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PEINIEHUE
00 0TKa3e B COITIACOBAHWH MPEJAENBHEIX OTIYCKHEBIX LIEH MPOM3BOBTENEH
Ha JIeKAPCTBEHHBIE NPENaparsl, BINIIOUEHHEIE B IEPEUEHb XU3HEHHO HEOOXOMMEBIX
U BaXXHEHIIMX NeKapCTBEHHBIX NpeNapaToB

B coorBercTBBMM ¢ TyHKTOM 8 M TIOADYHKTOM «B» nyHKTa [3 IlpaBmn
rocyJapcTBEHHOH perucTpaiuu %} nepeperucTpanui YCTaHABIMBAEMEIX
NPOU3BOAMUTENAMH JIEKAPCTBCHHBIX NPENaparoB MNpeACNbHBIX OTMYCKHBIX LEH Ha
JIeKapCTBEHHBIE Ipenaparsl, BKIIOYEHHbIC B NEpeUcHb JKM3HEHHO HEOOXONUMEIX H
BAXHEHINMX  JIeKAPCTBEHHBIX  MOpENaparoB,  yTBEPXKACHHBIX  NOCTAaHOBJIECHHEM
ITpaButenscTBa Poccuiickoit ®epepauuu or 29.10.2010 Ne 865 (manee - IlpaBuna),
QenepanbHas aHTHMOHONOJBHAA CITyX0a paccMoTpena AOKYMEHTHI, IpeACTaBlIeHHEIE
nuceMoM Mun3aapasa Poccuu Ne 20-4-4005364-¢ ot 03.03.2016, u npunna pemeHHe o6
OTKaze B  CONIACOBAaHMM  NpeAenbHOM  OTNYCKHON  LieHBl  NpPOM3BOJCTBA
OAQO «BuocunTes» (Poccus) Ha CleAyIOUMH 1eKapCTBEHHBIN Nperapat, BKIIOYEHHEIE B
nepevYeHs WUHEHHO HEOOXOAUMBIX Y BAXXHEHINHNX JIEKAPCTBEHHBIX NPENaparos:

Harpusa xnopun (MHH - Harpus xnopun) pactsop it uHpysnid, 0,9%, 100 mn
— OyteiKH (Ong cTramuoHapoB), B pasmepe 20,50 py6. (peructpanHoHHOE
yaocTosepeHue (nanee - PY) — Ne JIC-002054).

IMpenenbHas OTMyCKHasd I1ieHa Ha YKa3aHHBIA JIeKapCTBCHHBIM Npenapar He
COITTACOBBIBAETCA 110 CIEAYIOIIHM OCHOBAHUAM.

B cooTeerctBMM ¢ NOyHKTOM 5 MeToguk pacyeTa yCTaHAaBIMBAaCMBIX
TIPOM3BOAMTENAMH JIEKAPCTBEHHBIX IIpENaparoB NpelelbHEIX OTHYCKHBIX IEH Ha
JIEKapCTBEHHBIC INpenapaThl, BKIIOYEHHBIE B IEPEYEHb >XH3HEHHO HEOOXOAMMEIX H
BaKHEHUIMX JIEKAPCTBEHHEIX INPENaparoB, NPH KX TOCYJapCTBEHHOH perHcTpamdyd H
NepeperucTpanyy, YyTBepXKACHHOW TmocTanoBleHneM IlpasuTenscrBa Poccuiickort
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Qenepauun ot 15.09.2015 Ne 979 (manmee — Meroauka), Ipu pacdere npeaensHON
OTIyCKHOM [EeHBl Ha JICKApCTBEHHBIH Tpenapar IPOM3BOACTBZ2 [OCYAAPCTB-WICHOB
EBpasiickoro 3KOHOMHYECKOTO COI03a B paMKax OJHOTO pPerucTpalHOHHOIO
VOOCTOBEpeHUs1  JIeKapCTBEHHOINO  Mmpenapara MNP HM3MEHEHHH  KOJIMYecTBa
JIEKapCTBEHHOTO Tpemapara BO BTOPHYHOM  (mOTpeOUTENRCKOR) yIAKOBKe He
JAOMyCKAaeTCA YBEIHUCHUA CTONMOCTH OFHOM TIeKapCTBEHHON GOpMEL

ITpu npoBeZeHUH JKOHOMMYECKOIO aHAJIN3a YCTAHOBIECHO, UTO HA JICKAPCTBEHHBIH
npenapar Harpua xnopua (MHH - Harpus xnopua), pacreop mmi maby3uil, 0,9%,
200 Mn — GyTeuikE (20) — AIUKA KapTOHHBIE, perucTpalMoHHslil HoMep JIC-002054
3aperMCTPUPOBAHA TpefeNbHAf OTMyCKHas NeHa B pasmepe 393,00 pybneit, 4yrto
coctarser 9,8 py6. 3a 100 ma (mpukas PoczgpaBragzopa ot 02.03.2015 Ne 215/20-15).
Takum oOpa3oM, 3asdRIEHHas K perdcTpalliyl IpeleNbHas OTIMyCKHas 1leHa B pamKax
OZHOTO PETHCTPALMOHHOIO YAOCTOBEPEHHs IIPEBBIINAET PaHES 3aPETHCTPUPOBAHHYIO
OpeaeNbHYI0 OTIMYCKHYIO II€Hy W3 pacdera CTOMMOCTH ONHOM J€KapcTBeHHOW (OpMEL
(poct uensl coctaBun Gonee 100 %).

B cBs3u ¢ BHILEH3IOXEHHBIM, B COOTBETCTBHHM C MOXIYHKIOM «B» I[yHKTa 13
[lpaBun TpeBBHIBICHHE MNpeACTaBIAeMOd 8 IOCYapCTBEHHOM perucTpaliud Wiu
NepeperucTpauuy TNpefeNbHOM OTIYCKHOH HEHBI NMPONM3BOJMTENA Ha JeKapCTBEHHBIH
npenapar Ha)Jl ILEHOH, pacCUHTAHHOH B COOTBETCTBHH ¢ MeToaukor, SBIACTCA
OCHOBAaHHEM IS OTKa3a B COIIaCOBAaHMM TOCYAApCTBEHHOW perucTpalyM IpenenbHoU
OTITyCKHOH LieHEI IPOM3BOANTENIA Ha ICKAPCTBEHHBIN npenapar.
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