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I 1O LA s AU 25T

Ha Ne oT

PEHIEHUE
00 oTKa3e B COMTacOBaHUH IPeENIbHBIX OTIIYCKHBIX IIeH TPOU3BOAUTENIeH
Ha JIeKapCTBEHHbIE Mpenaparbl, BKIIIOYEHHbIE B IEPEeYeHb JKU3HEHHO HEOOXOAUMBIX
¥ BayKHEMILIMX JIeKapCTBEHHBIX NperapaToB

B coorBeTcTBUH ¢ MyHKTOM 6 IIpaBui rocy1apcTBEHHOM perucTpaumy rpeaebHbIX
OTIYCKHBIX LE€H MpOM3BOAMTENEH Ha JIEKapCTBEHHbIE [Iperaparbl, BKIIOYEHHBIE B
epeueHb JKU3HEHHO HEOOXOAMMBIX M BaXXHEHIIMX JIEKAPCTBEHHBIX IpEIaparos,
yTBepKIEHHbIX rnocraHoBineHueM IlpaBurensctBa Poccuiickoit ®enepauuu  or
29.10.2010 Ne 865, ®enepanbHas aHTUMOHOIONbHAS CIIy’K0a paccMoTpena JOKyMEHTHI,
npexacraBieHHble nucbMoM MunsznpaBa Poccun ot 28.09.2015 Ne 20-4-492689-c, u
NpuHsUIa pelleHWe 00 OTKa3e B COMIACOBAHMM IpEJEeNbHBIX OTHYCKHbIX LeH 3AO
«SpocnaBckas  (apmaneBTHUECKas! ¢abpuxka»  (Poccusi)  3agBieHHBIX ~— Ha
MepeperucTpaluio B COOTBETCTBUHU C MOAMYHKTOM «a» myHKTa 14 IlpaBun (n3Menenue
IIeH Ha ChIpbe M MaTepHalibl, a TAaK)Ke U3MEHeHHe HaKJIaJHBIX PacXo/l0B) Ha CleAyIOLIne
JeKapCTBEHHBbIE Ipenaparbl, BK/IIOYEHHBIH B IepedyeHb JXKU3HEHHO HEOOXOIMMBIX H
BaKHEHILIMX JIeKapCTBEHHBIX MPEeNaparos:

1. Camuumnonas kuciora (CanuuunoBasi KuCIOTa), pacTBOpP JJIsl HApY)KHOTO
npuMeHeHus [ciuproBoii], 2 %, 40 ma - ¢uiakoHBl TEMHOro cTekna, B pasmepe 12,26
pyObaeit.

2. CamununoBasi kucinora (CanuumiuoBasi KHCJIOTa), pacTBOP JUISL HAPYXKHOTO
npuMeHeHus [cniuproBoii], 1 %, 40 mn - ¢makoHBl TeMHOro creknia, B pasmepe 12,15
pyonei.

3. Canunmnoas Ma3s (CanuuuiioBas KMCIIOTa), Masb JUISl HAPYKHOTO MPUMEHEHHS]
2%, 251t - GaHKKH TEeMHOTO cTekia, B pazmepe 18,28 pybneii.

[IpenenbHbIe OTIYCKHBbIE LEHbl HA YyKa3aHHbIE JIEKAPCTBEHHBIE IIperaparbl He
COITIaCOBBIBAOTCS T10 CJIEYIOLIMUM OCHOBAHUSIM.
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[Ipy ananu3e MpeACTABIEHHBIX JIOKYMEHTOB  YCTaHOBJIEHO, YTO  pOCT
3aperMCTPUPOBAHHBIX OTIIYCKHBIX LI€H Ha BbIIICYKa3aHHBIE Ipernaparbl 3asBieH
npousBoauTeneM B pasmepe 12,2%, mnpu 3TOM, W3 pacyeToB BEJIUYMHBI YIOPOXKAHMUS,
NpPEACTABIEHHBIX  MPOU3BOJUTENEM  CIEAyeT, YTO  (PAKTUYEeCKOe  yBelUYeHHe
3aperiCTPUPOBAHHBIX OTHYCKHBIX I1I€H Ha YKasaHHbIE Npernaparbl COCTaBISIET MEHee
12,2%.

B coorBeTrcTBHM ¢ INOANYHKTOM «B» nyHkta 11 IlpaBun 1peBsllieHHe
MpeACTaBleHHOW IS TOCYAapCTBEHHOM PpEerucTpaluy NpeIeibHOM OTIYCKHOM LIEHBI
MPOM3BOAMTEISI HA JIEKAPCTBEHHBIH Ipenapar Hajl LeHOMH, pacCYMTaHHON B COOTBETCTBHU
C METOIMKOM, SIBJIISIETCS OCHOBAaHHEM JUIsi OTKa3a B COIVIACOBaHMM IOCYAapCTBEHHOM
PEruCTpaliMi IIpe/ebHON OTIYCKHOM LeHbl IPOM3BOJMTENS HA JIEKAPCTBEHHBIN
npenapar.
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