PEILIEHUE
00 OTKa3e B CONIaCOBaHUH MPEAETbHBIX OTIYCKHBIX 1IEH TPOU3BOAUTENCH
Ha JICKapCTBEHHbBIE MTPENaparkl, BKIOUEHHBIE B IEPEUYEHDb KU3HEHHO HEOOXOIUMBIX
Y BOKHEWIIINX JIEKAPCTBEHHBIX MPENApaToOB

B coorBerctBum ¢ myHkToM &8 IIpaBun TrocymapCTBEHHOW pErucTpalud H
NEPEePEerucTpaluy yCTaHaBIMBAEMbIX MPOU3BOAUTENIAMH JIEKAPCTBEHHBIX IpEnaparoB
MIPEACIIBHBIX OTITYCKHBIX LIEH Ha JIEKAPCTBEHHBIE IpEnaparbl, BKIIOYEHHBIE B NEPEUCHb
KU3HEHHO HEOOXOAMMBIX M Ba)KHEUIIUX JIEKAPCTBEHHBIX MPENapaToB, YTBEP>KICHHBIX
nocranosiieHueM IIpaButensctBa Poccuiickoit deaepanuu ot 29.10.2010 Ne 865 (nasnee -
[IpaBuna), @enepanbHas aHTUMOHONOJBHASA CIIy)k0a paccMoTpena  JIOKyMEHTHI,
npeacTaBieHHble ucbMoM MunznpaBa Poccuu ot 10.10.2017 Ne 20-4-4052845-c, u
NpUHsJA pelieHne 00 OTKa3e B COMIACOBAHMM MPEACNIbHBIX OTIYCKHBIX LEH «AJKEeM
JlaGoparopu3 JItn» (Muaus) Ha cremyromuil JeKapcTBEHHBIN IMpemnapar, BKIIOYCHHBIN B
NEPEYEHb KU3ZHEHHO HEOOXOIUMBIX M BAXKHEUILINX JIEKAPCTBEHHBIX MPENapaToB:

1. Meponienem - Ankem (MHH «Mepornenem»), MOpPOIIOK AJii MPUTOTOBIEHUS
pacTBopa g BHyTpuBeHHOro BBeAeHMs, 500 mr, ¢akoHbl (1) — madyku KapTOHHbBIE, B
pasmepe 575,42 py0.

2. Meponienem - Ankem (MHH «MeponeHem»), MOPOIIOK JJis MPUTOTOBICHUS
pacTBopa AJii BHYTpUBEHHOro BBeleHUs, 1 T, ¢uakoHbsl (1) — mauyku KapTOHHBIE, B
pasmepe 1 150,88 py0.

3. Mepornienem - Ankem (MHH «Mepornienem»), MOpOIIOK AJi MPUTOTOBICHUS
pacTBopa il BHyTpuBeHHOro BBeaeHwus, 500 mr, ¢uakonsl (50) — xopoba KapTOHHBIC
(s crarmonapoB), B pazmepe 28 771,00 pyo0.

4. Meponienem - Ankem (MHH «Meponenem»), MOpOIIOK JUisi HPHUTOTOBJICHHS
pacTBOpa NJisi BHYTPUBEHHOTO BBeAeHUs, | T, pmakonsl (50) — xopoba kapToHHBIC (15
CTallMOHapoB), B pazmepe 57 544,00 pyo.

[IpenenbHple OTHYCKHBIE LIEHBI HA YKAa3aHHBIA JIEKAPCTBEHHBIM IIpernapar He
COIIACOBBIBAIOTCSA IO CJIEIYIOUIUM OCHOBAHUSIM.

B cootBerctBuu ¢ nucbmom @I'BY «HIIDCMIID» Munzapasa Poccun ot 15.09.2017
Ne 17917, wnampaBnenHsiM Mun3apaBoM Poccun B cocTaBe KOMIUIEKTa JOKYMEHTOB,
cooOIaercs, 4TO JeKapCTBeHHBIN mpemapar «Meponenem - Ankem» (MHH
«MepomnieHem») B JIEKapCTBEHHON (hOpME «IOPOLIOK JJIS MPUTOTOBICHUS PACTBOpPA IS
BHYTPHUBEHHOTO BBeZIeHU», 500 Mr 1 1 r COOTBETCTBYET TPEOOBAHUSIM, MPEABIBISIEMBIM K
«BOCITPOU3BEICHHBIMY JIEKAPCTBEHHBIM IIpernaparam, a Takxke, 4to npenapar «MepoHem»
(MHH «Meponenem») B IeKapCTBEHHOH (popMe «ITOPOIIOK AJI PUTOTOBICHHS PacTBOpa
JUIsl BHYTPUBEHHOTO BBeAeHUs», 0.5 r 1 1 r (Biazaenen win AepKareib perucTpaluoOHHOIO
ynoctoBepenuss - «Actpa3eneka IOK Jlumuren», BenukoOputanus) sBiseTcs
pedepeHTHBIM.
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[Ipu mnpoBenenun skoHoMHuueckoro ananmza OAC Poccum BBISIBICHO, 4YTO
IpelleIbHbIE OTIIYCKHBIE LIEHBbl HA JIEKAPCTBEHHBIM mpernapar «MepomneHeM - AJKeM»
B JICKAPCTBEHHOW (hopMe «IOPOIIOK JUIsi MIPUTOTOBIIEHUSI PacTBOpa AJii BHYTPUBEHHOTO
BeeneHUs», 500 Mr mnpeBbimaroT 80 IMPOLEHTOB CpeaHEW 3aperucCTPUPOBAHHOMN
IpeIeIbHOM OTIYCKHOM LIEHbI Ha pe)epeHTHBIN JIEKAPCTBEHHBIN NIpenapar, pacCUuuTaHHON
3a (aKTHUYECKUH TMepuojl N0 TMpPEACTABICHHS JEep)KareleM WU  BIAJENbIEM
PErUCTPALIMOHHOTO YAOCTOBEPEHUs (YIOJIHOMOYEHHBIM MM JIMIIOM), YTO MPOTUBOPEUUT
nyHKTy 21 MeTtoguku pacuera yCTaHaBIMBAEMbIX IPOU3BOAUTESIMH JIEKAPCTBEHHBIX
IIPENapaToB MPEIENbHBIX OTIYCKHBIX LIEH Ha JICKapCTBEHHBIC IIPENaparhl, BKIKOUYCHHBIE B
NEepeYeHb KUZHEHHO HEOOXOAMMBIX M BAKHEHIIMX JIEKAPCTBEHHBIX IPENaparoB, MPH UX
rOCyJJapCTBEHHOM PErucTpaluyd W IEPEPETUCTPALMM, YTBEPKIACHHON MOCTAHOBICHUEM
[TpaButenncTBa Poccuiickoit @enepaunn ot 15.09.2015 Ne 979 (nanee — Mertoauka).

Kpome toro ®@AC Poccum BBISBICEHO, YTO MpPEIAEIbHBIE OTIYCKHBbIE IE€HBI Ha
BBIIIECYKA3aHHBIM BOCHPOU3BEJCHHBIA JICKAPCTBEHHBIM IMpenapar MnpeBbimaloT 95 %
MOCJEAHEN 3apErUCTPUPOBAHHON MNPENEIBbHOM OTIIYCKHOM IIEHbl IIPOM3BOAMUTENS Ha
aQHAJIOTUYHBIA BOCHPOM3BEIEHHBIM JICKAPCTBEHHBIN NPENApar, paCCYUTAHHOU HCXOI M3
MaKCHUMaJIbHOM CTOMMOCTH OJJHOM JIEKapCTBEHHON (POPMBI, YTO IPOTUBOPEUUT MYHKTY 21
Metoauku.

Takxke ®OAC Poccum BBISBICHO, 4YTO TMPEACIbHBIE OTIYCKHBIE LIEHBI HAa
JIeKapCTBEHHBIN npenapar «MeporneHeM — AJKEM» B JIEKapCTBEHHOU QopMe «IOPOIIOK
JUIsL TIPUTOTOBJIEHUS PAcTBOpA Ui BHYTPHUBEHHOIO BBeACHUS», | T mnpesbimaror 60
IIPOLICHTOB MAaKCHUMAaJIbHOM 3aperHCTPUPOBAHHONM IIPENEIBbHOM OTIYCKHOM ILIEHBI Ha
pedepeHTHBIN JIeKapCTBEHHBINM Tpenapar, pacCYUTaHHOW 3a (aKTUUECKUH Mepuoa 0
IIPEACTABICHUS JEpXKATEIEM WIM BIAJEIBLEM PETUCTPALMOHHOIO YIOCTOBEPEHMS
(YTIOJTHOMOYEHHBIM UM JIMIIOM), YTO MTPOTUBOPEUUT MyHKTY 21 MeToauku.

B cBs3u ¢ BBIIEH3I0KEHHBIM, B COOTBETCTBUM C IOAMYHKTOM «B» IyHKTa 13
[IpaBuy1 TIpeBBIIEHHWE MPEACTABICHHOW [UIi TOCYJApCTBEHHOW PEruCTpauuyd WU
MEPEPETUCTPALIMA TIPEACTBHON OTIYCKHOM WEHBI MPOU3BOAMUTENS HA JIEKAPCTBEHHBIN
mpenapar HaJ LEHOW, pAacCUUTAaHHOM B COOTBETCTBUM C METOOUKOM, SIBISAETCA
OCHOBaHMEM i1 OTKa3a B CONIACOBAaHMM TOCYJIAPCTBEHHOW pErucTpaluu WIH
MEepEepPEerucTpali MPeACTbHON OTIYCKHOM IE€HbI MPOU3BOAMUTENS HA JIEKAPCTBEHHBIN
rperapar.

A.b. KamesapoB
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