PEHIEHUE
00 OTKa3e B COITIaCOBAHMM MPEIEIIbHBIX OTITYCKHBIX LIEH MPOU3BOIUTENEH
Ha JIEKapCTBEHHBIE [TPENapaThl, BKJIOYECHHBIE B IEPEUEHDb KU3HEHHO HEOOXOIUMBIX
Y BOKHEWIINX JIEKAPCTBEHHBIX MPENAPATOB

B coorBercTBuM ¢ myHkTtamu 8 u 21 IlpaBun rocynapCTBEHHOM pErucTpanvii U
MEepEPErucTpali yCTAHABIUBAEMbIX IPOU3BOJUTEISAMHU JIEKAPCTBEHHBIX IMpenapaTroB
MpEACIIbHBIX OTIYCKHBIX LIEH Ha JICKAPCTBEHHbBIE MpENapaThl, BKIOYEHHBIE B MEPEYEHb
KU3HEHHO HEOOXOAMMBIX M BaXXKHEHIIMX JIEKAPCTBEHHBIX MPENaparoB, yTBEPKIACHHBIX
nocranoBiienneM IlpaBurensctBa Poccmiickonr @Pepepanuu ot 29.10.2010 Ne 865,
®denepanbHas aHTUMOHONOJBHAS CIIy>)k0a paccMOTpesia JTIOKyMEHTBI, MPEICTaBICHHbIE
nucbMoM Munznapasa Poccuu ot 01.11.2016 Ne 20-4-4024998-c, u npuHsiia pernieHue oo
OTKa3€ B COMIACOBAHMUU MPEJICTABIIEHHBIX Ha MEPEPETUCTPALUIO PEIEIbHBIX OTIYCKHBIX
neH mpousBogutens (Bce cramuu) «Mrandapmako C.m.A.» (Urtanus), Ha ciexyromuii
JIEKapCTBEHHBIN Mpernapar, BKJIIOYEHHbIA B IMEPEUYCHb >KU3HEHHO HEOOXOAMMBIX W
BaYKHEWIIINX JIEKAPCTBEHHBIX MPENAPATOB:

I'emanakcan (MHH — OHokcanmapuh), pacTBOp MJis TOJKOKHOTO BBEIACHUA,
10 teic.anTu-Xa ME/mi1, 0.400 mi1, - mmpuilbl ¢ yCTPOWCTBOM 3aIIUTHI MBI (6) - mavyka
KapToHHas, B pazmepe 1226,32 py0.

[IpenenbHass OTIyCKHAasE L€HA HA YKa3aHHbIA JICKAPCTBEHHBIA IIpeEnapar He
COIIACOBBIBAETCS MO CIEAYIOIIMM OCHOBAaHHUSM.

[Tpn nposenennn skoHOMUYeckoro aHanmza GAC Poccuum BBISIBIEHO, YTO POCT
Kypca HallMOHAJIbHOW BAJIIOTHI TOCYIapCTBA-IPOU3BOAUTEINS JIEKAPCTBEHHOTO Mpernapara
K pyOsTto (€BpO) 3a Mepuoj co AHS MOCIETHEN perucTpaluy IPeaebHbIX OTIMYCKHBIX IIEH
MPOU3BOJUTENS HA JIEKAPCTBEHHBIM mpemapar A0 JaThl MOAayud JOKYMEHTOB Ha €€
OYEPEIHYIO MEPEePErucTPalii0 He MPEBBIINIAECT MPOrHO3UPYEMBIM YpOBEHb HHQIISLIMU
TEKyUIero Tojla, YCTAHOBJIEHHBIN (efepadbHbIM 3aKOHOM O (efepalibHOM OrO/KETe Ha
COOTBETCTBYIOLIUI (DMHAHCOBBIN IO ¥ TUIAHOBBIN MEPUOT, YTO MPOTUBOPEUUT IMYHKTY 23
Meronuku pacuera yCTaHABIMBAEMbBIX MPOWU3BOAMUTEIISIMU JIEKAPCTBEHHBIX IpENaparoB
MPEACIIbHBIX OTIIYCKHBIX LIEH Ha JIEKAPCTBEHHBIE IpENapaThl, BKIOYEHHBIE B MEPEYEHb
KU3HEHHO HEOOXOIMMBIX M BaXKHEWUIIUX JIEKAPCTBEHHBIX IMpEnaparoB, MpU HUX
rOCyJapCTBEHHOW PETrMCTpaluy U IMEPEPErucTpaluy, YTBEPKIACHHOW MOCTAaHOBJICHHEM
[TpaButenncTBa Poccuiickoit @enepanun ot 15.09.2015 Ne 979 (nanee — Meronuka).

B CBA3M C BBIIEU3IIOKEHHBIM, B COOTBETCTBUHM C MOJITYHKTOM «B» ITyHKTa 13
[IpaBry1 TpEBBIIEHHE MNPEACTABISIEMON ISl TOCYNAPCTBEHHOW PErUCTpalvy WU
NEePEPETUCTpali MPEAEIbHOW OTIYCKHOM II€Hbl MPOU3BOJIMTENS Ha JIEKAPCTBEHHBIM
rpenapar HaJ LEHOW, pPAaCCYATAHHOM B COOTBETCTBUM C METOOUKOW, SBIAETCS
OCHOBAHHMEM ISl OTKa3a B COMNIACOBAHWU TOCYIApCTBEHHON pErucTpaluy MNpefebHOU
OTITyCKHOM LIEHBI MPOU3BOAMUTENS HA JIEKaPCTBEHHBIN Mpenapar.
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