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Ha Ne oT

N B

(0] TOPAAKE 3alIOJIHCHU S ITPOTOKOJIA
corjiacoBaHus LICH

denepanbHas aHTUMOHOTIONBHAS CITyk0a B CBA3M C BeTyIuieHneM B cuwry 03.11.2020
noctanoBienus [lpaBurensctBa Poccuiickoit ®enmeparmu ot 31.10.2020 Ne 1771 «O6
YTBEPXKJIEHUU OCOOCHHOCTEH TOCYIapCTBEHHOTO PETYIHPOBAHUS MPEIACIbHBIX OTIYCKHBIX
LEH MPOU3BOJAUTEIEH HA JIEKAPCTBEHHBIE Ipenaparbl, BKIOYEHHBIE B MEPEUYCHb KU3ZHEHHO
HEOOXOJIMMBIX W Ba)XXHEHIIMX JIEKQPCTBEHHBIX IpENaparoB, M BHECEHWU HU3MEHEHUU B
ornenbHblie akThl IIpaButensctBa Poccuiickoit @epepanuuy» oOpailaeT BHUMaHHE Ha
CJIeIyIOIIIEE.

[Tyaxktom 38(1) IlpaBun rocymapCTBEHHOM perucTpaldd U TMepeperucTpanuu
MPEACIbHBIX OTIYCKHBIX LIEH NMPOU3BOJIUTENICH HA JIEKAPCTBEHHBIC MPENapaThl, BKIOUEHHBIC
B MEpPEUYEHb KU3HEHHO HEOOXOAUMBIX M BaXXHEUINMX JIEKAPCTBEHHBIX IpernaparoB (Jajnee —
nepeuens JKHBJIII), ytBepkaeHHbix mnocraHoBieHueM lIpaButensctBa Poccuiickoit
®denepamuu ot 29.10.2010 Ne 865 (B pemakiuu noctanosiaeHus [lpaBurenscTBa Poccniickoit
@enepauyun ot 31.10.2020 Ne 1771) (manee coorBercTBeHHO — IIpaBuna perucrpanmu,
noctaHoBiieHne Ne 865), yCTaHOBIEHO, YTO MpPH HAJIWYUH B OTHOIICHUH OJIHOTO

JIeKapCTBEHHOro  mpemapara pemenus MunsnpaBa Poccun 0o mepeperucrpanuu

3apPErUCTPUPOBAHHON TPEICIbHONW OTHYCKHOW IICHBI MPOWU3BOJIUTENS Ha JICKAPCTBEHHBIN
npenapar B_coorBercTBUM ¢ myHKTOM 30 IIpaBmi perucrpanuu Ju00 B COOTBETCTBUHU C

nyHktoM 38 IlpaBun peructpanuu u pemenns MunzapaBa Poccum 00 oO6s3aTenbHOU

nepepeructpaimd B 2019 - 2020 ronax npedeiabHOW OTOYCKHOM II€HBI IMPOU3BOJIMTENS B
coorBeTcTBUU ¢ IIpaBunmamm oOs3aTenpbHOM Tmepepeructpammu B 2019 - 2020 romax

3apETUCTPUPOBAHHBIX IPEIAEIbHBIX OTIYCKHBIX L€H MPOWU3BOAMUTENICEH HA JIEKAPCTBEHHBIE
npenaparsl, BKItoueHHble B niepedeHb JKHBJIII, yrBep:xnenHsiMu nocTaHoBiIeHnEM Ne 865,
OPUMEHEHUIO MOUICKHT 11eHA, IEPEPErUCTPUPOBAHHAS B COOTBETCTBHH € IMyHKTOM 30 1160
nyHktom 38 IIpaBuil peructparuu.

B coorBerctBun ¢ mnyHktoM 9 IlpaBun QopmupoBaHus OTIYCKHBIX 1I€H Ha
JICKAPCTBECHHBIE Mpemnaparsl, BKIOUYeHHbIE B nepedueHb JKHBJIII, opranuzanusiMu ontoBou
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TOPrOBJIM, aNTEYHBIMU OpraHU3AlUSMH, WHIUBUAYAJIbHBIMA MPEANPUHUMATEISIMA U
MEIUMUIUHCKUMH OpraHu3alMsIMU, YTBEPKACHHBIX MocTtaHoBieHrueM Ne 865, peanuzanus
JIEKAPCTBEHHBIX  MpENapaToB  OpraHU3alMs MM  ONTOBOM  TOPIOBJIM,  ANTEYHBIMU
OpraHu3alUsIMH, VHJMBUAYaJbHBIMA peANPUHUMATEISIMU u MEIULIUHCKUMH
OpraHu3alUsIMHU OCYILECTBISAETCS IPU HAIUYMKU IIPOTOKOJIA CODIACOBAHUSA IIEH IIOCTABKU
JIEKapCTBEHHBIX TMpEnapaToB, COCTABIEHHOIO MO (hopMe COIIaCHO MPHJIOKEHUIO (lanee —
[IpoTokon cornacoBaHus II€H), 32 MCKJIIOUEHHUEM JIEKApPCTBEHHBIX MPENaparoB, KOTOPHIE HE
Oobutn  BkimoueHsl B mepedenb JKHBJIII wa pmaty wux mnpuoOpereHuss yka3aHHBIMU
OpraHu3alUsIMHA U UHIAUBUAYAIbHBIMU MPEIITPUHAMATEIISIMH.

B cBs3u ¢ uznoxenHbiM PAC Poccun pasbsacHSET Ha CIeAyroLIee.

B coortBeTcTBUM ¢ mosicHeHHeM K Tpade 5 «3aperucTpupoBaHHAs TpelerabHas
OTIyCKHasi LIeHa mnpou3Boautens» [IpoTokona coracoBaHus ILIEH OpraHu3alus ONTOBOM
TOPTOBIIU, KOTOpas MpUoOpena JeKapCTBEHHBIN Mpernapar y ero Npou3BOAUTENS, YKa3bIBaeT B
rpagde 5 IIpoTokosna cortacoBaHus LIEH 3apETUCTPUPOBAHHYIO MPEACIbHYIO OTIIYCKHYIO IIEHY
IIPOU3BOAMUTENSL Ha JIGKAPCTBEHHBIM Npernapar Ha JAaTy pPeaJu3aluy JeKAPCTBEHHOIo
npenapara npousBoaureseM Ha tepputopun Poccuiickoir ®enepauuu, nOpu 3TOM JAara
pealn3almu 3TOro JIEKAPCTBEHHOIO Ipernapara Ipou3BOAUTENIEM Ha TeppuTopun Poccuiickon
denepanm  JoKHA OBITH OTpakeHa dToM — opranm3ammeit B Tpade 4 Ilporokoina
COINIACOBAHMS 1IEH.

B coorBerctBuM ¢ mnpumedanuem k IIporokony comtacoBaHusi 1eH HHGOpMalus,
ykazanHas B rpagax 1 - 8 [Iporokona cornmacoBaHus II€H OpraHHU3aIlMEl ONTOBOM TOPTOBIIH,
KOTOpasi mpuoOperna JIeKapCTBEHHBIM TMpemnapar y MPOU3BOIUTENs, YKa3biBaeTcs 0e3
U3MEHEHU BCEMM  ONTOBBIMM  OPraHU3aLMAMHU, YYAaCTBYIOIIMMH B  peajau3aluu
JIEKapCTBEHHOTO Ipenapara, B 0053aTeIbHOM MOPSIZIKE.

Hcxonst w3 W3I0KEHHOTO, a Takke B COOTBETCTBUM ¢ TyHKToM 38(1) IlpaBun
perucTpanuu Mpu peaau3alri MpOU3BOAUTENIEM JIEKAPCTBEHHOIO Ipenapara Mocie JaThl
nepepeructpauun Munszapasom Poccun 3aperucTprupoBaHHON NPEACIbHON OTIYCKHOW IIEHBI
IIPOU3BOAMTENS HA JIEKAPCTBEHHBIM Npenapar B _COOTBETCTBUHM C myHKTOM 30 IlpaBmi
peructpauuu aub0 B cOOTBETCTBUU C TIyHKTOM 38 IlpaBun perucrpanuu, Takas IIE€HA

HOJUICKUT YKA3dAHWIO B rpag]ze 5 H[ZOTOKOJ'Ia CorimacoBaHuA IICH.

IMoAMHHEHK 5/1eKTPOHHOTO JOKYMEHTA, IOATHCAHHOTO
OII, xpaHHTCA B CHCTEME 3JIeKTPOHHOTO
moxymenTooGopora PAC Pocenn A.B . I[OHGHKO

CBEJEHHA O CEPTU®HEKATE 311

Komy BoifgadH: JoueHko Anekceill BUKTopoBMY
CepTucthburaT Ne O19E2F
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