MuHUCTEPCTBO 31paBOOXPAHEHUS
Poccniickoit denepannn

PaxmanoBckuii iep., a. 3/25,
. Mockaa, I'CII-4, 127994

PEIIEHUE
00 OTKa3e B COIIaCOBaHUM MPEAETbHBIX OTIYCKHBIX 1IEH IPOU3BOAUTENCH
Ha JIEKapCTBEHHbIE MPETaparhl, BKIIIOYCHHbBIE B TIEPEUYEHb KUZHEHHO HEOOXOIUMBIX
Y BOKHEWIINX JIEKAPCTBEHHBIX IPENAPATOB

B coorBercTBMM € IyHKTOM & W TOANYHKTOM «a» IyHKTa 19 IlpaBun
rocyIapCTBEHHOU perucTpanuu U nepeperucTpanuu YCTaHABJINBAEMbIX
MIPOU3BOAUTEISIMUA  JIEKAPCTBEHHBIX IMpENapaToB TMPEACbHBIX OTIMYCKHBIX II€H Ha
JIEKapCTBEHHBIE TIpernaparbl, BKJIIOYCHHBIE B TIEPEUCHb J>KU3HCHHO HEOOXOIUMBIX U
BOXHEHUIIMX  JIEKAPCTBEHHBIX  MpENaparoB,  yTBEPXKIEHHBIX  I[OCTAHOBJICHUEM
[IpaButensctBa Poccuiickoit ®eneparuu ot 29.10.2010 Ne 865 (manee — Ilpasuia) (B
penaxkuuu, AeHCTByoIer Ha naty mnomadu 3asBienus — 27.09.2018), denepanbpHas
AHTUMOHOIIOJIbHAS CIIy’)0a paccMOTpelia JTOKyMEHTBI, IPEACTABICHHBIE MHCHMOM
MunzapaBa Poccun ot 19.10.2018 Ne 20-4-4082586-c, n nmpuHsia perieHne o0 oTkase B
COMIACOBAaHUU TMPEJEIbHBIX OTIYCKHBIX I1I€H, 3adBJICHHBIX Ha MEPEePErucTpanuio
Jep)KaTeNieM WIIM  BJIAJENbIEM pPETHCTPAlMOHHOTO  YIOCTOBEPEHHS JIEKapCTBEHHOTO
nperapara AO «KPKA na.n1., HoBo Mecto» (CiioBeHus), MNPOU3BOJCTBO TOTOBOM
nexkapctBeHHOM ¢dopmbl AO «KPKA n.1., HoBo mecto» (CnoBeHusi), mepBUYHas U
BTOpUYHAs YNAKOBKA, OpraHu3anusi, OCYIIECTBIIAIONIAs BbITYCKAIOIUNA KOHTPOJIb
kauecTBa 3A0 «Bekrop-Menuka» (Poccust), Ha cienyroue JeKapCcTBEHHbIE MTpenaparsl,
BKJIIOYCHHBIE B IME€pPEYCHb JKU3HEHHO HEOOXOAUMBIX W Ba)KHEUIIHX JIEKAPCTBEHHBIX
penaparos:

1. TManzunopm dopre 20 000 (MHH — IlankpeaTtun), TabJeTKH MOKPHITHIC
KHUIIIEYHOPACTBOPUMON 000510uKOM, 10 IIT. - yIaKOBKH SIMEUKOBBIE KOHTYPHBIEC - Ma4yKu
KapTOHHEIE, B pa3mepe 69,26 pyoO.

2. IMam3unopm ¢opre 20 000 (MHH — Ilankpeatns), TaONE€TKH TOKPHITHIC
KHUIIIEYHOPACTBOPUMON 000J0uKkoid, 10 mT. - ynmakoBKH sUEHWKOBbIE KOHTypHbBIE (3) -



Mavyky KapToHHBIE, B pazMepe 200,89 pyo.

[IpenenbHble OTIYCKHBIE ILIEHBI HA YKAa3aHHbIE JIEKAPCTBEHHBIE Mpenaparbl HE
COIIACOBBIBAIOTCS 110 CJIIETYIOLIUM OCHOBAHUSM.

CornacHO NmpeACcTaBIEHHBIM JTOKYMEHTaM IPOU3BOJACTBO T'OTOBOM JIEKAPCTBEHHOMN
(GbopMBl 3asBICHHBIX JIEKAPCTBEHHBIX IMPENapaToB OCYIIECTBISAETCS HMHOCTPAHHBIM
npousBoguteiaeM — AO «KPKA n.1., HoBo mecto» (CrioBeHus1), Ipu 3TOM TpEAEIIbHBIC
OTIyCKHbIE LI€Hbl Ha BbIINIEYKAa3aHHBbIE JIEKAPCTBEHHbIC IIpenaparbl 3asBICHbl Ha
MIEPEPETUCTPALMIO B COOTBETCTBHUHM C MOAITYHKTOM «a» ImyHkTa 19 [IpaBuin.

Bmecte ¢ Tem, nepeperucrpanusi, IpelyCMOTPEHHAs MOAIMYHKTOM «a» MyHKTa 19
[IpaBun, ocymecTBiasieTcs B  OTHOLUIEHWM TNPEAENbHBIX OTHYCKHBIX IIEH Ha
JIEKapCTBEHHbIE TMpenaparbl MPOU3BOJACTBA TOCYAapCTB - wWieHOB EBpasuiickoro
SKOHOMHUYECKOro coro3a. llepeperucrpanus mpeAeNbHBIX OTIHYCKHBIX II€H Ha
JIEKAPCTBEHHBIE  Ipenaparbl MHOCTPAHHOIO  MPOW3BOJACTBA  OCYIIECTBISETCS B
COOTBETCTBUM C TyHKTOM 21 IIpaBu.

Takum 00pa3oM, JTOKyMEHTbI, HEOOXOIUMBIE ISl MEPEPETUCTPALIUN 3asBICHHBIX
IPEENIbHBIX OTIYCKHBIX II€H, IMPEJICTaBICHbl HE B HEMOJIHOM OObEME U CcojaepiKar
HETOJIHbIE CBEICHUS, IPEYyCMOTPEHHbIE TpeOoBaHusAMHU IyHKTa 21 [IpaBu.

B cBs3M C BBIIEU3IOKEHHBIM B COOTBETCTBUU C MOANYHKTOM «O» myHKTa 13
[IpaBun mpexacraBieHHE JOKYMEHTOB B HEINOJHOM 00beMe€ U (WIM) HENoJHOTa
COAEpPIKALIMXCS B HUX CBEJEHUM, SIBISETCS OCHOBAHHMEM [UIsl OTKa3a B COINIACOBAHUU
rOCYJAapCTBEHHOM PErUCTpalli MPEACIbHOW OTIYCKHOW LE€HBl MNPOU3BOJAUTEINSI Ha
JIEKApCTBEHHBIN IIpenapar.
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