PEHIEHUE
00 OTKa3e B COIIaCOBaHUH MPEAETbHBIX OTIYCKHBIX IIEH MTPOU3BOAUTENCH
Ha JICKapCTBEHHbIE MTPENaparhl, BKJIOYECHHBIE B IEPEUEHDb KU3HEHHO HEOOXOIUMBIX
Y BOKHEWIINX JIEKAPCTBEHHBIX IPENAPATOB

B coorBerctBun ¢ myHktamu 8 u 21 IIpaBun rocynapCTBEHHOW pErMCTpallM U
NEepPEeperucTpaluy yCTaHABIMBAEMbIX MPOU3BOAUTENSIMU JIEKAPCTBEHHBIX IpENapaToB
NpeebHbIX OTIYCKHBIX II€H Ha JIEKAPCTBEHHBIE Mpenaparbl, BKIIOUEHHbIE B NIEPEYEHb
’KU3HEHHO HEOOXOAMMBIX M BaKHEMILMX JIEKAPCTBEHHBIX IPENAapaToB, YTBEPKICHHBIX
nocranoBiieHreM [IpaBurensctBa Poccuiickoit deneparuu ot 29.10.2010 Ne 865 (manee
- IlpaBuna), ®enepanpHas aHTUMOHOIIOJbHAS CIyXk0a paccMOTpena JIOKyMEHTHI,
npeacTaBieHHble nmucbMoM MunsapaBa Poccun ot 31.10.2017 Ne 20-4-4054042-c, u
NpUHSAJIA penieHre 00 OTKa3e B COMIACOBAHHMM IMPENEIbHBIX OTIYCKHBIX LIEH JEprKaTeto
WIM BIAJENbIly PETUCTPAMOHHOIO YIOCTOBEPEHUS JIEKapCTBEHHOIO IIpernapara
Mepunr-Ilnay Jlabo H.B. (benbrus) (mpou3BOACTBO TOTOBOM JIEKapCTBEHHON (HOPMBI U
nepsuyHas ymnakoBka lllepunr-Ilnay Jlabo H.B. (benbrusi), BropuuHas ynakoBka H
OpraHu3alys, OCyLECTBIISIONAs BhITYCKaOMMUM KOHTPoiab KadectBa AO «AKPUXMH»
(Poccust)), Ha cnenyroue JEKapCTBEHHbIE IMpenaparbl, BKIIOYEHHbIE B IE€pPEYEHb
YKU3HEHHO HEOOXOIUMbIX M BAXKHEUILINX JIEKAPCTBEHHBIX MPENapaToB:

1. Hazonekc (MHH — MowmeTa3on), crpedl HazaJIbHBIM 103UpOBaHHBINA, 50
MKr/m03a, 10 1 ¢utakonsl (1) - mauku kapToHHBIE, B pazmepe 393,17 pyo.
2. Hazonexkc (MHH — MomMeTa3oH), crpeil HazaldbHbIA J03UpOBaHHBINA, S0

MKr/no3a, 18 r gnakonsi (1) - mauku kapToHHbIe, B pazmepe 709,69 pyo.

[IpenenbHble OTIYCKHBIE IIEHBI HA YKa3aHHBIE JICKAPCTBEHHBIC IpENaparbl HE
CONNIACOBBIBAIOTCS IO CJIELYIOIIUM OCHOBAHUSM.

B coorBerctBun ¢ nyHktom 10 IIpaBuim B 1Hensix YTOYHEHHS CBEACHMIA,
COEpKAIIMXCS B IPEACTABIEHHBIX JOKyMeHTax, {deaepanbHOM aHTUMOHOIIOJIBHOU
ciry»0oit ObL1 HanpasieH 3anpoc oT 21.11.2017 Ne AK/81168/17.

B npezaenax ycTaHOBIEHHOIO CPOKa 3alpoOIICHHAs TIOKYMEHTaIbHO O(OpMIICHHAs
uH(popmanus B otBeT Ha 3anpoc ®AC Poccum He noctynuna.

B cBA3M C BBIIEU3TIOKEHHBIM, B COOTBETCTBUM ¢ nyHKTOM 10 IlpaBun
HEIPEACTABICHUE B MPEAENaxX YCTAHOBICHHOIO CpPOKa 3aIllpPOLIEHHON JIOKYMEHTAJIbHO
opopmieHHOW HHPOPMALIUK SIBISIETCS OCHOBAaHUEM [UIsi OTKa3a B CONIACOBAaHUU
rOCy/IapCTBEHHON pETruCTpalui MPEIETbHOM OTIYCKHOM LEHbl NPOU3BOAMTENS Ha
JIEKapCTBEHHBIM IIpernapar.

A.B. KammeBapos
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