PELLEHUE
06 oTKa3e B COrAQCOBAHUM MPEAEAbHbIX OTMYCKHbIX LLeH MPON3BOAUTEAEN
HO A@KAPCTBEHHbIe NPEenapaThbl, BKAIOYEHHbIE B NepeYeHb XXN3HEHHO HeO6XOANMMbIX

M BODKHEULWNX A€KAPCTBEHHbIX NPenapaTos

B cootBerctBMM C nNyHKTOM 8 [IpaBUA TOCYAQPCTBEHHOM perucTtpaunm u
nepeperncTpaumm yCTaHOBAMBAEMbBIX MPOV3BOAUTEASIMN AEKAPCTBEHHBIX NPENAPATOB
NPEAEAbHBIX OTMYCKHbIX LEH HAO AEKAPCTBEHHbIE MPENnAPAThl, BKAKOYEHHbIE B MNEepedeHb
YKMBHEHHO HEOBOXOAMMbBIX M BODKHEWLLMX AEKAPCTBEHHbIX MPENAPATOBR, YTBEPXKAEHHbBIX
NoCTAHOBAEHMEM NpaBuTeabcTBa Poccuinckon Qeapepaumm ot 29.10.2010 Ne 865 (aanee
- Tpaeuaa), DepepanbHAST AHTUMOHOMOABHAST CAY>KOA PACCMOTPEAQ AOKYMEHTHI,
NPEACTAOBAEHHbIE MMCbMOM MuH3apaea Poccum ot 17.08.2018 Ne 20-4-4076977-c, v
NPUHSAQ peleHme o6 OTKa3e B COFAQCOBAHUM MPEAEAbHOM OTMYCKHOW LEeHbl,
3asiBAGHHOM Ha perucTtpauuio  Oryr «HL «HUOMNK»  (Poccus), HaO CAeAytoLLn
AEKOPCTBEHHbIN MPENAPAT, BKAIOYEHHbLIN B MEPEYEHb >KM3HEHHO HEOBXOAUMbBIX W
BODKHEWVLLMX AEKAPCTBEHHBIX MPENAPATOB:

dayopecuenH Hatpus (MHH - ayopecuenH HaTpus), PACTBOP AASI BHYTOUBEHHOTO
BBeAeHMs, 100 Mr/MA, 5 MA — OAQKOHDI (1) — NAYKM KAPTOHHbIE, B pa3Mepe 264,59
pybaen.

[MpeAeAbHAs OTMNYCKHAS LEHA HO YKA3AHHbBIM AEKAPCTBEHHbBIV NPENAPAT HE
COrAQCOBbIBAETCSI MO CAEAYHOLLMM OCHOBAHUSIM.

B cootBeTcTBUM C HDOopMaumen QIbY «HUSCMI» MuHaapaea Poccum, HONPOBAEHHOW
MUH3APOBOM PocCCrM B COCTABE KOMMAEKTA AOKYMEHTOB, AEKAPCTBEHHbIM Mpenapar
dayopecuenH Hatpus (MHH - OayopecuenH HATpus) B AEKAPCTBEHHOM (opMme
«PACTBOP AASI BHYTPMBEHHOTO BBAEHMS, 100 Mr/mMA» (BAOQAEAEL, VAU  AEPXKATEAD
PErncTpPaUMoHHOro  yaoctoeeperHunss —  OIYMN  «HU  «HUOTUK»),  gaBasieTcs
BOCMPOV3BEAEHHBIM AEKAPCTBEHHBIM NPENAPATOM, A PEPEPEHTHBIMN AEKAPCTBEHHBIMU
NPEenapaATaMy MOTYT SIBASITBCSI AEKAPCTBEHHblE MpenapaTthl PAayopecuenH HoerapTmuc
(MHH - ®AyopecuenH HaTPUS), B AEKAPCTBEHHOW QOPME «PACTBOP AAST BHYTOUBEHHOMO
BeeAeHMS1, 100 Mr/MA» (BAOAEAEL MAUN AEPXKATEAb PEMMCTPALMOHHOIO YAOCTOBEPEHMSI
«HoBapTtnc Gapma Al», Lerenyapus) (ACP — 000829/08 ot 18.02.2008), n dAtoopecumt
(MHH - ®AyopecuenH HaTPUS), B AEKAPCTBEHHOW QOPME «PACTBOP AAST BHYTOUBEHHOIO
BBeAeHMS1, 100 Mr/MA» (BAOAEAEL NAUN AEPXKATEAb PEMMCTPALMOHHOIO YAOCTOBEPREHMS
«HosapTtnc Gapma Al», Lesenuapms) (ACP — 001107/08 ot 27.02.2008).

Mpn npoBeaAeHN 3KOHOMMYeCKOoro aHaAmda QAC Poccum BBISIBAEHO, YTO MPEAEAbHAS
OTMYCKHAST LUEeHA HA 3ASIBAEHHbII BOCMPOU3BEAEHHBIN AEKAPCTBEHHbIM Mpenapdar,
PACCUYMTAHHAST MCXOAST M3 CTOMMOCTU OAHOM AEKAPCTBEHHOM (GOPMbI, npesbiaeT 80
NPOUEHTOB  CpeAHer  3ApPErnCTpPUPOBAHHOM  MPEAEAbHOWM  OTMYCKHOM  LiEHbl
NPON3BOAUTEAST HO pPedEepeHTHbI MPEenapaT, PACCYATAHHOM MCXOAST U3 CTOMMOCTU



OAHON AEKAPCTBEHHOM QOPMbI, MICXOAS N3 QAKTUYECKOrO NEeproAd roCyAQPCTBEHHOM
PErMCTPAUMM UEHbl HA PedEepPEHTHBIN AEKAPCTBEHHBIM MPENAPAT, YTO MPOTUBOPEYNT
NYHKTY 6 MeToaMKM pacyeTa YCTOHABAMBAEMbBIX MPOM3BOAUTEASIMUN AEKAPCTBEHHbBIX
NPENAPATOB MPEAEAbHBIX OTMYCKHbIX LlEH HO AEKAPCTBEHHbIE NPENAPATHI, BKAKOYEHHbIE B
nepeYeHb MUIHEHHO HEOBXOAUMbBIX 1 BADKHENLLUMX AEKAPCTBEHHbBIX MPENAPATOB, NPW KX
FOCY AQPCTBEHHOW PErCTPALUN N NepeperncTpaunm, yTBEPIKASHHOM NOCTAHOBASHNEM
MpaeuntenbctBa Poccumckon Qeapepaumm ot 15 ceHtabps 2015 r. Ne 979 (aanee —
MeToaAnKa).

B CBS3M C BbILUEN3AOMEHHBIM, B COOTBETCTBUM C MOAMYHKTOM «B» MyHKTA 13 MPaBUA,
NPeBbIlUEeHNE  MPEACTOBASHHOM  AASl  TOCYAQPCTBEHHOW  PEerucTpauym — UAU
nepeperncTpaumMr NPeASAbHOM OTMYCKHOW LeHbl MPOU3BOAUTEAST HO AEKAPCTBEHHbIV
NPenapaT HAA LUEHOM, PACCYUTOHHON B COOTBETCTBMM C METOAUKOM, SIBASIETCS
OCHOBOHMEM AASl OTKA3A B COFMAQCOBOHUM TOCYAQPCTBEHHOM PEerncTpaumm WAm
nepeperncTpaLmMn NPEeASAbHOM OTMYCKHOW LeHbl MPOU3BOAUTEAST HO AEKAPCTBEHHbIV
npenapar.
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