MuHUCTEPCTBO 31paBOOXPAHEHUS
Poccniickoit denepannn

PaxmanoBckuii niep., 1. 3/25,
. Mockaa, I'CII-4, 127994

PEIIEHUE
00 OTKa3e B COIIACOBAHMHM MPEAEIIbHBIX OTIYCKHBIX LIEH IPOU3BOAUTENIEH
Ha JICKapCTBEHHbIE MTPENaparhl, BKJIOYEHHbIE B IEPEUEHDb KU3HEHHO HEOOXOIUMbIX
Y BOKHEWIINX JIEKAPCTBEHHBIX MPENAPATOB

B coorBerctBuu ¢ myHkramu 8 u 21 IlpaBun rocymapcTBEHHOM perucTpanuu u
MEPEPETUCTPALIMM YCTAHABIMBAEMBIX ITPOU3BOAUTENSIMU JIEKAPCTBEHHBIX IPENApaToB
MPEACIIbHBIX OTIYCKHBIX LIEH Ha JICKAPCTBEHHbBIE MPENapaThl, BKIOYEHHBIE B NIEPEUCHb
’KU3HEHHO HEOOXOAMMBIX U BOKHEHMIIHUX JIEKAPCTBEHHBIX MPENapaToB, YTBEPKIACHHBIX
nocranoiienneM [IpaButensctBa Poccuiickoit @eaeparuu ot 29.10.2010 Ne 865 (nanee
- IlpaBuna), denepanbHas aHTUMOHOIMOJBHAS CHyk0a paccMoTpena JOKYMEHTHI,
npeacTaBieHHble nmucbMoM MunsnpaBa Poccun ot 02.03.2018 Ne 20-4-4063579-c, u
NpUHSAJIA pelIeHre 00 OTKa3e B COMTACOBAaHUH MPEACTbHBIX OTITYCKHBIX II€H, 3asBICHHBIX
Ha MEePEePEruCTPaLUIO epKATEIEM WM BIAJEIbLUEM PETUCTPALMOHHOIO YI0CTOBEPEHUS
nekapctBeHHoro mnpenapara PI'YII «MockoBckuil sHIOKpUHHBIA 3aBoa» (Poccus),
MPOU3BOJCTBO TOTOBOM sekapcTBeHHOU (popmbl DTUDAPM (Dpanuus), nepBuyHas u
BTOpUYHAsl yNAaKOBKAa, OpraHU3allMs, OCYIIECTBISIONAs BbITYCKAIOMUNA KOHTPOJb
kagyectBa DI'YII «MockoBckuit »HAOKpUHHBIN 3aBoa» (Poccust), Ha cremyromnue
JIEKapCTBEHHBIE IMpenaparbl, BKJIIOYEHHbIE B IEPEYCHb >KU3HEHHO HEOOXOIUMBIX U
BaYKHEWIIINX JIEKAPCTBEHHBIX MPENAPATOB:

1. Mopduna cynsdpar (MHH — Mopdun), kancyinbl NpOJIOHTUPOBAHHOTO
nevicteus, 100 mr, 10 wWT., - ymakoBKH STYEUKOBBIE KOHTYPHBIE (2) - MAYKH KApPTOHHBIE, B
pasmepe 3373,20 py0.

2. Mopduna cymepar (MHH — Mopdun), kancynasl MTpOJTOHTHPOBAHHOTO
neuctBud, 60 mr, 10 T, - YIakOBKH SIMEUKOBBIE KOHTYpPHBIE (2) - MaYKW KAPTOHHBIE, B
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pazmepe 2204,80 pyo.

3. Mopduna cynepar (MHH — Mopdun), Kancynsl ITpOJTOHTHPOBAHHOTO
nevictBud, 30 mr, 10 mT., - yMakoBKU SYEHKOBBIE KOHTYPHBIE (2) - MauKu KapTOHHBIE, B
pasmepe 1178,30 py0.

4. Mopduna cynmppar (MHH — Mopdun), kamncyiabl HpOJTOHTHPOBAHHOTO
nevcteus, 10 mr; 10 wT, - yNakoBKU STYEHKOBBIE KOHTYpPHbIE (2) - Ma4Kd KapTOHHBIE, B
pazmepe 723,90 py0.

[IpenenbHble OTMYCKHBIE 1I€HBI HAa YyKa3aHHBIE JIEKAPCTBEHHBIE IMpernaparbl He
COIIACOBBIBAIOTCS I10 CJIETYIOUIUM OCHOBAHUSIM.

[Ipu mnpoBeneHUM HSKOHOMHUYECKOTO aHaju3a Ha JIEKapCTBEHHBIM Mpemnapar
«Mopduna cynedpar» (MHH — Mopdpun) ®AC Poccun BBISBIEHO, YTO POCT Kypca
HAIlMOHAJIBHOW BaJIOThl TOCYJApPCTBA-MPOU3BOAUTENS JIEKAPCTBEHHOIO Ipenapara K
pyOmao (eBpo) 3a mepuox €O JHS TOCJEAHEH perucTtpanuu (IMepeperucTparium)
MpeeTbHON OTIMYCKHOM IIEHbl MPOU3BOAMUTENS Ha JICKAPCTBEHHBIA Tpemapar 10 J1aThl
Mola4yu  JOKYMEHTOB Ha €€ OYepeAHYH [MEpEeperucTpauyi0 He  IPEBBIIIAET
MPOTHO3UPYEMBIN YPOBEHb MH(IALNU TEKYIIETO TO/a, YCTAHOBIEHHBIN (hemepanibHbIM
3aKOHOM O (eiepaibHOM OIOMKETE Ha COOTBETCTBYIOMIUN (DMHAHCOBBIN IO/ U TIAHOBBIN
MEpUOJl, 4YTO TMPOTUBOPEUUT MYHKTY 23 MeToauku pacuera YCTaHABIMBAEMbBIX
MPOU3BOAUTEISIMUA  JICKAPCTBEHHBIX IMPENapaToB MPEACNIbHBIX OTIMYCKHBIX II€H Ha
JIEKAapCTBEHHBIE TMpenapaThbl, BKIIOUECHHbIC B TMEPEUYCHb KU3HEHHO HEOOXOIUMBIX U
BOKHEUIIINX JIEKAPCTBEHHBIX MPENapaToB, MPU HX TOCYAAPCTBEHHON pETUCTpaAlU U
IEpEPETUCTPAlMU, YTBEPKICHHOW nocTaHoBieHneM [IpaButenscTtBa Poccuiickon
®denepanuu ot 15.09.2015 Ne 979 (nanee — Metoauka).

B cBsi3M C BBINIEU3TI0KEHHBIM, B COOTBETCTBUU C TMOAMYHKTOM «B» IyHKTa 13
[IpaBun mnpeBbIIEHUE TMPEICTABISEMON Ji TOCYJApCTBEHHON pErucTpaiud Hid
NEepeperucTpaluy MNpeaeibHOW OTITYCKHOW II€HbI MPOW3BOAMTENS Ha JIEKApCTBEHHBIN
npenapar HaJ I[E€HOW, pPAaCCYNTAHHOM B COOTBETCTBUM C METONMKOM, SIBIAETCS
OCHOBAaHHUEM ISl OTKa3a B CONIACOBAHUM TOCYAAPCTBEHHOM pPETUCTpPAlUM MPEAeabHON
OTITYCKHOM II€HbI TPOU3BOAUTEINS HA JIEKAPCTBEHHBIN Mpenapar.

P.A. IlerpocsH

E.C. Jlamuna,
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