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

B coorBerctBMM ¢ mnyHKTOM &8 IIpaBHJI TOCYmapCTBEHHOW PpETUCTPALMHU U
NEePEePETUCTpaIlMi YCTaHABIMBAEMbIX TPOU3BOAUTENSIMU JIEKAPCTBEHHBIX IPenapaToB
IpelleJbHBIX OTIYCKHBIX LIEH Ha JIEKapCTBEHHBIE Mpenaparbl, BKIIOUYEHHbIE B MEPEUYCHb
’KU3HEHHO HEOOXOIUMBIX W BaXKHEHIIMX JIEKAPCTBEHHBIX IpPENapaToB, YTBEP>KICHHBIX
nocraHoyiennueM IIpaBurennscTBa Poccuiickoit @enepanuu ot 29.10.2010 Ne 865 (nmanee
- IlpaBuna), ®enepasbHas aHTUMOHOIOJBHAS CIYyXKO0a paccMoOTpesia JOKYMEHTHI,
npeacTaBieHHble ucbMaMu MunzapaBa Poccun ot 24.05.2017 Ne 20-4-4043914-c, ot
05.06.2017 Ne 20-4-4043914-nom, w mpuHsAia penieHue o0 OTKa3e B COMIACOBAaHUU
MpPEAEIbHON  OTIIYCKHOM LE€HBbI, 3asBieHHOW Ha perucrpauuo [IT. Hosemn
dapmacerotukan Jlaboparopus (MumgoHe3us), Ha CleqyONui JIEKapCTBEHHBIN Tperapar,
BKJIFOUEHHBII B N€PEYEHb >KU3HEHHO HEOOXOIMMBIX M BAXKHEMILIMX JIEKaPCTBEHHBIX
penaparos:

JoOyren (MHH — JloOyTamuH), KOHLEHTpAT sl PUTOTOBIIEHUS pacTBOpa AJis
uHpy3uit, 50 Mr/mi, 5 mi - praakonsl (1) - mayku kapToHHBIE, B pazmepe 252,80 pyoO.

B coorBerctBun ¢ wuHpopmanueirt DPI'BY «HIDCMIID» MunszapaBa Poccuu,
HarpaBieHHOM MuH3zapaBoMm Poccun coctaBe KOMIUIEKTa JOKYMEHTOB, JIEKAPCTBEHHBIN
npenapar «Jlodyrem» (MHH — JloOyramuH) B JiekapcTBEHHON (hOpME «KOHIIEHTPAT JJIs
MPUTOTOBJICHUSI pacTBopa nisi uH(y3uit», B po3upoBke «50 wmr/mun»y  sBiseTcs
BOCIIPOM3BEJICHHBIM  JIEKAPCTBEHHBIM  IpernaparoM, pedepeHTHBI JIeKapCTBEHHBIH
npenapar (MHH — JloOyramuH) B JekapcTBEHHOW (opMe «KOHIIEHTpaAT Jyis
MIPUTOTOBJICHUSI pacTBopa sl WHQY3Hi» B H03UpOBKe «50 Mr/mMi» Ha TeppUTOpUU
Poccniickoii ®Penepanu HE 3apEeruCTPUPOBAH M JOCTOBEPHO OIPENEIUTh €r0 HeE
npeacrasiusiercss Bo3MOXKHBIM. DPI'BY  «HIOCMII» Munsgpasa Poccun, Ttakxke
npejncTaBieHa MHGOpMalMs, YTO JIEKAPCTBEHHbIE (OPMBI «KOHLIGHTpAT ISt
MPUTOTOBJIEHUSI pacTBopa JUisl MHPY3UN», «IMOQUIM3AT IS MPUTOTOBIEHUS PacTBOpa
Uit uHQY3Ui», «pacTBOP A UH(PY3UI» SBISIOTCA 3KBUBAJEHTHBIMU JE€KAPCTBEHHBIMU
dbopmamu.

[Ipu mnpoBenenun skoHOMUYeckoro ananmuza ©OAC Poccunm BBIABIEHO, YTO
npezelibHasl OTHYCKHAs 1IEHAa Ha BBINIEYKa3aHHbIA BOCIPOM3BEICHHBINA JIEKAPCTBEHHbBIN
npernapar, pacCuyuTaHHAs UCXONd W3 CTOMMOCTH OJHOW JIEKapCTBEHHON (OpPMBI,
npeBbimaeT 60 MpoIeHTOB MAKCUMAIIbHOW 3apErUCTPUPOBAHHON MPEAEIbHON OTITYCKHOM
LEHbI TPOU3BOAUTENSI Ha AHAJIOTUYHBIN JIEKAPCTBEHHBIN Mpenapar, paCCYNTAHHON UCXOs
13 MaKCUMaJbHOW CTOMMOCTH OAHOU JIGKAPCTBEHHOW (POPMBI, UTO IPOTUBOPEUUT ITyHKTY
21 Meroguku pacdyeTa  yCTAaHABIMBAEMBIX  IPOU3BOAUTEISIMM  JIEKAPCTBEHHBIX
IpenaparoB MpeleabHbIX OTIYCKHBIX LIEH Ha JIEKapCTBEHHBIE MPENaparhl, BKIIOUEHHBIE B
NepeYeHb KU3HEHHO HEOOXOAMMBIX M BaXKHEHIIMX JIEKAPCTBEHHBIX MPENaparoB, MPU UX
roCyJapCTBEHHOW PErMCTpaluu U MEepPEeperucTpauuu, YTBEPKIACHHOW MOCTAaHOBICHHEM
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[IpaButenncTBa Poccuiickoit denepanuu ot 15 centsops 2015 . Ne 979 (manee —
Meronuka).

B CBs3u C BBIIEU3TI0KEHHBIM B COOTBETCTBUM C MOJIYHKTOM «B» IyHKTa 13
[IpaBun mpeBbIIEHHE MPEACTABISEMON Uil TOCYJApCTBEHHOW PETUCTPALMHU HWIIA
MEPEPETUCTPALINN TPEACTBHON OTIYCKHOW II€HBI IMPOU3BOJIMTENSA Ha JICKAPCTBEHHBIN
nmpernapar HajJ LEHOW, pPacCUYMTaHHOM B COOTBETCTBUM C METOOMKOW, SIBISETCS
OCHOBAHUEM [l OTKa3a B COIVIACOBAHWU T'OCYHAPCTBEHHOM PETUCTPALMU MPEACIbHOU
OTIYCKHOM IIEHBI MPOU3BOAUTENS HA JICKAPCTBEHHBIN Mpenapar.

A.b. Kamesapos
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