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

B coorBerctBUM ¢ myHkToM 8 IlpaBui TOCYIapCTBEHHOW pETUCTpALMU U
MepeperucTpaluyu yCTaHABIUBAEMbIX TPOU3BOJUTEISAMH JICKAPCTBEHHBIX TMperapaTroB
MpeCIIbHBIX OTIYCKHBIX 1IE€H Ha JICKAPCTBEHHBIC Iperaparhl, BKIOYCHHBIC B MEPEUCHb
’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 nmucbMoM Mun3zapaBa Poccum ot 03.06.2016 Ne 20-4-4015122-c, u
MpUHSJIA pelIeHue 00 OTKa3e B COIIACOBAHUM MPEEIbHONW OTIMYCKHOW LIEHBI Jep KaTelis
WM BIAJeiblla PETUCTPALIMOHHOTO YAOCTOBEPEHHS JIEKAPCTBEHHOTO Iperapara
«Cemntpuon Xoanckea Ko., JItn.» (Pecnybnuka Kopest), mpousBoautenb W mepBUYHAS
ynakoBka «Mycrtada Heszar Mmau Canan A.ll» (Typuwms), BTOpuyHas ymnakoBKa
3A0 «®Papmaneruueckuil 3aBog I'MC» (Benrpus), opranuszanus, oCyILECTBIISIOMIAS
BhITycKaronuii koHTpodib kadectBa «CEJUJITPUOH, Uuk.» (Pecnybnuka Kopesi) nHa
CICNYIOIIMI  JICKAPCTBEHHBIM Mpenapar, BKIOYEHHBIH B TMEpeYeHb IKU3HEHHO
HEOOXOUMBIX M BaXKHEUIIIHX JICKAPCTBEHHBIX MPENapaToB:

Onammaruc (MHH — HWudnukcumab),  nuodwimzar s OPUTOTOBICHHS
KOHIIEHTpaTa Uil MPUTOTOBIIEHUS pacTBopa st uHby3ui 100 mr — ¢uakons (1) —
MavyKy KapTOHHBIE, B pazMepe 39171,96 pyo.

[IpenenbHass OTIyCKHAsE LI€HA Ha YKa3aHHBIA JICKAPCTBEHHBIA IIpEnapar He
COIIACOBBIBAETCS 10 CIAEAYIOIIUM OCHOBAHUSIM.

[Ipu mnpoBenenun skoHoMUuYeckoro ananuza OAC Poccunm BbISIBIEHO, 4YTO
npenenbHas OTIYCKHAs II€Ha Ha BHINICYKAa3aHHBIM OMOAHAIOTOBBIN (OHMOTIOAO0HBKIN)
JIEKapPCTBEHHBIN MPEINApAT, PACCUNTAHHAS MCXOAS U3 CTOMMOCTH OJHOM JIEKAPCTBEHHOU
¢dopmbl, mnpesbimaer 90 MPOLEHTOB CpEeNHEW 3aperuCTPUPOBAHHON MpEAEIbHOU
OTITYCKHOW II€Hbl MPOU3BOAUTENST Ha pedepeHTHBIN JEeKapCTBEHHBIM Mpenapar,
paccuMTaHHOM 3a mepuoj 3 JIeT 10 NPEICTaBICHHUs JepKaTreleM WM BaesiblieM
PErUCTPALIMOHHOTO  yAOCTOBEpEHUs: (YMOJHOMOYEHHBIM MM JIUIOM) YKa3aHHOI'O
OuroaHanoroBoro (O6MOIMOIOOHOI0) JIEKAPCTBEHHOIO Tpernapara MpeneabHON OTIYCKHOM
I[EHbl, PACCUUTAHHON HCXOAS M3 CTOMMOCTH OJHOW JIEKAPCTBEHHOW (OPMBI, YTO
MPOTHUBOPEYUT IMYHKTY 7 MeToouku pacuera yCTaHaBIMBAEMBIX ITPOU3BOAUTEISIMU
JIEKAPCTBEHHBIX IMpenaparoB MpPeNelbHBIX OTHYCKHBIX I1I€H Ha JEKapCTBEHHBIE
mpenaparbl, BKIIOYCHHBIE B TMEPEUCHb JKU3HEHHO HEOOXOMMMBIX U BaXHEHITUX
JIEKApCTBEHHBIX  MIpemaparoB, MOpH WX  TOCYIapCTBEHHOM  perucrtpauud "
IIEpEPETUCTPAlMM, YTBEPKIAECHHOM TMocraHoBieHueM IIpaBurensctBa Poccuiickon
®enepanuu ot 15 centsadps 2015 . Ne 979 (nanee — Metonuka).

Kpome toro, ®AC Poccum oOpaiiaer BHUMAaHUE, YTO B COOTBETCTBUU C
MOJAMYHKTOM «B» MyHKTa 15 [IpaBun u moamyHkTtoM «O» myHkta 18 Metoauku, pacuer
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IPEACIbHBIX  OTIYCKHBIX II€H Ha JICKAPCTBEHHBIE Ipemnaparbl HWHOCTPAHHBIX
IIPOU3BOAUTENEH IPOU3ZBOAMUTCA MCXOAd M3 MHUHUMAJIBHOM OTIIYCKHOW II€HbI Ha
JICKapCTBEHHBIN MpernapaT MHOCTPAHHOTO MPOU3BOIUTENs (03 yueTa MpOu3BOICTBEHHBIX
IJIOIIA/IOK, YYacTBYIOIIMX B TMPOLECCE IMPOU3BOJACTBA) B CTPaHAX, YKA3aHHBIX B
npunoxenue Ne 4 k Meronuke.

®OAC Poccuu B X0/€ IKOHOMHUYECKOTO aHaln3a Obljla MPOBEACHA IMPOBEPKA IO
ONPEACIICHUIO 3apETHUCTPUPOBAHHBIX LEH Ha mnpenapar «®maMmaruc» B CTpaHax B
cooTBeTcTBHUM ¢ mnpuioxkeHueM Ne4 x Meroauke. Ha ocHoBaHuM oO(dUIIMATBHBIX
MHTEPHET-UCTOYHUKOB YCTAHOBJIEHO, YTO OTIIYCKHBIEC LIEHBI HA JICKAPCTBEHHBIN Ipernapar
«Dnammarucy npousBoauTeis (0e3 ydyera NpoOU3BOJCTBEHHBIX TUIOMIAI0K, YUaCTBYOIINX
B mnpouecce npousBoacTBa) B Typuuu, Benrpuu, Xopsatuu, Pymbinun, CroBakuw,
Uexuu, I[lonpme, Kazaxcrane u IlopTyranuu 3HAUUTENBHO HUKE 3adBJICHHOW Ha
pErucTpanuio IpeaeaIbHON OTITYCKHOU LIEHBI.

B cBSI3W C BBIIEU3I0KEHHBIM, B COOTBETCTBUM C IOANYHKTOM «B» MyHKTa 13
IIpaBun mpeBbIIEHUE NPEACTABISEMON JUIsl TOCYJapCTBEHHOW PErMCTpallMU WIIH
MEPEPETUCTPALINN TPEACIBHON OTIYCKHOW II€HBI IMPOU3BOJIMTENA Ha JICKAPCTBEHHBIN
Impenapar HajJ LEHOW, pPacCYMTAHHOM B COOTBETCTBUM C METOOUKOW, SBISIETCS
OCHOBAaHUEM JUJIsI OTKa3a B COIVIACOBAHWU T'OCYAAPCTBEHHOM PETMCTPALMU NPEACIbHOU
OTIYCKHOM LEHBI MPOU3BOAUTENS HA JIEKAPCTBEHHBIN Mpenapar.

P.A. Ilerpocsan
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