OEEPAITBHAY [
AHTUMOHOTIONBITAS

CITYXKBA
(DAC Pocenu) MuHBKCTEPCTBO 3APAaBOOXPAHEHH S
AR ToTERE Poccutickori @epepanmn

PYKOROIUTESIST
PaxmaHoBCKui niep., 1. 3/25,

I. Mocksa, 'CI1-4, 127994

Canoas Kyapwuiickas, 11
Mockea, [4-242, T'CII-3, 125993
ren. (499) 755-23-23, taxe (499) 755-23-24

delof@fas.gov.ru o www. 1 A9
AL e A TSI
Ha No ar
[ ]

PEHIEHUE
06 0TKa3e B COIMIACOBAHMY NPEAENbHEIX OTIYCKHIX LIEH IPOU3BOIUTENEH
Ha JIEKAPCTBEHHEIE MPENaparsl, BKIKYEHHEIE B IEPEISHb KU3HEHHO HEOOXOMMMEIX
¥ BAXKHEHIIUX JIEKapCTBEHHEBIX MPENapaToB

B coorserciBuE ¢ nyHKTOM 8 W mOMMyHKTOM «a» mnyHkta 19 IlpaBun
rOCYAapCTBEHHOM perucrpaium H nepeperucrpanum YCTaHaBIIMBAEMbIX
NIPOU3BOAMTENAMU JIEKAPCTBEHHBIX IIPETIAPAaTOBR MpeNelbHBIX OTIOYCKHBIX IIEH Ha
JIEKapCTBCHHBIE TIpenaparsl, BKIYEHHBIE B NEPEYCHb JKU3HEHHO HEOOXOAUMBIX H
BaXHEAIIMX  JNEKapCTBEHHBIX  MpEeNaparoB,  YTBEPKACHHBIX  MOCTAHOBIEHUEM
ITpaButensctBa Poccuiickoli @eaepanmu or 29.10.2010 Ne 865 (manee - IlpaBuna),
denepanbHas AHTUMOHONONIBHAS CIyX0a paccMoTpena IOKYMEHTHI, IPENCTABICHHEIE
nuceMoM MuH3apasa Poccuu or 16.02.2016 Ne 20-4-4004313-c, 4 npuHana pemeHue ob
OTKas¢ B  COIMAcOBaHMHM  TMpelelbHOW  OTIYCKHOHW  LeHsl, 3aABRJEHHOH Ha
nepeperucrpamnuio, OO0 «3apon MencuHTes» Ha eyl IeKapcTBEHHEIN npenapar,
BKIIIOUEHHEIL B TEpeyeHb KUIHEHHO HEOOXOAMMBIX ¥ BAXKHEWMMX IEKapCTBEHHBIX
Npenaparos:

POCUHCVIIMH C (MHH -— MHucynuH-uzogan [4enoBevYecKUil TeHHO-
HHXCHEPHBIH | ), CycrnieH3us [uis moaxokHoro Beeerns, 100 ME/mn, 10 mn - dnaxons (1)
— JavykH KapToHHEIE, B pasMepe 328,78 py6.

IIpenensHas OTIOyCKHas LeHa Ha YKa3aHHBIM JIGKApCTBEHHBIN mpemapar He
COTTIACOBBIBAETCH 110 CIEAYIOMMM OCHOBAHUSM.

B coorBercTBHHM ¢ NOANMYHKTOM «a» OyHKTa 19 IlpaRun Ans JeKapcTBEHHBIX
IIpEnaparoB HUXKHECPEAHEro neHoBoro cermenta o 500 pyOneit (BKIIOYHTENBHO) - B
cllyyae YBeJMYEHHS NEH Ha CHIPbE M MATephaibl, HCHONb3yeMble MU [POH3BOLCTBE
KOHKpPETHOIO JIEKAPCTBEHHOTO Mpenapara, a TakKe HAKIaJHBIX PacXOdOB, KOTOpHIE
B PaBHOH CTENEHH BIHMAIOT HA YPOBEHb 3aPErNCTPHPOBAHHEIX HEH HA BCE JIEKAPCTBEHHEIE
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IpenaparTsl, OTHECEHHEIE K  OJHOMY  MEXIYHapOJAHOMY  HENATeHTOBAHHOMY
HaUMEHOBAHHUIO, HO HE BhHIIE YPOBHI (akTHUeckod HHQISIUUH HpeAmecTBYIOMIETO
KQJIEHJAPHOTO Tofa ¢ YYE€TOM IPOTHO3WPYEMOIO YPOBHA UHGIALMH TEKYIIETo rofa,
YCTAHOBJIEHHOTO (heiepaIbHBIM 3aKOHOM O (efiepanbHOM OHOIKETe Ha COOTBETCTRYFOIIUM
(pUHAHCOBBIN IO U IUTAHOBHIA NEPUOS.

B pamxax nposefeHns SKOHOMUYECKOTO aHann3a DeaepanbHOM aHTUMOHONONBHOM
cnyx00l HampaBlIeHBl 3alpOoCHl BCEM IPOH3BOAUTENAM JICKAPCTBEHHOTO Npenapara
(MHH - HucynuH-u30haH [HejloBedecKHH TIeHHO-UHXKEHEPHBIH]) 0 Haanuuy uiu
OTCYTCTBMHM pOCTa ILIEH HAa CHpbE, HEOOX0AUMOE NpPU IMPOH3BOACTBE JTAHHOTO
JICKapCTBEHHOTO IIpenapara.

ITpu amamuse npexacrasieHHslx B MAC Poccuu NaHHBIX pOCT IIEH Ha CHIPEE,
UCIIONB3yeMOEe IIPH ITIPOM3BOACTBE BBILIEYKA3aHHOTO JIEKAPCTBEHHOro MNpemnapara,
KOTOPbIE B PABHOM CTCHEHM HOBIMAT HA YPOBCHR 3aperUCTPUPOBAHHBIX L€H Ha BCe
JIEKapCTBEHHBIE [Ipernaparsl, OTHECEHHBIC K  OIHOMY MEXayHapOgHOMY
HEeIaTeHTOBAHHOMY HAaMMEHOBAHHIO, HE BBIABIIEH.

B cBA3M ¢ BBIIIEN3JIONKEHHBIM, B COOTBETCTBHM C MOMAIIYHKTOM «B» IyHKTa 13
IlpaBun mnpeBBINICHHE IIPEACTABICHHON 1A TOCYJapCTBEHHONW pPErucTpanuu Wil
nepeperucTpaluy NpefedsHOM OTIYCKHOH UCHB! NPOM3BOAUTENS HA JEKapPCTBEHHBIMH
npenapar Haj LEHOW, paccUMTAaHHOM B COOTBETCTBUM ¢ Meroaukoii, sBnsgercs
OCHOBAaHMEM [N OTKa3a B COMIAZCOBAHMM TOCYAAPCTBEHHOHM perucTpauyu Win
NepEeperucTpauun NpeaenbHOM OTIYCKHOW LEHBl NPOM3BOAUTENS Ha NeKapCTBEHHBIH
Ipernapar.
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