PEILIEHUE

00 OTKa3e CoInacoBaHUU MMPCACIIbHBIX OTITYCKHBIX IICH HpOHBBOHHTeHeﬁ
Ha JICKaApCTBCHHLIC ITpC1IapaThbl, BKIFOYCHHBIC B IICPCUCHDL ) KU3HCHHO HGO6XOI[I/IMBIX
1 BaXKHEHUIITNX JICKAPCTBCHHBLIX IIPCIIaAPaTOB

B coorBercTBMM € NYHKTOM &8 W TOANYHKTOM «B» IyHKTa 19 IlpaBun
rocyIapCTBEHHOM perucTpanuu u nepeperucTpanuu yCTaHABIMBAEMBbIX
MPOU3BOJUTENSIMU JICKAPCTBEHHBIX TIPEMApPATOB MpPEACNIbHBIX OTHYCKHBIX II€H Ha
JIEKapCTBEHHBIE TMpenapaThl, BKJIIOUEHHBIE B IEPEUYCHb >KU3HEHHO HEOOXOAUMBIX U
BOXHEWIINX  JIEKAPCTBEHHBIX  MPEMApaTroB,  YTBEPKIAEHHBIX  MOCTAHOBJIECHUEM
[TpaButensctBa Poccuiickoit deneparuu ot 29.10.2010 Ne 865 (manee - Ilpasuia),
denepanpHas aHTUMOHOMOJbHASI CIY»K0a paccMoTpesia JOKYMEHTbI, MpPEACTaBICHHBIE
nucbkMoM MunsapaBa Poccun ot 28.02.2017 Ne 20-4-4037038-c, u mpuHsIa perieHue
00 OTKaze B COMIACOBAHMM MPEACTBHOM OTIYCKHOW LIEHBI, 3asBICHHON Ha
IIEPEPETUCTPALMIO, HA CIEAYIOUIMM JIEKAPCTBEHHBIM IIperapar JAepiKarens WIH
BIIQJIeNIblIa PETHCTPALIMOHHOTO YIOOCTOBEPEHUsI JeKapcTBeHHOro mpemnapara OO0
«Aromm» (Poccus), mpousBojctsa (Bce ctagun) OO0 «O30n» (Poccust), BKIIIOUCHHBIN B
nepeyeHb KU3ZHEHHO HEOOXOIUMbIX M BaXKHEUILINX JIEKAPCTBEHHBIX MPENapaToB:

Oybuwmumman (MHH — AmuHoduunH), pacTBOp il BHYTPUBEHHOTO BBEICHUS,
24 wmr/mn, 10 ma - amnoynsl (5) - yHakoBKM SYEMKOBBIE KOHTYpHbIE (2) - Tauyku
KapTOHHbIE / B KOMIUIEKTE C HOXOM aMMYJIbHBIM WM CKapU(PUKATOPOM, €CIU
HEO0OXO0IUM JIJIsl aMITyJI JAaHHOTO THUIIa /, B pazmepe 95,68 pyo.

[IpenenbHass OTIyCKHAs LI€HA HA YKa3aHHbBIA JICKAPCTBEHHBIM IIpEnapar He
COIIACOBBIBAETCS O CIEAYIOIIMM OCHOBAaHHUSM.

Ha ocnoBanuu nmynkra 10 [TpaBui B niensix yTOUHEHUS CBEACHUMN, COACPKAIIUXCS
B TPEACTABICHHBIX JIOKYyMEHTaX, W TMOJY4YCHHUS JOIMOJHUTEIbHON HEe00X0auMoi
uHbOpMAIMN TPOU3BOAUTENIO YKa3aHHOTO JiekapcTBeHHoro npenapata ®AC Poccun
HanpasiieH 3anpoc ot 14.03.2017 Ne AK/16073/17.

OteBer OO0 «O308» (Poccus), HanmpaieHHbl tucbMoM oT 22.03.2017 Ne 81,
COJEP’KUT HEMOJHYI0 MH(POPMALIUIO, @ UMEHHO MPOU3BOIUTENIEM MPEICTABICHBI HE BCE
KOMHUM TOBApPHBIX HAKIAIHBIX 3a NEPUOJ, HCTEKIIMHA CO JHA TOCYIapCTBEHHOMN
peructpauuu (mepeperucTpanuu) MpeieabHOl OTIYCKHOW IIEHbl Ha BBIIICYKa3aHHbBIN
JIEKApCTBEHHBIN MpeEMnapar Mo Jary MOoAa4yy 3asBJICHHS O Iepeperucrpaun B MuH3pas
Poccum.

Kpome Toro, B mpencraBienHom OOO «O3on» (Poccus) peectpe oTrpy3ok u
KONMSX TOBAPHBIX HAKIAAHBIX Ha pPAx No3unud PenepaibHOM AHTUMOHOIIOJIBHOU
CIIy>k0OW BBISIBIECHO HECOOTBETCTBHE YKAa3aHHBIX JaT M KOJMYECTBA OTIPYKEHHOTO
JIeKapCTBEHHOT0 mpemnapara «JyQuuinH», B CBA3M B YEM IPOBECTH SKOHOMHYECKHIA
aHaJIN3 3asBJICHHOM K PETrUCTpallMd LIEHbl B COOTBETCTBHUM C MeTonukou pacuera
YCTAaHABIMBAEMBIX IPOU3BOAMTENAMH JIEKAPCTBEHHBIX MPENapaToB MNpeaeiabHBIX
OTIIYCKHBIX IIEH Ha JICKAPCTBEHHbIE IPENaparhbl, BKIIOYECHHbIE B MEPEUYCHb >KMU3HEHHO
HEOOXOIUMBIX M BaKHEHIIMX JIEKAPCTBEHHBIX IPENaparoB, MPU UX TOCYAAPCTBEHHON
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peTUCTpalliil M TMEePEepEerucTpaluy, yYTBEPKICHHON MOCTaHOBIeHUEM I[IpaBuTenbcTBa
Poccuiickoit ®enepaniun ot  15.09.2015 Ne 979 (mamee — Meroauka), He
MPEJICTABIISCTCA BO3MOXKHBIM.

B coorBerctBUM ¢ moamyHKTOM «0» myHkTa 13 IlpaBun mnpencraBieHue
JIOKYMEHTOB B HETIOJITHOM 00BbeMe M (HMJIM) HETIOJIHOTA COASP KAIINXCS B HUX CBEIACHUMH, a
TaKK€ B COOTBETCTBHM C TMOANYHKTOM «B» myHKTa 13 IlpaBun mnpeBbllieHUE
MPEACTABICHHOW JUII  TOCYJHAPCTBEHHOM PETHCTPAlUM WM  [EPEPETHCTPALNU
IIPEAEIIBHON OTITYCKHOM IIEHBI MPOU3BOAUTEIIS HA JICKAPCTBEHHBIN MIPENapar HaJ LEHOMH,
pacCUUTaHHOW B COOTBETCTBUM C METOAMKOM, SBJISIETCSI OCHOBAaHWEM JUIsl OTKas3a B
COITIaCOBAHUM  TOCYJAPCTBEHHOW PETHCTPAllUM  MPEACIbHBIX  OTIYCKHBIX II€H
MIPOU3BOAMUTENS HA JICKAPCTBEHHBIN Mpenapar.

A.b. Kamesapos
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