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB
EBpa3uiickoro 3KOHOMUYECKOTO coro3a (naynee — EauHbIi peecTp) sBseTCs
o0mMM  MH(DOPMALMOHHBIM  PECYpCOM,  COJEpKalIUM  CBEIEHUS O
JIEKApCTBEHHBIX TIperaparax, 3aperuCTPUPOBAHHBIX B COOTBETCTBUM C
[IpaBuinamu perucTpalu M 3KCHEPTU3bl JIEKAPCTBEHHBIX CPEICTB s

MEIUIMHCKOTO NPUMEHEHHS Ha TEPPUTOPUUA TOCYAApPCTB — HICHOB
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EBpa3uiickoro 3KOHOMHYECKOI'0 COr03a (Jlajee — TOoCyIapcTBa-wieHBI) U
dbopMHUpPYEMBIM C HCIHOJb30BAaHUEM HWHTETPUPOBAHHON HH(POPMALIMOHHON
cucteMbl EBpa3uilckoro s5KOHOMHUYECKOIO COr03a (Aanee — MHTErpUpOBaHHAs
CUCTEMA) Ha OCHOBE HWH(OPMAIMOHHOIO B3aUMOJEUCTBUS TOCYIapCTB-
YJIEHOB, TOCYJIAapCTB-WICHOB M EBpasuiCKOM 3KOHOMHUYECKOM KOMMCCHUH
(manee — Komuccus).

3. Enunelii peectp dopmupyercs u Beaercs Kommccuelr Ha OCHOBE
CBEJICHUI, B DJJICKTPOHHOM BHUJIC€ NPEACTABISAEMbIX YMNOJHOMOYECHHBIMU
OpraHaMu rocyJapcTB-4JeHOB B cpepe oOpaleHus JeKapCTBEHHBIX CPEICTB
(masiee — YMNOJHOMOYEHHBIE OpraHbl) B cooTBeTCTBUM ¢ [IpaBunamu
pPEruCTpallui U SKCIEPTU3bl JEKAPCTBEHHBIX CPEICTB ISl MEIUIIMHCKOTO
IIPUMEHEHUS, YCTAaHOBIICHHbIMU KoMuccuen.

4. nopMallmoHHOE B3aUMOJICUCTBUE MEXIY YIIOJTHOMOYEHHBIMU
OpraHamMu, a TakKXXe MEXJy YIOJHOMOYEHHBIMH OpraHaMHu TOCYJIapCTB-
yieHoB u  Komuccueit B mporecce  (QopMupoBaHUs, BEICHUS U
UCIIONB30BaHusT EaMHOTO peecTpa, a TakKe BBIIOJIHEHUS MPOLEIYP
perucTpalui M HKCHEPTU3bl JIEKAPCTBEHHBIX CPEACTB, W MPOLEAYD,
CBSI3aHHBIX C PETrUCTpalMei JIEKapCTBEHHBIX CPEJCTB, OCYILECTBISETCS
nyTeM peanu3auudu oOumero mnpouecca B pamkax Coro3a cpencTBaMu
UHTETPUPOBAHHOU CUCTEMBI.

5. TexHomoru4yeckue JIOKYMEHTBI, pENIAMEHTUPYIOIIUE
nHGOPMAIIMOHHOE B3aUMOJICHCTBHUE, pealTu3yeMOoe B paMKax OOIIEro mpoiiecca
CPEICTBAMU WHTETPUPOBAHHOM CHUCTEMbI, BKIItOUasi TpeOOBaHUs K opmaram
U CTPYKTYypaM HCIOJIb3YEMBIX TP TaKOM B3aMMOACHCTBUU DJICKTPOHHBIX
JIOKYMEHTOB M CBEJICHUM, pa3palaThIBalOTCs U yTBEpkaatoTcs Komuccueil.

6. ®opmupoBanne u BenaeHue EamHOTO peecTpa BKIOYAET B ceOs
nonyuenre Komuccueil OT yrnoJaHOMOYEHHBIX OPraHOB TrOCY/IapCTB-UJICHOB

AKTYaJIbHBIX CB GI[GHI/Iffi 0 JICKaApCTBCHHBIX CpeaACTBaAX, NpOoMmCAIINX
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PETUCTpPAllUI0 HA TEPPUTOPUU TOCYJApPCTB-UJIEHOB, B COOTBETCTBUU C
[IpaBuiiamu perucTpanu M 3KCIEPTHU3bl JIEKAPCTBEHHBIX CPEICTB A
MEJIUIIMHCKOTO TPUMEHEHUsI, XpaHEHUE, NMEepPBOHAYAIBLHOE OMYyOJUKOBAHUE
ceenennii Enunoro peectpa Ha wuHpopMainmonHom mnopraine Coro3a, X
MOCIEAYIONIYI0 aKTyaIM3alMio, a TakXKe MPEIOCTABICHUE JOCTyNa K
cBellcHUsIM EaumHOro peecrpa 3aMHTEPECOBAHHBIM  YIIOJIHOMOYEHHBIM
OpraHaM Cpe/ICTBAMH HHTEIPUPOBAHHON CUCTEMBI.

/. YTIOTHOMOYEHHBIE OpPTaHbI roCy1apCTB-4JICHOB HECYT
OTBETCTBEHHOCTh 3a JIOCTOBEPHOCTh CBEJCHHM, MNPEAOCTABISIEMBIX MJIs
BHECEHUs B ENUHBIN peecTp.

8. EnuHplli peecTp JOJDKEH coAep)KaTh CICIYIOIIME CBEACHUS O
3apETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEICTBAX:

1) 1mrecTU3HAYHBIM MOPSIAKOBBIN HOMED PETUCTPALIMOHHOTIO
YIAOCTOBEPEHUS JIEKapCTBEHHOTO npermnapara, dhopMupyembIii B
MHTETPUPOBAHHOM CHUCTEME MO 3alpocy YMNOJHOMOYEHHOTO OpraHa
(9KCTIepTHOM oOpranu3anuu) pedepeHTHOrO ToCyJapcTBa W IMPUCBOCHHBIN
pedepeHTHBIM TOCY1apCTBOM,;

2) pepepeHTHOE  rOCYIapCcTBO, ToCydapcTBa  MpU3HAaHHMS  (TIpU
HaJIMYUN);

3) naTa permcTpanuu  JIGKApCTBEHHOTO Tpernapata pedepeHTHBIM
rocyJJapCTBOM M JaTbl pErucTpanuu (Opy HAIUYUH) JEKAPCTBEHHOTO
rpernapara rocy1apcTBaMy NPU3HAHUS;

4) naTa MCTEUEHUS CPOKA JICHCTBUS PETHCTPAIMOHHOTO yIOCTOBEPEHUS
JEKapCTBEHHOro  mpemnapata  (Aisi  OECCPOUHBIX  PETHUCTPAIMOHHBIX
YAOCTOBEPEHUN YKa3bIBACTCSI «OECCPOUHOY);

5) nara MOATBEPKACHUS PETHCTPAIUH (IEPEPETUCTPALIHS);

6) nara BHeceHHsI M3MeHeHUH (TiepeoopMIICHHs) B PETHCTPAIMOHHOE

YAOCTOBEPEHHUE JIEKAPCTBEHHOT'O IIpenapara;
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7) ToproBoe HAaMMEHOBaHHE JIEKapCTBEHHOTO npenapara
B peepEeHTHOM TOCYJapCTBE M TOPTrOBbIE HAUMEHOBAHMS JIEKAPCTBEHHOTO
npenapara B rocy1apCcTBax Mpu3HaHUs (IpHU HATUYUK);

8) MeKIyHApOIHOE HENaTEeHTOBAaHHOE HalMEHOBAaHMUE,
WU OOIIENPUHSTOE, WIH TPYNIUPOBOYHOEC HAUMEHOBAHUE, UM XUMUYECKOE
HAaUMEHOBAaHHME aKTUBHOM (hapMarieBTUUECKON cyOcTaHIuu (TP OTCYTCTBUH
MEXIYHAPOAHOTO HEMATEeHTOBAHHOTO HAMMEHOBAHHUSA) JIEKAPCTBEHHOTO
npemnapara, sl KOMOMHMPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB YEpe3 3HaK
«+» yKa3bpIBaIOTCS HaUMEHOBaHMUS aKTUBHBIX bapmareBTHIeCKuX
cyOcTaHIMiA, €Cii MX B COCTaBe TPU U MEHEE, €CIU AaKTHUBHBIX
dbapmaneBTUUECKUX ~ CyOCTaHIui  Oojee Tpex MX  HAWMEHOBAaHUS
HE YKa3bIBAIOTCH,

9) nekapcTBeHHAas (popMma JIeKapCTBEHHOT'O TIperapara;

10) mo3upoBKa(¥), KOHIICHTPALIHS JICKAPCTBEHHOTO Mpernapara;

11) popma BeIITyCKa JIEKapCTBEHHOI'O MIperapara;

12) uapopmarist 0 MPOU3BOJUTENEC JICKAPCTBEHHOTO Iperapara
(Ha3BaHMsI W ajgpeca MPOU3BOJCTBEHHBIX IUJIOMIAJ0K, YYaCTBYIOLIUX
B ITPOM3BO/ICTBE JIEKAPCTBEHHOT'O Mpenapara);

13) HauMeHOBaHWE W ajapec  JepiKareias — PErHCTPAIl[MOHHOIO
yA0CTOBEPEHUS JIEKAPCTBEHHOTO MpeTapara;

14) kox aHaToMoO-TepaneBTHIeCKOM-XxuMmuueckon knaccudurarmm (ATX);

15) cpok rogHOCTH (XpaHeHHs ) JICKapCTBEHHOTO Mpernapara;

16) ycioBus OTIycKa JEKapCTBEHHOTO Mpernapara;

17) oOmas XapaKTEPUCTUKA JIEKapCTBEHHOTO npemnapara
11l peepeHTHOTO  TOCyJapcTBa U, TMPU HAIUYUM, [JI TOCYJIapCTB

MPU3HAHUSA,
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18) MHCTPYKIUS 1O MEAUIMHCKOMY MPUMEHEHHUIO (JIMCTOK-BKIIA]IBIII)
JIEKapCTBEHHOr0 TIpemapara Mg pePepeHTHOro rocyJapcTBa U, TMpuU
HAJIMYHH, JIJIS TOCYAapCTB MPU3HAHNSA;

19) 3aKIIOYMTENBLHBIN DKCIIEPTHBIA OTYET IO OIICHKE OE30IacHOCTH,
3 PEeKTUBHOCTH U KayecTBa (MOCII€ U3BATHUS KOHPUICHIIUMAIBHBIX TAHHBIX);

20) HopMaTHBHBIM ~ JAOKYMEHT 10  KadecTBy (I  JOCTyma
YIOJHOMOYEHHBIX OPTaHOB (OpTraHM3alliii) U UCHBITATENbHBIX JTabopaTopuid
rOCY/IapCTB-YICHOB);

21) MakeThl YMakoBOK (Mg J0CTyHa YHOJHOMOYEHHBIX OPraHOB
(opraHu3aIyii) ¥ UCIBITATEIbHBIX TA00PATOPUI TOCYAAPCTB-UICHOB);

22) HauMeHOBaHUe(Ms)  MCIOJIb3YyeMOM(bIX) TPHU  MPOU3BOJCTBE
JIEKapCTBEHHOTO Mpernapara hapMaieBTHIecKon(ux) cyocTanuu(ui);

23) HaumeHoBaHue(s1) u anpec(a) IPOU3BOIUTES(CH)
dapmareBTHICCKON (1X) cyOCTaHIMU(MIA),  HCIIOJIB3yeMOM(bIX) npu
IIPOU3BOICTBE JIEKAPCTBEHHOIO MPETapaTa,;

24) ocoOble  YCIIOBHS pErHCTpalMM JICKQpCTBEHHOrO Iperapara,
a TaKXe MPeleNbHbIC CPOKHU MX BBIMOJTHEHUS (TTPU HAIUYHWN);

25) maH ymnpaBiCHUS PHCKaAMH, COIJIACOBAHHBIM YITOJTHOMOYECHHBIM
OpraHoM (Mpy HaJUYHH);

26) uHbBIC 0COOBIC XapaKTePUCTUKHU JICKapCTBEHHOTO Mperapara:

OpUTHHAJBHBIN WX BOCIPOU3BEICHHBIN, THOPUIHBIN JIEKaPCTBEHHBIN
npenapar, 6noaHaior, XOpoIIo U3yYCHHBINH;

PaCTUTENBHBIN, rOMEOIIaTUYECKUH, paanodapmalieBTUYECKU,
BBICOKOTEXHOJIOTHYHBIN, HWMMYHOJOTHYECKHM, Tpenapar IUia3Mbl KpOBH,
OMOTEXHOJIOTUYECKUH

OTHECEHHE B TOCYJapCTBE-UJICHE K CIOUCKaM KOHTPOJIUPYEMbIX

JIEKaPCTBEHHBIX CPEJICTB;
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OTHeceHHEe K opdaHHBIM TpenaparaMm (C yKa3aHHEM TOCYJapCTBa-
YJIeHa, B KOTOPOM JaHHBIN IIpernapar Obul mpu3HaH op(aHHBIM).

9.B Cllydae OTMEHbl  (aHHYJIMPOBAHWHM)  PETUCTPALUOHHOTO
YAOCTOBEPEHUS JICKAPCTBEHHOTO IIpEnapara COOTBETCTBYIOIIME —CBEICHUS
NepealoTcsl YIOJIHOMOYEHHBIMU OpraHamMu B Komuccuio a1 BHECEHHUS B
Enuneii peectp.

10. CBenenuss 00 oTMeHe (aHHYJIMPOBAHWH) PETHCTPAI[HOHHOTO
yAOCTOBEpPEHHUs JIEKAPCTBEHHOro Mpernapara nepenatorca B Komwuccuio B
TeyeHue 3 pabounx AHEH C yKa3aHUEM JaThl IPUHATHUS PELICHUSI.

VYHOMHOMOUEHHBIE OpraHbl YBENOMIISIIOT APYr JApyra 00 OTMEHE WM
AHHYJIMPOBAHUYU PETMCTPALIMOHHOIO YIOCTOBEPEHHUS JIEKAPCTBEHHOIO Iperapara
CPEICTBaMH HHTETPUPOBAHHOM CHCTEMbI B TEYEHHE TpeX pabouyux IHEH ¢
MOMEHTa OTMEHBI WJIM AaHHYJIMPOBAHUS PETUCTPALUOHHOTO YIOCTOBEPEHHUS.

11. Cenenus, comepxkamuecss B EauHOM peecTpe (3a HCKIIOUEHHEM
yKazaHHbIX B mnoamyHkrax 20 u 21 myHkra 8 Hactosimero Ilonoxkenus),
SBJISIFOTCS OOILEAOCTYITHBIMU U MPEIOCTABIISAIOTCS JTIOOBIM 3aUHTEPECOBAaHHBIM
JIMLIAaM B COOTBETCTBHH ¢ npaBoM Coro3a.

12. TlpenocraBienre Mo 3ampocaM 3auHTEPECOBAHHBIX JIMI[ CBEICHHI
0 3apETHCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTBAX, coaepxamuxcs B EnuHom
peecTpe, OCYIECTBISIFOT YIIOJTHOMOUYEHHBIE OPTaHbl TOCYAAPCTB-UJICHOB.

13. Ilpu perucrpannu JICKAPCTBEHHBIX MPENAPATOB U BBINOJHEHUU WMHBIX
NPOLIEAYP, CBSI3aHHBIX C PErMCTpaLEH, BKIIIOUas IOATBEPHKICHUE PETUCTPALN
(mepeperucrpaiyio), NpUBEICHUE B COOTBETCTBUE € TpeOoBaHusMHu (Coro3a,
BHECEHHE M3MEHEHUI B PETUCTPAIIMOHHOE JO0ChE JIEKAPCTBEHHOIO Mpenapara B
cllyyasiX, MpeaycMOTpeHHbIX IlpaBuwiamMu peructpaii M SKCHEPTU3bI
JIEKAPCTBEHHBIX CPEACTB JJISI MEIULMHCKOIO MPUMEHEHHMS], YIOJHOMOYEHHBIE
Oprasbl TOCYJapCTB-WICHOB C WCIOJIb30BAHUEM CPEACTB HMHTETPUPOBAHHOM

CUCTCMBI OCYILIICCTBILAIOT oOMeH CICAYIOIIMMHA CBCICHHUAMMU:
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1) HOMep 3asBIICHHS Ha PETUCTPAIUi0 (MIOATBEPIKICHUE PETHCTPALAN
(mepeperucTpaiyio), BHECEHHWE HW3MEHEHUN B PETUCTPAIMOHHOE OChE
JIEKapCTBEHHOI'0 Iperapara, IPUBEJECHUE B COOTBETCTBUE C TPEOOBAHUSIMU
Coroza) neKapCcTBEHHOTO mpenapara, (GOpMUPYEMbId B HHTEIPUPOBAHHOMN
CUCTEME IO 3aMpPOCy YIMOJIHOMOYEHHOTO OpraHa (3KCHEPTHOM OpraHu3aluy)
pedepeHTHOro rocy1apcTBa U MPUCBOEHHBIN pepepeHTHBIM rOCYJapCTBOM;

2) pEerHCTPaIlMOHHOE JIOChE WM JI0OCh¢ Ha BHECCHHE H3MCHCHHI B
dbopmare 0OIIETO TEXHUYECKOTO JOKYMEHTAa B COOTBETCTBUM ¢ [IpaBunmamu
pPErHCTpallUi M HKCIEPTU3bl JIEKAPCTBEHHBIX CPEJCTB I MEAUIIMHCKOIO
IPUMEHEHUS,

3) MakeThl YIaKOBOK JICKAPCTBEHHOI'O Mpemnaparta s pedepeHTHOro
rocyJ1IapcTBa v TOCyJapCTB MpU3HAHUS (TIPU HATTUYHH);

4) HOpMAaTHUBHBIN JOKYMEHT 110 Ka4eCTBY JICKAPCTBECHHOI'O IMperapara
(71 ocTyma yrnoJaHOMOYEHHBIX OPraHOB (OpTraHU3alvil) U UCTIBITATEIIbHBIX
J1abopaTopuil roCcy1apCTB-YWICHOB);

5) SKCIepTHBIC 3aKJTFOYCHHUS YIOJTHOMOYCHHBIX OPraHOB (OpraHU3allvi)
rOCyAapCTB-WICHOB, IMOJATOTOBJIEHHbIE B COOTBETCTBUM ¢  [IpaBunamu
pPETUCTPAallMM M SKCIEPTU3bl JIEKAPCTBEHHBIX CPEACTB Ui MEAUIIMHCKOTO
MIPUMEHEHUSI, BKJTIOUAsl POTOKOJIbI Ja00OPATOPHBIX UCTILITAHUM;

6) HampaBJICHHBIC 3asIBUTEITIO B npoiecce perucTpanuu
(moATBEpKAEHUS pEerucTpanuu (MepeperucTpalnu), BHECEHUs U3MEHEHUN B
PETUCTPAlMOHHOE JOChE JIEKAPCTBEHHOTO IMpernapara, NPUBEICHUS B
cooTBeTcTBUE ¢ TpeboBaHusiMU Cor03a) 3apOoChl YIIOJIHOMOYEHHBIX OPTraHOB
(3KCMEPTHBIX OpraHu3aluil) O MPeIOCTaBICHUN TOTOJHUTEIbHBIX CBEACHUMN
¥ OTBETHI HA HUX;

7) 3ampoChl  YIIOJTHOMOYEHHBIX OpPraHoB (IKCIIEPTHBIX OpraHU3aIvi)

rocyaapCrB-4JICHOB, KOTOPBIC SABIIIFOTCA rocyaapCcrBaMu IIPHU3HAHWA,



HalpaBlICHHbIE B YIIOJTHOMOUEHHBIA OpraH (SKCHEPTHYIO OpTraHU3allHIo)
pedepeHTHOTO TOCYIapCTBa, M OTBETHI HA HUX;

8) MOKyMeHTHI (BKJIFOYAsi OTYETHI) O CBS3aHHBIX C JICKAPCTBEHHBIM
npenapaTroM (apManEeBTHUECKUX MHCIIEKIUSX, IPOBEJICHHBIX
(hapMaleBTHUYECKUMHU NHCIIEKTOPATAMH I'OCY1apCTB-YJIEHOB,;

9) uadopmManus 00 3Tamax PacCMOTPEHHUS PETHCTPAIMOHHOIO J0CHE
WIN JI0OCb€ Ha BHECEHHWE W3MEHEHHUU JIeKapCTBEHHOTO Ipemnapara, ¢akrax
HaIpaBJICHUs 3alpOCOB U MOJIYYEHUsI OTBETOB 10 myHKTaM 13.6-13.7, ¢akrax
NOATOTOBKH  SKCIEPTHBIX 3aKJIIOUYEHUd UM IPOTOKOJIOB  HUCIBITAaHUM,
yKa3aHHbIX B myHKTE 13.5 HacTosero [Tonoxenus.

14. YrionHOMO4YEHHBIE OpraHbl (3KCIEPTHHIE OPraHU3aIMU FOCYIapCTB-
YICHOB) npenocTaBisiloT B Komuccuro cpencrBamMu  HMHTEIPUPOBAHHOM
CUCTEMBbI CBEJCHMS, YyKa3zaHHble B nyHkTax 13.1 u 13.9 nHacrosmero
[TonmoxeHus.

[Ipu paccMOTpeHHH pa3HOIIACU B paMKaxX JKCIEPTHOIrO KOMUTETA 1O
JIEKapCTBEHHBIM  CPEACTBAM  YINOJHOMOYEHHBIE OpraHbl II0 3arpocy
KomMuccnn npenocTaBiIFOT CpPeACTBAMH MHTEIPUPOBAHHOM CHCTEMBI BCE
CBeJIeHUs, yKa3aHHble B myHkTe 13 Hacrosmero [lonoxenus.

Komuccuss oOecrnieunBaeT KOHPUACHIMAIBHOCTh M 3alUTy OT
HECAaHKIIMOHUPOBAHHOTO  JOCTyna  MH(OpMauuu,  MOJIYyYEHHOH B
COOTBETCTBUU C HACTOSIIIIUM IIYHKTOM.

15. YnonHOMOYEHHBIE OpraHbl TOCYJapCTB-WICHOB B TEUYCHHE HE
MeHee dYeM 20 JIeT ¢ MOMEHTa TNOJAayu 3asBJICHUS Ha PETUCTPALHIO
JIEKapCTBEHHOIO TpernapaTa 00eclneuyrnBaOT COXPAHHOCTh U MPEIOCTaBICHUE
CpelICTBAaMH HWHTETPUPOBAHHOW CHCTEMBI IO 3alpoCy YHOJHOMOYEHHBIX

OpPraHoOB APYTUX IOCYIapCTB-YICHOB U KomMuccuu cieayronmx CBeACHUM:
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PETUCTPAIIMOHHBIX JOCBhC JICKAPCTBCHHBIX CpCaCTB, BKJIIO4as
AKTYAJIbHBIC, IICPBOHAYAJIIBHBIC H IIPOMCKYTOUYHBLIC PCAAKIHWHU BXOIAIINX
B HCI'O TOKYMCHTOB.

BBIIAHHBIC II0 PpE3yJIbTaTaM OKCIICPTU3BI JICKAPCTBCHHBLIX CPCIACTB

SKCIICPTHBIC 3aKIHOYCHUSI.




YTBEPKXJIEH

Pemteanem CoBera

EBpa3zuiickoil 5KOHOMHUYECKOW KOMUCCUU
oT 20 1. Ne

HOPAAOK
(¢popmMupoBanus U BeleHUs eAMHON MHGPOPMAIIMOHHOM 0a3bl JAHHBIX
JIEKAPCTBEHHBIX CPECTB, He COOTBETCTBYHIIUX TPEOOBAHUAM
10 KA4YeCTBY, a TaKkKe (PajabCHPUIUPOBAHHBIX U (MJIM) KOHTPA(PaAKTHBIX
JIEKAPCTBEHHBIX CPEICTB, BHISIBJCHHbIX HA TEPPUTOPUAX IOCYIAPCTB —
wieHOB EBpa3suiickoro 3JkOHOMHYECKOro corn3a

1. Hacrosimuii  Tlopsimok paspaboran B coorBercTBUU ¢ JloroBopom
o EBpazuiickom sxoHOMHUYECKOM coro3e oT 29 mas 2014 roma u CormameHuemM

O €IMHBIX TIPUHIMIIAX U TpaBUIaX OOpaIleHUs JEKApCTBEHHBIX CPEICTB

B paMKax EBpasuiickoro skoHOMHYeCKOro coroza oT 23 nekadpst 2014 ronpa

Y OIIPENEIISET MpOLENYPY (opMupoBaHHUS Y BEACHUS €IMHON
UH(POPMAITMOHHON 0a3bl JAHHBIX JICKapPCTBEHHBIX CPEICTB,
HE COOTBETCTBYIOIIMX TpeOOBaHUSIM 10 Ka4€eCTBY, a TaKXKe

danbcuuIMpoBaHHBIX U (WIM) KOHTpa(akTHBIX JIEKAPCTBEHHBIX CPEACTB,
BBISBIICHHBIX ~ HAa  TEPPHUTOPUAX  TOCYIApCTB-WIEHOB  EBpasuiickoro
HKOHOMHUYECKOTO COI03a (J1ajiee — rocyaapCTBa-iICHBI).

2. Enunas undopMaiimonHas 0a3za JTaHHBIX JIEKAPCTBEHHBIX CPEACTB,
HE COOTBETCTBYIOIIMX  TpeOOBaHHMSIM 1O  KadecTBY, a  TaKxke
banbcudurpoBaHHbIX U (MIM) KOHTpPa(daKTHBIX JEKAPCTBEHHBIX CPEICTB,
BBISIBICHHBIX ~ Ha  TEPPUTOPHUAX  TOCYIapCTB-wWIeHOB  EBpasuiickoro
PKOHOMHUYECKOTO coro3a (mamee — Enmuas 6a3za manHbIX, COr03) SIBISETCS
oOmM  WH(POPMAIMOHHBIM  PECYpPCOM,  COAEP)KAIIUM  CBEICHHS
O JIEKAPCTBEHHBIX CPENCTBaX, B OTHOIICHWH KOTOPBIX MPHUHITO PEIICHHUE

00 MX w3bATHM W3 oOpamieHuss Ha  Tepputopun  Coro3a B CBSI3U
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C HECOOTBETCTBHEM TPEOOBAHUSIM HOPMATUBHOIO JOKYMEHTa IO KauecTBY,
danbcudukanuend U (M) KOHTPAPAKTHBIM XapaKTEPOM MPOUCXOKIACHUS,
(GbopMHUPYEMBIM C HCIOJIb30BAHUEM HWHTETPUPOBAHHONW HWH(POPMALMOHHON
cucteMbl EBpa3uiickoro 5KOHOMHUYECKOI0 COr03a (Janee — MHTErpupOBaHHAas
CUCTEMa) Ha OCHOBE HWH(OPMAIMOHHOTO B3aUMOJCIHCTBUSA TOCYIapCTB-
YJIEHOB, TOCYJapCTB-WIECHOB W EBpa3sWiCKOW 3KOHOMHYECKOW KOMHMCCHUU
(manee — Komuccus).

3. Enunas 6a3za mansbix (Qopmupyercs u Begercs Kommccueit
HA OCHOBE  CBEJEHUN, B  DBJEKTPOHHOM  BHUJE  MPEJOCTABISIEMBIX
YIOJHOMOYEHHBIMU OpraHaMU TOCYJapCTB-4JIEHOB B cdepe oOpaiieHus
JIEKapCTBEHHBIX CPEICTB (Jajiee — YIOJIHOMOYEHHBIE OPraHbl I'OCYIAapCTB-
4JICHOB) B COOTBETCTBHH C [lOpsIIKOM B3aUMOJIEHCTBHSI TOCYIapPCTB-YWICHOB
N0  BBIIBICHUIO  (anbCUPUIUMPOBaHHBIX W (WIM)  KOHTpadaKTHBIX
JIEKapCTBEHHBIX CPEJICTB, YCTaHOBJIEHHBIM Komuccuen.

4. UnopmalinoHHOE B3aMMOJAEMCTBHE MEXKIY YHIOJHOMOYEHHBIMU
OpraHaMu, a TaKXe€ MEXJy YIOJHOMOYEHHbIMM opraHamu u Komwmccuen
B rporiecce (QopMuUpOBaHUs, BEJACHUS M HCHOJb30BaHUsA EnuHONi 0a3bl
JAHHBIX, A TaKXe B XOJ€ B3aUMOACHCTBUS TPU  BbISABICHUU
dbanbcupuuupoBaHHbIX U (WIM) KOHTpaaKTHBIX JIEKAPCTBEHHBIX CPEJCTB,
OCYIIECTBIISIETCA IMyTeM peanu3aluuu obiuiero mpoiecca B pamkax Corosa
CpelCTBaMU MHTEIPUPOBAHHOW CUCTEMBI.

5. TexHosoru4eckue JIOKYMEHTHI, perIaMeHTUPYIOLIE
MH(GOPMAIIMOHHOE B3aUMOJICHCTBUE, pealTu3yeMoe B paMKax OOILEro mpouecca
CpEACTBaMU MHTETPUPOBAHHOM CHCTEMBbI, BKIIto4as TpeOoBaHUsS K dopmaram
U CTPYKTypaM MCHOJb3YEMBIX MpPU TaKOM B3aUMOAECHCTBHU AJIEKTPOHHBIX
JIOKYMEHTOB M CBEJICHH, pa3padaThIBAOTCS U yTBEepKIatoTcss Komuccuei.

6. ®opmMupoBanue u BeaeHue EaumHol 0a3pl JaHHBIX BKIIIOYACT B ceOs

MMOJIYUYCHHUC Komuccuenn ot YIIOJHOMOYCHHBIX OPraHOB  AKTYAJIbHBLIX
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CBEJICHUN O JIEKAPCTBEHHBIX CPEACTBAX, B OTHOIICHUH KOTOPBIX MPHUHSATO
penieHre 00 WX U3BATUM M3 OOpallleHusT Ha TeppuTopun EBpasuiickoro
SKOHOMHMYECKOTO COI03a B CBSI3M C HECOOTBETCTBUEM TPEOOBAHUSM
1o kauectBy, (Qanbcudukaruein u (uau) KOHTpaakTHBIM  XapaKTEPOM
MIPOUCXOXKJICHUS, XpaHEHUe, OIyOJIuKoBaHUE cBeaeHui EguHoit 0a3bl
MaHHBIX Ha uHpopMarmoHHOM mnoprtane Coro3a, a TakKe MpPenoCTaBlICHUE
noctyna K cBedeHusM  EnuHOM  0a3bl  TaHHBIX — 3aMHTEPECOBAHHBIM
YIOJTHOMOUYEHHBIM OpraHaM CpeICTBAMU MHTETPUPOBAHHON CUCTEMBI.

7. YTIOTHOMOYEHHBIE OpraHbl rocyJ1IapCTB-WICHOB HECYT
OTBETCTBEHHOCTh 3a JIOCTOBEPHOCTb CBEACHUW, MPEIOCTABISEMBIX IS
BHeceHus B Equnyro 6a3y maHHBIX.

8. CBeleHUs O JICKAPCTBEHHBIX IMpernaparax, B OTHONIEHUH KOTOPBIX
INPUHATO pelieHue 00 MX U3BATUM W3 oOpalmieHuss Ha tepputopuu Corosa
B CBSI3U C HECOOTBETCTBHEM TPEOOBaHUSAM MO KauecTBY, (anbcudpukaimen
U (W) KOHTpaakTHBIM  XapakTEPOM TMPOUCXOXKICHMS, TEPEeNaroTCs
YIOJIHOMOYEHHBIMU OpraHamMu rocyaapctB-wieHoB B Komuccuro st
BKJItOUeHUs] B EnuHyro 0a3y JaHHBIX Ha OCHOBAHWHU PEUICHUS 00 U3BATUU
JIEKApCTBEHHOT'O CPEJICTBA U3 OOpaIlleHHUS.

9. Enunas 6a3a JaHHBIX JOJDKHA COJIEPIKATh CIICIYIOIINE CBEICHMUS:

9.1. lnst  IeKapCTBEHHOTO CpeAcTBa (BKIOYas —(papMarieBTHUYCCKYIO
CYOCTaHIIMIO), HE  COOTBETCTBYIOIIECTO  TpPEOOBaHWSAM IO  Ka4eCTBY
(HemOOPOKaUYECTBEHHOT'O JIEKAPCTBEHHOTO CPE/ICTBA):

1) rocyapcTBO-4IEH Ha TEPPUTOPUU KOTOPOTO BBISBIICHA CEpHs
(mapTus) HeTOOPOKAYECTBEHHOTO JIEKAPCTBEHHOT'O CPECTBRA,;

2) TOproBo¢  HAMMCHOBAaHHME JICKAPCTBEHHOI'O  cpeiacTBa  (eciu
MPUMEHUMO);

3) MeXIyHAPOIHOE HEMAaTEeHTOBAHHOE HaMEHOBaHHUE,

500051 06H_IerI/IH$ITOG, HJIA TPYHIIUPOBOYHOC HAMMCHOBAHHC, HJIM XUMHUYCCKOC
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HAaMMEHOBAaHME aKTUBHOMU (hapMalleBTHUECKON cyOCcTaHIUMU (MpU OTCYTCTBUU
MEXIYHAPOAHOTO HEMAaTeHTOBAHHOTO HAWMEHOBAaHUS) JIEKAPCTBEHHOTO
npenapara, s KOMOMHUPOBAHHBIX JIGKAPCTBEHHBIX CPEACTB UYepe3 3HAK
«+» YKa3bIBAIOTCS HAaWMEHOBaHMUSI aAKTUBHBIX dapmareBTHIeCKuX
cyOCTaHLIMi, €cli WX B COCTaBeé TpPU U MEHee, €CIM AaKTUBHBIX
dbapManieBTUUECKUX  cyOcTaHuuii  Oojiee  TpeX HMX  HaMMEHOBAaHUS
HE YKa3bIBAIOTCH,

4) nexapcTBeHHas popMa JICKapCTBEHHOTO Mpernapara;

5) 103upOBKa MM KOHIICHTPAIIKs JICKaPCTBEHHOTO Mpernapara;

6) ¢opma BbIITyCKa JICKAPCTBEHHOTO Mpernapara;

7) HOMEp CepHH JICKApCTBEHHOT'O CPEJICTBA,;

8) mara mpoM3BOJICTBA JICKAPCTBEHHOIO CPEACTBA (IIPH HAJTUYHH );

9) nara (MecsI) HCTEYSHUS CPOKA TOJTHOCTH JICKAPCTBEHHOTO CPE/ICTRA,

10) oObeM cepum (TapTHH) JICKAPCTBEHHOTO CPEACTBA, YKa3aHHBIN
B JOKyMEHTE, TTOATBEP>KIAI0IIEeM MPOBEICHNE UCTILITAHUN KaueCTBa;

11) Ha3BaHWE MPOM3BOUTEINS JICKAPCTBEHHOTO CPEJICTBA,;

12) rocynapcTBo, Ha TEPPUTOPUH KOTOPOTO HAXOTUTCS TPOHM3BOIAUTEND
JIEKapCTBEHHOTO CPEJICTRA;

13) Ha3BaHWe  Jep)Kareias ~ PETHCTPAIMOHHOTO  YJIOCTOBEPCHUS
(mo Equnomy peectpy);

14) konu4yecTBO BBISIBJICHHOTO HEZ00POKAYECTBEHHOTO
JIEKapCTBEHHOI'O CPEJCTBA;

15) Bun OpraHu3aluy, B KOTOpOU OBLIO BBISIBJICHO
HeJ0OpOKAYECTBEHHOE JICKAPCTBEHHOE CPEACTBO (TaMOXKEHHBIE OpraHbI,
OTITOBBIN CKJIAJl, OpTaHU3AIMS 3IPAaBOOXPAHEHNS, aliTeKa, MPOYHeE);

16) Ha3BaHKE MMOCTABIIMKA (€CIIH H3BECTHO);

17) rocyaapcTBo, Ha TEPPUTOPHH KOTOPOT'O HAXOIUTCS TOCTABIIHUK;
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18) nepeyeHp mokazaTesied HOPMAaTUBHOTO JOKYMEHTA IO KayeCTBY 10
KOTOPBIM BBISIBIICHBI HECOOTBETCTBUS (€CIIU IPUMEHUMO);

19) neiicTBus, IPEANPUHSTHIE YIOJIHOMOYEHHBIM OpraHom
rocyJapcTBa-ujieHa, B KOMIETEHIMIO KOTOPOTrO BXOJHUT TOCYJAapCTBEHHBIN
HaJ30p (KOHTPOJIb) 32 JIEKAPCTBEHHBIMH CPEJICTBAMH.

9.2. lns danpcudruIpPOBaHHOTO u (1am) KOHTpadaKkTHOTO
JIEKapCTBEHHOT'O CPEJICTBA, BKIOYas (papMalleBTUUECKHUE CYOCTaHIUU:

1) rocymapcTBO-4JieH Ha TEPPUTOPHH KOTOPOTO BBISIBIICHA CEpUS
(maptust) panbcuUIMPOBAHHOTO U (MJIM) KOHTpPa(aKTHOrO JIEKAPCTBEHHOTO
CpEIICTBA;

2) TOproBoe HAMMECHOBAHKE JICKAPCTBECHHOTO Mpenapara, 1moji KOTOPbIM
Obl1  BbIsIBIIEH  (GadbCUDUUUPOBAHHBIA M (WIKM)  KOHTpadakTHBIN
JIEKapCTBEHHBIN Mpenapar;

3) nekapcTBEHHAS dbopma banbcupurpOBaHHOTO u (um)
KOHTpPa(aKTHOTO JIEKAPCTBEHHOTO Mpernapara;

4) 103UpOBKa WM KOHICHTpamus (aabCuPUIIMPOBAHHOTO | (WJIH)
KOHTpa(aKTHOTO JIEKAPCTBEHHOTI'O MIpenapara,

5) dopma BeImycka (aabCUPUIMPOBAHHOTO M (MIM) KOHTpadaKTHOTO
JIEKapCTBEHHOTO Mpernapara,;

6) MeXIIyHapOIHOE HENaTEHTOBAaHHOE HaVMEHOBAHHUE,
WIH OOILENIPUHATOE, UM TPYIIIMPOBOYHOE HAMMEHOBAHUE, UJIM XUMHUYECKOE
HAaMMEHOBAaHME aKTUBHOMU (hapMalleBTHUECKON cyOCcTaHUUU (IpU OTCYTCTBUU
MEXAYHAPOAHOTO HEMAaTEHTOBAHHOIO HAMMEHOBAHHUS) JIEKAPCTBEHHOTO
npenapara, sl KOMOMHUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB uepe3 3HaK
«+» yKa3pIBarOTCS HAaUMEHOBaHUSI AKTUBHBIX (dapmaleBTHUECKIX
cyOCTaHIMii, ecaM HuX B COCTaBe€ TPU M MEHEe, €CIU aKTHBHBIX
dapmanieBTHUECKHX ~ CyOCTaHIMil  Oojiee  TpeX WX  HAMMEHOBAHMS

HC YKa3bIBAIOTCH,
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7) Ha3BaHME IPOU3BOIUTENS, yKa3aHHOTO Ha yIaKOBKe
banbcupuUPOBaHHOTO U (KUJIKM) KOHTPAPAKTHOTO JIEKAPCTBEHHOT'O CPE/ICTBA,;

8) rocyaapcTBO Ha TEPPUTOPUU KOTOPOTO HAXOIUTCS MPOU3BOIUTEINb,
yKa3aHHBIM Ha ynakoBKe (albCU(UIIMPOBAHHOTO U (MJIM) KOHTpadakTHOTO
JIEKapCTBEHHOT'O CPEJICTBA,;

9) HOMep cepuM JICKAPCTBEHHOTO CPEACTBA, YKa3aHHBIA Ha YIAKOBKE
banbcupuUpPOBaHHOTO U (UJIM) KOHTPAPAKTHOTO JIEKAPCTBEHHOI'O CPE/ICTRA,;

10) nara MIPOU3BOJCTBA, yKa3aHHas Ha YIAaKOBKE
banbcupuuUpoBaHHOTO U (MJIK) KOHTPA(AKTHOTO JIEKAPCTBEHHOTO CPEACTBA
(Tpu HATU4YKM);

11) nara (Mecsll) UCTEUYCHHUS CPOKA TOJHOCTH, YKa3aHHAs Ha YIaKOBKE
danbcupuUpPOBaHHOTO U (UJIKM) KOHTPAPaAKTHOTO JIEKAPCTBEHHOT'O CPE/ICTBRA,;

12) makeT ynakoBKku (GabCUPUITUPOBAHHOTO U (UIH) KOHTPapaKTHOTO
JIEKapCTBEHHOI'O CPEJICTBA,;

13) KOIMYECTBO  BBIABICHHOTO  (haibCU(UIIMPOBAHHOTO U (HJIH)
KOHTpa(aKTHOTO JICKAPCTBEHHOI'O CPEJICTBA;

14) Bun OpraHu3aluy, B KOTOpOU OBLIO BBISIBJICHO
banbcudpuuupoBaHHOE | (WJIM) KOHTpaaKTHOE JIEKAPCTBEHHOE CPEJCTBO
(TaMOXKEHHBIE OpraHbl, ONTOBBIM CKJIQJ, OpraHU3aIUs 3]IPAaBOOXPaHEHUSI,
anTeka, Ipovue);

15) Ha3BaHue MOCTaBIIUKA (€CIIM U3BECTHO);

16) rocyaapcTBo, Ha TEPPUTOPHH KOTOPOT'O HAXOIUTCS MOCTABIIUK;

17) kpatkoe  omucaHue  npu3HAKoB  (ambcuduranuu  u (Wm)
KOHTpa(aKTHOTO MPOUCXO0KICHHUS JIEKAPCTBEHHOTO CPE/ICTBA,

18) nevicTBus, OpEeANPUHATHIC YIOJTHOMOYEHHBIM OpraHoM
rocyJlapcTBa-ujieHa, B KOMIETEHIIMIO KOTOPOrO0 BXOJMUT TOCYAapCTBEHHBIM

HaJ130p (KOHTPOJIb) 32 IEKAPCTBEHHBIMU CPEACTBAMMU.
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10. YnonHOMOYEHHBIE OpraHbl TOCYAapCTB-UJIECHOB MPEAOCTABIISIIOT
B Komuccuio cBefieHus: 0 JIEKapCTBEHHBIX CPEJICTBAX, HE COOTBETCTBYIOIIMX
TpeOOBaHUSIM IO KauecTBY, a Takxke (anbCU(PUIUPOBAHHBIX U (WIJIM)
KOHTpa()aKTHBIX JIEKAPCTBEHHBIX CPEJICTBAX JJIs BKIOUEeHHs B Ennnyro 0azy
JAHHBIX B CPOK, HE MPEBBIIIAIOIINN TpeX padouux AHEH CO JHS BbIHECEHUS
COOTBETCTBYIOIIETO pEIICHUs] 00 HMX MPU3HAHUU HE COOTBETCTBYIOIIMMU
TpeOOBaHUAM 110 Ka4eCTBY, (aabCU(DUIIMPOBAHHBIMYU HJIM KOHTPA()AKTHBIMHU.

Y10MTHOMOYEHHBIE OpraHsl roCyJapCTB-4JICHOB cpelcTBamMu
UHTEIPUPOBAHHOW CHUCTEMbBl HANpaBJsOT Jpyr JApyry OIEepaTUBHbBIC
YBEIOMIIEHHSI B ClIy4asix, IpeaycMOoTpeHHbIX llopsnkom B3aumonencTBus
npu BBISIBJICHUU KOHTpa(daKTHBIX, banbcuuIpOBaHHBIX u
HeZJ00POKaYECTBEHHBIX JIEKAPCTBEHHBIX CPEJICTB.

11. CBeneHust 0 JEKApPCTBEHHOM CPEACTBE MOJICKAT HCKIFOUYEHUIO
u3 EnunHoil 0a3el B CPOK, HE MPEBBIAIONINN TpexX pabdouux AHEH CO JHSA
nosrydyeHus: Komuccuell OoT yImoJIHOMOYEHHBIX OPraHOB TIOCYAAapCTB-YJICHOB
COOTBETCTBYIOIIUX JIaHHBIX B CIIy4ae:

1) oTMeHBl YNOJTHOMOYEHHBIMH OpraHaMU TOCYAapCTB-UJICHOB
perieHust 00 U3bSITUU JIEKAPCTBEHHOTIO MpernapaTa U3 00pallleHus;

2) npu3HaHUs ~ CyneOHBIMM  OpraHaMHu  TrOCyJapCTBa-4ieHaA,
YIOJHOMOYEHHBIM OpPraHOM KOTOPOTrO MPHUHATO pelleHue 00 U3BATUU
JEKapCTBEHHOr0 TpenapaTa U3 OOpallleHus, HENpPaBOMEPHOCTH TaKOIo
perieHusl.

YOMHOMOYEHHBIE  OpPraHbl  T'OCYAAPCTB-UJIECHOB  MPEIOCTABISIOT
B Komuccuto cBeneHust O JI€KapCTBEHHBIX Ipenaparax, MHOJJIexKalInx
UCKIIIOUCHNIO M3 EauHONM 0a3bl MaHHBIX B CPOK, HE MPEBBIMIAIONIANA Tpex

pa6OLII/IX ,Z[Heﬁ CO IHs BBIHCCCHHA COOTBCTCTBYIOIICTO PCIICHMA.
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12. Cenenust, conepkamecs B EnnHON 0a3ze NaHHBIX, SIBIISIFOTCS
OTKPBITBIMU ¥ OOIIEAOCTYIHBIMH UM TNPEJOCTABISIOTCS  JIIOOBIM
3aMHTEPECOBAHHBIM JIMI[AM B COOTBETCTBHHU C 3aKOHOAATENbCTBOM (COr03a.

13. IlpenocraBienre MmO 3ampocaM 3auHTEPECOBAHHBIX JIMI[ CBEICHHI
O JICKAPCTBEHHBIX CPEJCTBAX, B OTHOLICHWH KOTOPBIX NPUHATO pELICHHE
00 uX u3bsiTHM W3  oOpamieHuss Ha  Tepputopun Coro3a B CBA3U
C HECOOTBETCTBUEM TpeOOBaHUAM 110 KadyecTBy, (anbcupukanyend u (Uim)
KOHTpa(akTHBIM XapaKTEepOM MPOUCXOXKACHUS, coaepxkaumxcs B Eqnnoil 06aze
JAHHBIX, B TOM YHMCJIE B AJIEKTPOHHOM BHUJE, OCYLIECTBISET YIOJTHOMOYEHHBIN

OpraH rocyJapcTBa-ujicHa.




YTBEPKXJIEH

Pemteanem CoBera

EBpa3zuiickoil 5KOHOMHUYECKOW KOMUCCUU
oT 20 1. Ne

HOPAJOK
(popMupoBaHus U BeieHUs eAUHOH NHGPOPMANMOHHOM 0a3bI TAHHBIX 110

HeXKeJIATeJbHBIM PeaKknusaM (1elCTBUSAIM) HA JIeKAPCTBEHHbIE

npenaparsbl, BKJIK4Yast coo0meHus 0 He3((PeKTUBHOCTH JIEKAPCTBEHHbBIX
NpenaparoB, BbISIBJICHHbIE HA TEPPUTOPHUAX IFOCYIAPCTB — WICHOB
EBpa3uiickoro 3Kk0HOMUYECKOI0 COK3a

1. Hacrosimuit  Tlopsimok paspaboran B cooTBercTBuM C JloroBopom
o EBpazuiickom sxoHOMHUYECKOM coro3e oT 29 mas 2014 roma u CorameHuemM
O €IMHBIX TIPUHIMIIAX U TpaBUIaX OOpaIleHUs JEKApCTBEHHBIX CPEICTB
B paMKax EBpasuiickoro skoHoMHYecKoro coroza ot 23 nekadps 2014 ropa
U OTpeessieT MpoLEeaypy dbopMupoBaHUs Y BEICHUS eIMHOMN
uHGOpMAIMOHHOM 0a3bl TaHHBIX EBpa3uiickoro 3KOHOMHUYECKOTO COr03a (Janee
— Co103) 10 BBISBIICHHBIM Ha TEPPUTOPHUM TOCYJApCTB — WiIEHOB EBpa3uiickoro
HSKOHOMHUYECKOTO  COr3a  (Jmajee —  TOCydapCTBAa-WiIE€Hbl)  CEPbE3HBIM
HEXEJIaTeJIbHBIM ~ peaklusM  (JISHCTBUSM) Ha JICKAPCTBEHHBIE —TIPEraparsl,
OIICHCHHBIM KaK BaJIUJHBIC, a TakxXke CcooOmeHus: 0 HedhHEKTUBHOCTH
JICKapCTBEHHBIX MPETaparoB.

2. Epynass wHpopmammonHas ~ 6a3za  maHHBIX  EBpa3uiickoro
SKOHOMHYECKOTO COK03a IO BBISIBJICHHBIM HEXEJIATEIbHBIM PEAKIUAM
(me¥icTBUsIM) Ha JIEKQPCTBEHHBIC TIpemapaThl, BKJIKOYas COOOIICHUS
0 Hea(PEKTUBHOCTH JIEKApPCTBEHHBIX IpernaparoB (nanee — Enunas 06aza
JAHHBIX) SBJSETCS OOMMM HH(POPMAIMOHHBIM PECYPCOM, COJIEPKAIIUM
CBEJICHUS IO BBISIBJICHHBIM Ha TEPPUTOPHUU TOCYJIAPCTB-UICHOB CEPbhE3HBIM

HEXKENATEIbHbIM pPEakIUsIM (JCHCTBUSIM) Ha JEKAPCTBEHHbIC Mpenaparthl,
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OLICHEHHBIM KaK BaJWJHbIC, & TaKKe COOOIIeHUs O HeIPHEKTUBHOCTU
JEKapCTBEHHbIX  IpenapaTtoB,  (QOPMUPYEMBIM €  HMCIOJIb30BAaHUEM
VHTETPUPOBAHHOMN UH(}OpPMaAIMOHHOM CHUCTEMBI EBpaszuiickoro
PKOHOMHUYECKOIO CO03a (Jajee — MHTErpUpOBaHHAs CHUCTEMA) HA OCHOBE
UH()OPMAIIMOHHOTO  B3aMMOJICUCTBUSI TOCYAApCTB-UJIEHOB, TOCYAapCTB-
ysieHOB ¥ EBpasuiickoit skoHOMU4ecKoi koMuccuu (manee — Komuccns).

3. Enunas 6a3za mannbix (Qopmupyercs u Begercs Kommccueit
HAa OCHOBE  CBEICHMM, B  DJIJIEKTPOHHOM  BHJAE  IPEIOCTaBIIEMBIX
YIOJHOMOYEHHBIMM OpraHaMu TOCYyJapCTB-WIEHOB B cdepe oOpauieHus
JIEKApCTBEHHBIX CPEACTB (Aajnee — yNOJIHOMOYEHHBIE OpPraHbl TrOCYAapCTB-
YJICHOB) B COOTBETCTBMM ¢ pazaenamu 2, 7, 9 IlpaBmi Hammexamiei
npakTuku (apMakoHa3opa EBpazniickoro 5KOHOMHUYECKOro CO03a.

4. npopMallmOHHOE B3aUMOJECHCTBUE MEXKIY YIOJIHOMOUYECHHBIMU
OpraHaMH, a TakXe€ MEXIy YIIOJHOMOYEHHbIMU opraHamu u Komwmccuen
B Ipoliecce (OpMUPOBaHMs, BEAEHUS M HCHONb30BaHUS EnuHoil 0a3bl
JAHHBIX, & TAaKXE€ B XOJI€ B3aUMOJECHCTBUSI TMPHU BBISIBICHUU CEPbE3HBIX
HENPEIBUACHHBIX HEXKENATENbHBIX PEAKUMU WM  KU3HEYTPOKAIOIINX
ciiy4aeB HEI(P(PEKTUBHOCTH JIEKAPCTBEHHBIX MPENApaToOB, OCYIIECTBIISIETCS
nyTeM peanu3anuud oOuiero mnpouecca B pamkax Coro3a cpencTBaMu
VHTETPUPOBAHHOU CUCTEMBI.

5. TexHomoru4yeckue JIOKYMEHTBI, PENIAMEHTUPYIOIIUE
MH(GOPMAIIMOHHOE B3aUMOJICHCTBHUE, peaTu3yeMOo€e B paMKax OOILEro mpouecca
CpeACTBaMU MHTETPUPOBAHHON CHCTEMBI, BKIItOYasi TpeOboBaHus K hopMaram u
CTPYKTypaM MCHOJBb3yEMBIX TIpPU TAaKOM B3aHMMOAECHCTBUU 3JIEKTPOHHBIX
JIOKYMEHTOB M CBEJICHH, pa3padaThIBAOTCs U yTBEepKIatoTcss Komuccuei.

6. ®opmupoBanue u BeaeHue EanHoi 0a3bl TaHHBIX BKJIIOYACT B ceOs
nonyyeHne Komuccuen OT  yIIOJTHOMOYEHHBIX OPraHOB — aKTyaJbHbBIX

CBCI[CHHﬁ (6] BBIABJIICHHBIX HCXKCJIATCIIBHBIX  PCAKIUAX (I[CﬁCTBPISIX)
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Ha JICKAPCTBEHHbIE Tpernaparbl, BKIIOYas cooOmeHus o HeahHEKTUBHOCTU
JIEKApCTBEHHBIX MpENapaToB, XpaHEHUE, 3alUTy cBeleHuil EnuHoi 0a3bl
JAHHBIX OT HECAHKIIMOHUPOBAHHOTO IOCTyMa, a TakKe IPeI0CTaBIICHUE
JOCTylma K cBeaeHusM EnuHol 0a3pl JaHHBIX 3aWHTEPECOBAHHBIM
YIOJHOMOYEHHBIM OpTaHaM CPe/ICTBAMHU MHTETPUPOBAHHON CUCTEMBI.

7. YTIOTHOMOYEHHBIE OpTraHbI rocyJapCTB-4JICHOB HECYT
OTBETCTBEHHOCTh 3a JOCTOBEPHOCTH CBEJCHHI, IPEIOCTABIIEMBIX JIJIs
BHeceHns B Equnyro 6a3y TaHHBIX.

8. CBefieHUsT O BCEX BBIABIICHHBIX HAa TEPPUTOPHH TOCYIAPCTB-WICHOB
CEPbE3HBIX HEXEIATENbHBIX PEAKIHUAX Ha JIEKAapCTBEHHBIC Ipenaparhl,
a TAKXKE COOOIIEHHS O J>KU3HEYTPOXKAOMIMX Ciydasx HEeIPGPHEKTUBHOCTU
JICKapCTBEHHBIX  MPENapaToB,  MPEJOCTABISAIOTCS  YHOJHOMOYCHHBIMH
opraHaMu rocyaapcTB-ujieHoB B Komuccuio mist BKIroueHus B Enunayro 6asy
JTAHHBIX.

9. Enunas 6a3a JaHHBIX COACPIKUT CIEAYIOIINE CBEICHUS.

1) ToproBoe HaMMEHOBaHKE JICKAPCTBEHHOTO Mpernapara;

2) nexapcTBeHHas (hopMa JICKapCTBEHHOTO MIperapara;

3) no3upoBKa(M), KOHIICHTPAIKS JICKapCTBEHHOTO Mperapara;

4) ¢hopMa BBIITyCKa JICKAPCTBECHHOTO TIperapara;

5) HaMEHOBaHKE  IMPOM3BOJIUTENS  OTBEYAIOIIET0  3a  BBINYCK
JIEKapCTBEHHOTO MpeTapara;

6) cBeacHMS 0 BBISIBJICHHBIX HEXKEIaTeIbHBIX peaKIMsIX
Ha JIEKApPCTBEHHbIC Mperaparbl, BKIOUas COOOIIECHUS O Hed()(PEKTUBHOCTH
JICKapCTBEHHBIX TIpermaparoB B (QopMe HWHIWBHAYAIbHBIX COOOIICHUN
O HOXKEJATENbHBIX PEAKIUAX Ha JIEKApPCTBEHHBIC TMpenapaThl, BKIIOYas
coobmieHuss 0  HEIPPEKTUBHOCTH  JICKAPCTBEHHBIX  MPEMapaToB,
B OJICKTPOHHOM BHUJEe B (dopmare, COOTBETCTByIomeM PykoBoactsy E2B

MG)KHYHapOﬂHOﬁ KOH(I)epeHI_H/II/I 10 rapmMmoHu3annumn TEXHNYECKUX
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TpeOOBaHMI K PETUCTPALUU JIEKAPCTBEHHBIX CPEACTB JJIsI MEIULUHCKOIO
NpUMEHEHUs «YTPaBICHUE JaHHBIMU MO KIMHUYECKOM O€30MacHOCTU —
AJIEMEHTHI JAHHBIX JJI Mepeladyn COOOMIeHU 00 HHIUBUAYAJIbHBIX CIyYasx
HEXKEJIATEIbHBIX PEAKLIAIN.

10. YrionHOMOUY€HHbIE ~ OpraHbl  T'OCYAAPCTB-WIECHOB  IMEpEAaroT
B Komuccutro nns  Bimtouenus B EjguHyro 0a3y JaHHBIX — CBEICHUS
O BBIBJIICHHBIX CEPBE3HBIX HEXKEIATENbHBIX PEaKUUsIX Ha JIEKapCTBEHHBIE
npenaparbl, a TaKXe COOOHIEHUS O JKU3HEYTPOXKAIIIMX  CIydasx
HeA()(PEKTUBHOCTH JIEKAPCTBEHHBIX IPENapaToB B CPOK, HE MPEBBIIIAIOLIIUN
Tpex pabouux AHEH cO HA, KOT/la TaKUe CBEJICHUS CTaJId UM U3BECTHBI.

YIIOJTHOMOYEHHBIE OpPraHbl CPEACTBAMU WHTEIPUPOBAHHOM CHUCTEMBI
HalpaBsAKOT Jpyr JAPYry OIEPATUBHBIE YBEIOMIIEHUS B  Clydasx,
npeaycMoTpeHHbIX [lpaBuiiaMu Hajanmexamieil npakTUKU (apMakoHaI30pa

EBpa3niickoro 3KOHOMHYECKOT'0 COK03a.




YTBEPKXJIEH

Pemteanem CoBera

EBpa3zuiickoil 5KOHOMHUYECKOW KOMUCCUU
oT 20 1. Ne

NHOPAAOK
(¢popmMupoBaHus U BeeHUs eAMHON MHPOPMAIIMOHHOM 0a3bl JAHHBIX
110 JIECKAPCTBEHHBIM Ipenaparam ¢ NPpUOCTAHOBJICHHbIMU
PerucTpalMOHHBIMU YI0CTOBEPEHUSIMH, 0TO3BAHHBIM C PbIHKA
U 3aNpelleHHbIM K MeJULIMHCKOMY IPUMEHEHHI0O HA TEPPUTOPHUAX
rocyapcrB — 4JieHOB EBpa3uiiCcKOro 3KOHOMHUYECKOIr0 COK3a

1. Hacrosimuii  Tlopsimok pa3pabotraH B COOTBETCTBUM ¢ JloroBopom
o EBpasuiickom skoHOMHUYECcKOM coro3e oT 29 mas 2014 roma u ComnaieHuem
O €IMHBIX TPUHIMIAX W TpaBUiax OOpallleHUs] JIEKAPCTBEHHBIX CPENCTB
B paMKax EBpa3umiickoro 3KOHOMHYECKOTO coro3a oT 23 mgekadps 2014 roma
U OIIpeIesieT MpoLeaypy (GOpMUPOBAHUS U BEJCHUS €IMHON MH(OPMAITMOHHON
0a3pl JAHHBIX [0 JIGKAPCTBEHHBIM TMperaparaM C MPUOCTAHOBICHHBIMU
PErUCTPALIMOHHBIMUA YIOCTOBEPEHUSIMU, OTO3BAHHBIM C PhIHKA M 3alpElICHHBIM
K MEIUIUHCKOMY TPUMEHEHHIO HA TEPPUTOPHSIX  TOCYJApCTB — YJICHOB
EBpa3niickoro 3KOHOMHAYECKOTO CO03a.

2. Epunas undopmanuonHas  0a3za  jgaHHbiIx  EBpasmiickoro
PKOHOMHMYECKOTO  COl03a IO  JIGKApCTBEHHBIM  MpemapaTtaM  C
MPUOCTAHOBJICHHBIMU PETUCTPALIMOHHBIMHU YOCTOBEPEHUSIMU, OTO3BAHHBIM
C PbIHKA M 3alpElICHHbIM K MEAUIMHCKOMY NMpUMEHEHUIO (nanee — Equnas
0a3a JaHHBIX) SBISAETCS OOIUM MH()OPMAIIMOHHBIM PECYPCOM COJEPIKAITUM
CBEJICHUSI O JICKAPCTBEHHBIX IIpernaparax, B OTHOIICHUH KOTOPBIX MPHUHSITO
pelieHre 0 MPUOCTAaHOBJICHUU JEUCTBUS PErUCTPAIMOHHBIX YI0CTOBEPEHUH,
OT3bIBE WJIM 3alpelicHUU K MEIUIIMHCKOMY IPUMEHEHHUIO Ha TEPPUTOPUU

EBpazuniickoro skoHoMu4eckoro corosa (namee — Coroz), hopMHUPYyEeMbIM
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C UCTIOJIb30BAHUEM  HMHTETPUPOBAHHON  WMH(POPMALMOHHONW  CHUCTEMBI
EBpa3uiickoro 3KOHOMHUYECKOT0 CO03a (Jajee — MHTErPUPOBAHHAS CUCTEMA)
Ha OCHOBE MH(OPMALMOHHOTO B3aUMOJIEUCTBUSl TOCYJIapCTB — YWICHOB
EBpa3uiickoro 3KOHOMHMYECKOrO CcOr03a (Jajiee — ToCyAapCTBa-uyJIeHBI),
rocyJIapCcTB-ujiecHOB M EBpa3uiickoil 3KOHOMHUYECKOW Komuccum (manee —
Komuccus).

3. Enunas 0a3za naHHbIX opmupyercs U Benercs Komuccueil Ha oCHOBe
CBEICHUH, B D3JIEKTPOHHOM BHUJE MPENOCTABISIEMbIX YIIOJHOMOYEHHBIMU
opraHamu B cdepe oOpalleHHUs] JEKapCTBEHHBIX CPEICTB TOCYIapCTB-UJICHOB
(anee — yrmoJIHOMOYEHHBIE OPraHbl TOCYIapCTB-UJIEHOB).

4. UndopmalimoHHoe B3aUMOJACHCTBHE MEXKIY YIOJHOMOYEHHBIMU
OpraHaMu, a TaKXe€ MEX]y YIOJHOMOYEHHbIMU opraHamu U Komwuccuein
B IIpoliecce (QOpMHUPOBAHUS, BEACHUS M HCHOJAb30BaHUs EauHoil 0a3bl
JAHHBIX, @ TAKXE€ B XOJA€ B3aMMOJECHCTBHS IPU OT3bIBE JIEKAPCTBEHHBIX
IpernapaToB € pblHKa IO BompocaM O€30MacHOCTH, a TaKXKe 3arpeTe
UX MEIUIMHCKOTO MPUMEHEHUs B CBSI3M C BOMNpOcaMH O€30MacHOCTH,
OCYULIECTBISIETCA MYyTEeM peaiu3aluu oo1iero mpoiecca B pamkax Corosza
CpelICTBaMU MHTEIPUPOBAHHON CUCTEMBI.

5. TexHoyoru4eckue JIOKYMEHTHI, periaMeHTHUPYIOLIE
UH(POPMAIIMOHHOE B3aUMOJICHCTBHE, peallu3yeMoe B paMKax OOLIEero mporuecca
CpeIcTBaMM MHTETPUPOBAHHON CHUCTEMBbI, BKIIOYas TpeOoBaHMs K (hopmaram
U CTPYKTypaM HCHOJb3YEMBIX MPU TaKOM B3aUMOACHCTBUU AJIEKTPOHHBIX
JOKYMEHTOB M CBEJICHU, pa3padarbIBatOTCs U yTBEepKaatoTcss Komuccuei.

6. ®opmupoBanve u BeaeHue EnanHoN 0a3bl JaHHBIX BKJIIOUAET B ceOs
noiryyeHue Komuccuen OT yrnoJHOMOYEHHBIX OPTraHOB aKTyalbHbIX CBEICHUM
O JICKAPCTBEHHBIX IIpernaparax ¢ MNPUOCTAHOBICHHBIMU PETUCTPALMOHHBIMU
YAOCTOBEPEHUSIMH, OTO3BaHHBIX C PBIHKA W 3alPELIECHHBIX K MEIULIUHCKOMY

MMPUMCHCHUIO, XPAHCHHUC, OHY6JII/IKOBaHI/Ie CBC}ICHI/Iﬁ EI[HHOﬁ 0asbl JaHHBIX
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Ha uHpopmanmoHHoM mnoprane Coro3a, a Takke IMPEeIOoCTaBIeHUEe J0CTyIa
K cBeZieHUsIM EnnHoN 0a3bl JaHHBIX 3aMHTEPECOBAHHBIM YIIOJHOMOYEHHBIM
OpraHaM CpeCTBaMU UHTETPUPOBAHHOMN CUCTEMBI.

7.CBeneHUd O JIEKQpCTBEHHBIX IIperaparax ¢ IPHOCTAHOBJIECHHBIMU
PETUCTPALIMOHHBIMU YIOCTOBEPEHUSMHU, OTO3BAHHBIX C PhIHKA U 3alPEIICHHBIX
K MEIWIIMHCKOMY MPHUMEHEHUIO, TEPEAaroTCsl YIOJTHOMOYEHHBIMUA OpraHaMu
rocyzapcte-wieHoB B Komuccuro s BkiatoueHus: B EnuHyro 6a3y maHHBIX
HA OCHOBAaHUM PELIEHUS O NPUOCTAHOBJICHUM JCHCTBHUS PErUCTPALMOHHOTO
YAOCTOBEPEHUS, OT3bIBE WM 3alPEIICHUU K MEAUIMHCKOMY IPUMEHEHUIO
JIEKapCTBEHHOI'O CpecTBa Ha TeppuTopuu Coro3a.

8. Enunas 6a3a qaHHBIX TOJDKHA COAEPKATh CIEAYIONINUE CBEICHNUS

1) Homep peectpoBoii 3anucu B Equnom peectpe Coro3a (ipu HATUYKN);

2) mata  perucTpaly  JIGKAPCTBEHHOTO  Mpemapata W €ro
pPEruCTPallMOHHBINA HOMED (TIPY HAJTUYHH);

3) ToproBoe(bie) HaMMeHOBaHKE(Hs) JISKAPCTBEHHOTO Mpernapara;

4) nekapcTBeHHas (popma JeKapCTBEHHOTO Mperapara;

5) no3upoBKa(u), KOHIICHTPAIKS JIEKapCTBEHHOTO Mperapara;

6) dopMa BbIITyCcKa JIEKapCTBEHHOTO TIperapara;

7) HAaMMEHOBAHKE MTPOU3BOAUTEIIS JISKAPCTBECHHOTO TIperapara,

6) rocyaapcTBO MPOU3BOJICTBA JICKAPCTBEHHOT'O Mpernapara,

7) nata TPHUHATHS W HOMEp PCIICHUS O MPUOCTAHOBJICHWUHU JCHCTBHS
PErUCTPaLIMOHHOTO yIOCTOBEPEHUS, OT3bIBE WIn 3anpenieHun
K MEJIMIIMHCKOMY MPUMEHEHHUIO JIEKapCTBEHHOTO Mpernapara Ha TeppUTOpUU
rocyJapCTB-UJICHOB,;

8) npuunHa ~ TPUOCTAHOBJICHHWS  JCHCTBUS  PETHCTPAIMOHHOTO
YAOCTOBEPEHUS, OT3bIBA WJIM 3AMPEIICHUS K MEIUIMHCKOMY MPUMEHEHUIO

JICKQPCTBCHHOTI'O IIpC€riapara,
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9) KOJIMYEeCTBO JICKAPCTBEHHOTO TIpernapara, B OTHOIICHHH KOTOPOTO
INPUHATO PEIICHUE O TMPUOCTAHOBJICHUU JICUCTBUSI PETUCTPAIMOHHOIO
YAOCTOBEPEHUSI, OT3bIBE WM 3alPEHICHUH K MEIUIIMHCKOMY MPUMEHEHUIO
Ha TEPPUTOPUHU OTIENBbHBIX TOCyAapcTB-ujieHOB mwiH Bcero Coroza (cepus,
napTus, MOJHOE MpeKpalieHue ooopoTa u T.1.);

10) Homepa cepuii u (WIM) MApPTHH JIEKAPCTBEHHOI'O Iperapara,
B OTHOIIEHUHU KOTOPBIX MPHUHSITO PEIICHHE O MPUOCTAHOBJICHUU JICUCTBUS
PErUCTPaALMOHHOTO yAOCTOBEPEHUS, OT3bIBE WO 3amnpelieHuun
K MEAUIIMHCKOMY TPUMEHEHUIO Ha TEPPUTOPUHU TOCYJIaPCTB-WICHOB (€CiH
pelIEHNE MPUHUMAIIOCh B OTHOILIEHUH OTHIEJIbHBIX CEpUid, MAPTHI);

11) nyIeKTpOHHBIH 00pa3 peIIeHUs O MPUOCTAHOBICHUM JCHCTBHS
PErUCTPalMOHHOTO yAOCTOBEPEHUS, OT3bIBE WIM  3amipelieHuu
K MEAUIIMHCKOMY MPUMEHEHUIO JIEKAPCTBEHHOTO MpernapaTa Ha TEPPUTOPUH
rocyJapCTB-4JICHOB,;

12) nepxateib PErUCTPAIMOHHOTO yIOCTOBEPCHHUS HJIU IOPHUIUYCCKOEC
JIUI0, HA UMSI KOTOPOTO BBIAAHO PETUCTPALIMOHHOE YI0CTOBEPEHUE.

9. YrionHOMOYEHHBbIE ~ OpraHbl  TOCYAapCTB-UJIEHOB  MEpEeAaroT
B Komuccuio cBeieHUss O NMPUOCTAHOBIICHUU JCHUCTBUSI PErUCTPAIMOHHOTO
YAOCTOBEPEHUS, OT3bIBE WM 3alpPEelIeHUH K MEIUIIMHCKOMY MPUMEHEHUIO
JICKapCTBEHHBIX TIpemapaTtoB njsi BkiIoYeHUss B EmauHyro 0a3y gaHHBIX
B CPOK, HE TMPEBBINIAONINI OJHOTO pabodero AHS CO JIHS BBIHECCHHS
COOTBETCTBYIOUIETO penieHust 0 MPUOCTAHOBIICHUU NEeNUCTBUS
PErUCTPaIMOHHOTO yAOCTOBEPEHUS, OT3bIBE W 3anpeieHuu
K MEAUIIMHCKOMY TPUMEHEHHIO JIEKAPCTBEHHBIX IMPENapaToB Ha TEPPUTOPUHU
rocyJ1apCTB-UJICHOB.

YHOoITHOMOYEHHBIE OpraHbl CPEACTBAMH HHTEIPUPOBAHHON CHUCTEMBbI
YBEJIOMJISIIOT JIPYT Jipyra O MPUOCTAHOBJIECHUM JCHUCTBUSI PErUCTPALMOHHOIO

YAOCTOBCPCHUA, OT3bIBC HIIM 3AlIPCHICHUU K MCAUIIMHCKOMY INPHUMCHCHUIO
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JIEKapCTBEHHBIX IIpPEnapaToB B TEUEHHE TpeX padboumx JHEH ¢ MOMEHTa
MPUHATHSL COOTBETCTBYIOIIETO PELICHHUS.

10. CBeneHust 0 JIE€KapCTBEHHOM IIpernapare MOJIekKaT HCKIIOUEHUIO
u3 EnnHoit 6a3bl JaHHBIX B CIy4ae:

1) OTMEHBI ~ YIIOJIHOMOYEHHBIMM  OpPraHaMd  T'OCYJapCTB-4JICHOB
pellIeHus O MPUOCTAHOBIICHUH JICHCTBUS PETUCTPALIMOHHOTO YOCTOBEPEHUSI,
OT3bIBE WJIM 3aNPEUICHHU K MEAUIMHCKOMY NPUMEHEHHIO HA TEPPUTOPUU
roCy1apCTB-WICHOB;

2) Ipu3HaAHUS Cy1eOHBIMU OpraHamu rocyJlapcTBa-4JIeHa,
YIIOJJHOMOYE€HHBIM OPTaHOM KOTOPOM MPUHATO PEUICHUE O TPUOCTAHOBJICHUHN
JICUCTBUSI PETUCTPALIMOHHOTO YJOCTOBEPEHMS, OT3bIBE WM 3alpEUICHUN
K MEJUIIMHCKOMY TPUMEHEHUIO Ha TEPPUTOPUU TIOCYyAapCTBA-UIICHA,
HEMPABOMEPHOCTH TAKOTO PEIICHUS.

11. Ilpu npussATUM pelieHuss 00 HCKIYEHUU JIEKAPCTBEHHOIO
npenapata u3 EawHol 0a3bl JaHHBIX COOTBETCTBYIOIIHE CBEIACHUS 00
YKa3aHHOM pEIIEHUU TMepenarTcss B KoMHCCHIO IS BKJIIOYEHUS HUX B
Enunyto 6a3y 1aHHBIX B CPOK, HE MPEBBIIIAIOIINNA OAHOTO padovero JAHs:

1) co AHS NPUHATHS YIOJIHOMOYECHHBIMH OpPraHaMH T'OCYAapCTB-YICHOB
pelieHrst O MPUOCTAHOBIICHUM JCHCTBUS MM 00 OTMEHE paHee MPUHSATOIrO
pemieHusi 00 OT3bIBE WM 3aMpCIICHUH K MEIUIIMHCKOMY IPHUMEHEHHUIO
JIEKapCTBEHHOT O MperapaTa Ha TEPPUTOPUU TOCYAAPCTB-UYJICHOB;

2) O JTHA BCTYIUICHUSI B CUJTy PEIICHUS Cy[IeOHBIX OPraHOB IrOCYIapCTB-
YJICHOB O NMPU3HAHWU HEMPABOMEPHOCTH PEUIEHUS MPUOCTAHOBIICHUU JICCTBUA
PETUCTPALIMOHHOTO YJIOCTOBEPEHUS, OT3bIBE WJIU 3AMPEUICHUN K MEAUIIUHCKOMY
MMPYMEHEHUIO HAa TEPPUTOPUH TOCYIapCTBA-WICHA.

12. CBenenus, copepkamuecs B EguHoil 0a3e MaHHBIX, SBISIOTCS
OTKPBITBIMH W OOMIEIOCTYITHBIMH M TPEJAOCTABIAIOTCSA  JIOOBIM

3daMHTCPCCOBAHHBIM JIMIIAM B COOTBCTCTBHUU C 3aKOHOJAATCIILCTBOM Coro3a.
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13. IlpenocraBnenue mo 3ampocam 3aWHTEPECOBAHHBIX JIMI] CBEACHUIN
O MPUOCTAHOBJICHUU JCHUCTBUSI PETUCTPAIMOHHOTO YIOCTOBEPEHUS, OT3bIBE
WM 3alpelieHud K MEIUIMHCKOMY MPUMEHEHUIO JIEKapCTBEHHOIO
npenapara Ha Tepputopun Coroza, conepxamuxca B EquHoi 0a3e JaHHBIX,
B TOM YHCJI€ B DJIEKTPOHHOM BHJIE, OCYIIECTBISET YIOJHOMOYEHHBIN OpraH

rocyaapcTBa-ujieHa.




