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PEHIEHUE
00 OTKa3e B COIIACOBAHMH IIPEASNBHBIX OTITYCKHBIX LeH POU3BOAMTEIEH
Ha JICKapCTBERHEIC TIPENapaThl, BKIIOYEHHEIE B TIEpedCHb XU3HEHHO HEOOXOMMMBIX
U Ba)KHeHIIMX JIEKAPCTBEHHEIX NPEIIAPaTOB

B coorBercTBuu ¢ nynkramu 8 u 21 IlpaBun rocynapcTBeHHOH perucTpanuu u
NepeperucTpaliy yCTAHABINWBAEMEIX IPOM3BOIUTENAMU JIEKAPCTBEHHEIX TIPEMApaToB
IIpeaeNbHBIX OTIYCKHEIX IEH Ha JIEKapCTBEHHEBIC NPENaparsl, BKIIOYCHHBIE B MEPEUEHb
KVU3HEHHO HEOOXOAMMEBEIX M BaXKHEHIIMX JEKapCTBEHHEIX IPENaparoB, YTBEPKACHHBIX
nocradoBneHueM IlpasutenscrBa Poccuiickoit ®enepammm or 29.10.2010 Ne 865,
dexepanbHas aHTHMOHONOABHAS cmyx6a paccMoTpela AOKYMEHTH!, NpeaCTaBICHHEIE
IIACBMOM Mun3apasa Poccun OT 23.03.2016 No 20-4-4007332-c,
¥ TIpUHAIa pelneHHe o6 oTKaze B COIMIACOBaHUM TIPECHBHOM OTIIYCKHOM IEHE,
OpeACTaBICHHON 11 MepeperucTpariuy, AepKATelb WIKM BIaJeien PErucTpardoHHOro
yaocroBepenus - Papmanesruueckuii 3aso1 « [IOJIbBPAPMA» AO (Tloaswma); np., meps.
yn. - ®apmanerruaeckuit 3apon «I[IOJIbGAPMA» AO (llonpma); Brop. yiL, BEIL K. -
OAQ «Axpuxun» (Poccus) Ha cinenyiomuil NeKapCTBEHHEIN Ipenapar, BIIIOUEHHEIN B
nepeueHb XKU3HEHHO HEOOXONMMEBIX U BKHEHINNX JTEeKapCTBEHHBIX MIPENaparos:

Huakap6 (MHH — Auerazonamun), Tabnetku, 250 mr, 10 wr, - 6nucreps (3) —
[IAYKY M3 KapToHa B pasmepe 205,45 py6.

[IpenenpHad OTIYCKHAad UEHA HA YKA3AaHHHEN JEKAPCTBEHHHIM upenapar He
COINAaCOBEIBAETCA 10 CAEMYFOIIUM OCHOBAaHUSM.

IIpu mposesenuy 3koHOMUYecKkoro aHamuza PAC Poccuu BHIABIEHO, YTO POCT
Kypca HallAOHANLHOH BaMOTH rOCyJapcTBa-TIPOM3BOJUTENS JIEKAPCTBEHHOTO Mpenapara
K pyGmro (DOJBCKME 310THIM) 3a mepuox c€o AHA NOCHEAHEH mepeperucTpanuy
NpeAeNbHOM OTIYCKHON LEHS! IPOM3BOJMTENA Ha JICKAPCTBEHHBIH Mpenapar A0 JaThl
NOJa4YM JOKYMEHTOB Hd €€ OUEpeJHYI0 [EpPEPETHCTPallMi0 He  IIPEBHINAeT

LN

2016-33166(2)

182835




2

IPOTHO3UPYEMEI YPOBEHb WH(QIAUMH TEKYIIEero roja, yCTaHOBICHHBIM (eaepalbHBM
3aKOHOM 0 theepaibHOM GIOMKETe HAa COOTBETCTBYIOIMH (UHAHCOBEIH rOX U IUIAHOBBIN
MEpHOL, YTIO MPOTHBOPEYHMT MYHKTY 23 MeToAuxku pacueTa YCTAHABIHMBACMEIX
NpOU3BOAMTENAMH JCKAPCTBEHHBIX IIPENApaToB IIPEJENbHBIX OTIYCKHBIX IIeH Ha
JNeKapCTBCHHBIE IPENapaTrsl, BKIIOYEHHBIE B INEPEYCHb MKUBHEHHO HEOOXOAMMEIX M
BAXKHEHIIHX JIEKAPCTBEHHBIX NPEnaparos, [PH WX TOCYRApCTBCHHON PperucTpalyud u
nEpeperucTpaliy, yTBepXAeHHON mnocTtaHoBienueM IlpaBurensctBa Poccuiickoi
Deneparmu ot 15.09.2015 Ne 979 (nanee — Meroznuka).

B cB43M ¢ BHIOEH3NOKEHHBIM, B COOTBETCTBUH C IOANYHKTOM «B» IyHKTa 13
IIpaBun mpeBhIICHHME MPEACTABIAEMOM JUIA TOCYJApCTBEHHOM pPErncTpalMi  HWIH
nepeperucTpaudy MpeacNbHON OTHYCKHOM LEHSI IPOU3BONUTENA HA NEKAPCTBEHHEINR
npemapar Hal LEHOH, pacCuMTaHHOM B COOTBETCTBHM ¢ Meronuxol, sBIsgeTcs
OCHOBaHHMEM U1 OTKa3a B COIIACOBAHMH TOCYJApCTBEHHOM pPerucIpalyH IpeaeinbHOM
OTITY CKHOM [I€HEI ITPOU3BOMNTENA Ha JIEKapCTBEHHBIN npenapar.
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