[okyMmeHT npepoctasneH KoHcynbTaHTIN0C

MPABUTEJTIHCTBO POCCUMCKOIT ®EJIEPAITAN

IIOCTAHOBJ/IEHUE
ot 28 Hosiopsa 2013 r. N 1086

OB YTBEPXJIEHNWH ITPABIJI
®OPMUPOBAHUS ITEPEYHSA JIEKAPCTBEHHBIX CPE/ICTB,
3AKYIIKA KOTOPBIX OCYHIECTB/IAETCA B COOTBETCTBMUU
C X TOPTOBbIMHN HAMMEHOBAHUAMN

CIHCOK M3MEHSIIOLMX [JOKYMEHTOB
(B pen. IlocranoBnenus [TpaBurensctea PO or 03.11.2018 N 1323)

IMpaBurenscTBO Poccuiickoii Pefiepaniy IOCTaHOBIISET:

1. YtBepaute mpunaraemsle IlpaBuna (OpMHpOBaHMS TIepevHsi JIeKapCTBEHHBIX CPEJCTB, 3aKylKa KOTOPBIX OCYIIeCTB/ISeTCS B
COOTBETCTBHUH C MX TOPIOBBIMH HalIMEHOBAHUSIMH.

2. Yrtparun cuny. - [Tocranoenenue IpaBurenscrea PO or 03.11.2018 N 1323.
3. IlyHkT 1 HacTosILEro NOCTaHOB/IEHNsT BCTyMaeT B cuiy ¢ 1 stBapst 2014 r.

IIpencenarens IIpaBuTenscTBa
Poccuiickoii denepanuu
O.MEJIBEJJEB

YTBepx/eHbl

TMOCTaHOB/IEHUEM HpaBI/ITeHBCTBa
Poccuiickoii denepanuu

ot 28 Hosi6pst 2013 r. N 1086

ITPABIJIA
®OPMHUPOBAHUSA ITEPEYHS JIEKAPCTBEHHBIX CPE/ICTB, 3AKYIIKA
KOTOPBIX OCYIIECTB/IAAETCS B COOTBETCTBHI
C X TOPTOBBIMA HAMMEHOBAHUAMMU

CIHCOK M3MEHSIIOLHX [JOKYMEHTOB
(B pen. IloctaHoBneHus ITpaBurensctBa PP ot 03.11.2018 N 1323)

1. Hacrosirme IlpaBusa orpefienisitoT Topsifiok (opmupoBaHusi yrBepxzaemoro IpaBuresnsctBom Poccuiickoli defjepanyyl mepeusst
JIeKapCTBEHHBIX CPEZCTB, 3aKyIKa KOTOPBIX OCYIECTB/ISIETCS B COOTBETCTBHH C MX TOPrOBBIMH HaMEHOBAHUSIMH (Jiaziee - TIepeyeHb).

2. OcHoBaHMeM JIs1 BK/TIOYEHHs] JIeKapCTBEHHOTO CPEJICTBA B IepPeUeHb SIB/ISIeTCS HEBO3MOXKHOCTb 3aMeHbI JIeKapCTBEHHOTO CPE/ICTBA B
paMKax Of[HOTO MeX[yHapOoJHOIO HeNaTeHTOBAHHOTO HaMMeHOBAaHUs JIeKapCTBEHHOTO CPeACTBAa WM NPU OTCYTCTBUM TaKOrO0 HauMeHOBaHMs
XMMHUeCKOro, TPYMIMPOBOYHOTO HAaMMEHOBaHHsI, OMpeze/seMasl C yU4eToM IoKasaresei 3¢hdeKTHBHOCTH 1 6e30MacHOCTH JIeKapCTBEHHBIX
nipenaparoB. OCHOBaHUeM /11 UCK/IIOYeHNs! JIeKapCTBEHHOTO CPe/lcTBa U3 MepeyHs sIB/IIeTCs] BO3MOXKHOCTb TaKOM 3aMeHBl.

3. PaccMoTpeHHe BOIMpOCa O BO3MOXKHOCTHM BKJIFOUEHHs! /1IeKAPCTBEHHBIX CPEICTB B TepedeHb JIMGO HCK/IIOUEHHs! JIeKapCTBEHHbIX
CPeJCTB M3 TepeuHsi OCYLeCTB/sieTCss MeXBeJOMCTBEHHON KOMHCCHeH 10 BOMpOCaM OXPaHbl 37j0poBbsi rpaxiaH (zanee - Komuccus),
[0JIOKEHHE M COCTaB KOTOPOW YTBep)KZAroTcs MMHHCTEPCTBOM 37paBooxpaHeHusi Poccuiickoit ®epeparyu, 1Mo 3asiBKaM (DU3HUECKHX |
FOPHUAMYECKHX JIAL].

(B pea. Ilocranornenust [paButenscrtea PO or 03.11.2018 N 1323)

4. 3asiBKM HampaB/siOTCSI B (OPMe 3JIEKTPOHHOTO [OKYMEHTa WM Ha OyMaXHOM HocuTese B MHHHMCTEPCTBO 3ApaBOOXPaHEHHS
Poccuiickoli ®enepanyy. dopma 3asiBKU yTBepsKJaeTcsl yKa3aHHbIM MUHUCTEpPCTBOM.

5. PaccMoTpeHHe BOIMpOCAa O BO3MOXKHOCTH BK/IIOUEHHsI JIEKapCTBEHHBIX CPEACTB B IepeueHb MO0 WCK/IIOYEHUs JIeKapCTBEHHBIX
CPEZICTB W3 TepeyHsi OCYLIeCTB/IseTCS Ha OCHOBAHMM CJIEAYIOLIMX JIOKYMEHTOB (CBeleHMH), HaxOASIUXCsS B PacropsbkeHHM MUHHCTepCTBa
3apaBooxpaHeHust Poccuiickoit ®epeparyn:

a) OoTueThl O pe3y/bTaTax WCC/Ie0BaHWH OHOIKBHBANEHTHOCTH JIEKAPCTBEHHBIX TIPENapaToB WM WCC/IE[OBAaHUI TepareBTHUeCKO
5KBUBA/IEHTHOCTH JIEKapCTBEHHBIX IIPeNapaToB, MPOBeJiEHHbIX B COOTBETCTBMM C MPaBW/IaMHM K/IMHMYECKOW MNpPaKTUKW, WM CBeJeHus 00
OTCYTCTBHH TaKHX OTUETOB,;

6) pe3y/bTaThl KCIIEPTH3bI OTHOLIEHHUS OKUZAEMOH I10JIb3bI K BOSMOYKHOMY PHCKY NIPUMEHEHHS JIEKAPCTBEHHBIX MPeraparos;

B) pe3ynbTaTbl MOHUTOPHUHIA 6e30MacHOCTH JIEKapCTBEHHBIX MpernapaToB.

6. 3asiBUTesb BrIpaBe NMpeACTaBUThL YKa3aHHble B MyHKTe 5 HacTosimx IIpaBus JOKyMeHTHI (CBeleHHsI) [0 COOCTBEHHOM MHULMATHBe, a
Tak)Ke WHbIe CBeJIEHMs, B TOM YKC/e [aHHbIE MEXJYHApOJHOTO OMbITa TPHUMEHEHHs! JieKapCTBeHHBIX cpefcTB (BcemupHoit opranusarumu
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3/ipaBooxpaHeHsi, EBpoOmeicKoro areHTCTBa MO JIeKapCTBEHHBIM CPEACTBaM M YIpaB/eHHs 10 KOHTPOJIIO 3a 00OpalljeHHeM THILEeBbIX TPOAYKTOB
1 nieKkapcTBeHHbIX cpeAcTB CIIIA) 1 pe3ysbTarhl ONMyOIMKOBAaHHBIX HAYYHBIX HCC/IE[0BAHMIM.

7. MuHucTepcTBO 3ApaBooxpaHeHusi Poccuiickoii ®Pepepal COBMeCTHO C MUHHCTEPCTBOM TIPOMBILUIEHHOCTH W TOPTOBJIM
Poccuiickoit ®eneparyn 1 PefiepanbHOM aHTHIMOHOIOMBHOI CTy)KO0i paccMaTpuBaeT 3asBKM B CPOK, He TpeBblmarominii 30 JHeit co gHA UX
nojyuyeHusi. B ciiyuae ecyiv B yKa3aHHBIM CPOK 3asiBKA He MOXKET ObITh paCCMOTpEHa, CPOK IpOofjieBaeTcsi, HO He Gosee uem Ha 30 aHeld, 0 uem
MuHUCTepCTBO 3ApaBooxpaHeHust Poccuiickori ®epepariii MHGOPMUPYeT 3asBUTesS B MUCbMeHHOUM (opme win B (opMe 371eKTPOHHOrO
JOKYMeHTa.

8. C yueroM pe3y/lbTaroB YKa3aHHOrO B IMyHKTe 7/ HACTOALMX I[IpaBU/ COBMECTHOrO PACCMOTPEHHMsi 3asBOK MHHHMCTEPCTBO
3apaBooxpaHenusi Poccuiickoii Deepanpii 06001aeT HHGOPMALIHIO, HEOOXOAUMYIO [JIsi PACCMOTPEHHsI BOMPOCA O BO3MOXXHOCTH BKJIFOUEHHST
JIeKapCTBEHHBIX CPE/ICTB B TepeyeHb MO0 MCK/IIOYeHHs! JIEKapCTBEHHBIX CPEACTB M3 MePeyHs, ¥ Harpas/iseT COOTBETCTBYIOLME TIPeAIOKEHHs C
MPUIOKEHHeM HeoOXOUMBIX JOKYMEHTOB (CBe/leHHii) Ha paccmoTrpenue Komuccuu.

(B pea. Iocranosnenust [pautenscrea PO or 03.11.2018 N 1323)

9 - 10. Yrparumu cuiny. - [ToctanoBnenue IlpaBurensctea PO ot 03.11.2018 N 1323.

11. C yuerom pe3y/nbTaTtoB pacCMOTpeHHsi Komuccueill npejyiokeHu, yKa3aHHbIX B MyHKTe 8 Hactosuux IIpaBui, MHHHCTepPCTBO
37paBooxpaHenust Poccuiickoii deaeparyu:
(B pen. ITocranoBnenus ITpaBurensctea PO or 03.11.2018 N 1323)

dopmupyeT IPOeKT TIIepeyHsi, JeKapCTBEHHble CpPeJCTBA B KOTOPbIM BKJ/IIOUAIOTCSl IOf, COOTBETCTIBYIOLUIUMU MeKyHapOAHBIMU
HeraTeHTOBaHHBIMU HalMEHOBAHWSIMA WU TIPU OTCYTCTBMM TaKMX HaWMEHOBaHWM XMMHWYeCKHMH, IDYNIMPOBOYHBIMH HaMMEHOBAHMSIMU C
yKa3aHueM TOPTOBbIX HAUMEeHOBAHUH U JIeKapCTBEHHbIX (OpM,;

rH(OPMUpYeT 3asiBUTe/Is O PellleH!H, TIPUHSTOM I10 €ro 3asiBKe.

12. TIpoekr akra IlpaBurenscrBa Poccuiickoii ®ezepany 00 yTBep)K[JeHWM NepeuHs Ilepefi BHeceHWeM ero B IIpaBHUTe/nbCTBO
Poccuiickoli  ®efepany MOJJIEXUAT COIVIACOBAHMIO C MUHHCTEDCTBOM IPOMBIIIIEHHOCTH M ToproBnu Poccuiickod  depeparud,
MunuctepcTBoM uHaHcoB Poccuiickoii @eneparmn u PefiepanbHON aHTUMOHOMOMBHOU CITY»KOO.

(m. 12 BBegen ITocraHoBnenuem Ipaeutenscrtea PO or 03.11.2018 N 1323)
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