MuHUCTEPCTBO 31paBOOXPAHEHUS
Poccniickoit denepannn

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

PEHIEHUE
00 OTKa3e B COIIaCOBaHUH MPEAETbHBIX OTIYCKHBIX IIEH MTPOU3BOAUTEICH
Ha JIKapCTBEHHbIE MTPENaparhl, BKIOUEHHBIE B IEPEUEHDb KU3HEHHO HEOOXOIUMBIX
Y BOKHEWIINX JIEKAPCTBEHHBIX NPENAPATOB

B coorBerctBMM ¢ myHKTamMu 8§ W TOANYHKTOM «B» ImyHKTa 19 IlpaBuin
roCyJlapCTBEHHOM perucrpauuu " nepeperucTpauuu YCTaHaBJIMBAEMBIX
MIPOU3BOAUTENSIMA  JIEKAPCTBEHHBIX IPEMAPATOB NPENEIBbHBIX OTIIYCKHBIX II€H Ha
JIEKapCTBEHHBIE TMpernaparbl, BKIIOYEHHbIE B TMEPEUEHb >KU3HEHHO HEOOXOJUMBIX U
BOKHEUIIMX  JICKAPCTBEHHBIX  MPENapaToB,  YTBEPXKACHHBIX  MOCTAHOBJIECHUEM
[IpaButennbctBa Poccuiickoii @epeparuu ot 29.10.2010 Ne 865 (manee - IlpaBuna),
denepanpHas aHTUMOHOIMOJbHASL CIy»K0a paccMoTpesia JOKYMEHTbI, MpPEACTaBICHHBIE
nucbMoM Munzapasa Poccuu ot 21.09.2018 Ne 20-4-4081870-c, u ipuHsiia penieHue 0o
OTKa3e B CONIACOBAHMM  MPEIEIBHOM  OTIYCKHOM  LIE€HBI, 3asBJICHHOM  Ha
MIEPEPETUCTPALMIO AEP/KATEIEM WIA BIaACNbla PETMCTPALMOHHOTO YIOCTOBEPEHUS
nekapctBeHHOTO npenapara AO «Padapmay» (Poccust), Ha cienyromuil TeKapCTBEHHBIN
npenapar, BKJIIOYEHHBI B TMEpPEUYEHb JKU3HEHHO HEOOXOAUMBIX U  BAKHEUIIUX
JIEKAPCTBEHHBIX MPEMAPATOB:

Meponenem (MHH - Meponenem), mopouiok Jijisi IPUroTOBICHUSI pacTBOpa AJis
BHYTPHUBEHHOTO BBeJIeHUS, | T, guiakonsl (1) mauku kaptoHHbIe, B pazmepe 1030,06 pyo.

[IpenenbHass OTHYCKHAasl IieHA Ha YKa3aHHbIA JIEKAPCTBEHHBIM mpemnapar He
COIIACOBBIBAETCSA 10 CIAEAYIOIIUM OCHOBAHUSIM.

[Ipu npoBenennn skoHOMHYeckoro aHanmm3a ©OAC Poccum BBISIBIEHO, YTO
3asIBJICHHAs] HAa IEPEPETUCTPALMIO IMpEAeNIbHAs OTIIYCKHAs LI€HAa Ha BBIIICYKa3aHHbBIN
JICKQPCTBEHHBIM Ipenapar BbIIIE PACCYUTAHHOM B COOTBETCTBUH C ITyHKTOM 17
Meronuku pacyera yCTaHaBIMBAEMBIX IPOM3BOAUTEISAMH JIEKAPCTBEHHBIX IPENaparoB
IIPEACIBHBIX OTIYCKHBIX IIEH HA JIEKAPCTBEHHBIE IPENApPaThl, BKIKOYEHHBIE B NIEPEUCHb
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KU3HEHHO HEOOXOJMMBIX M BaXKHEWIIUX JIEKAPCTBEHHBIX TNIPEmaparoB, MpPH HUX
rOCy/IapCTBEHHON PErHCTpalid M NEPEPETUCTPALMHU, YTBEPKICHHOW MOCTAHOBJIECHHUEM
[IpaButenscTBa Poccuiickoit @eaepanuu ot 15.09.2015 Ne 979 (manee — Mertonuka),
JOITYCTUMOM BEJINYMHOMN YBEIMYEHHs 3apErMCTPUPOBAHHBIX IPEACIBHBIX OTITYCKHBIX
L[E€H, YTO MPOTUBOPEUUT MYHKTY 16 MeToauku.

B cBs3M ¢ BBIIEH3IOKEHHBIM, B COOTBETCTBUU C IOAIYHKTOM «B» IyHKTa 13
[IpaBus1 TIpeBBIIEHHE MPEACTABICHHOW JUIsi TOCYAAPCTBEHHOM PETUCTPALMHU WIH
IIEPEPETUCTPALMN TPENEIBHON OTIIYCKHOM LEHBI NPOWU3BOAMUTENS HA JIEKAPCTBEHHBIN
mpenapar Haja I[EHOM, pPacCUYMTaHHOM B COOTBETCTBMM C METONHUKOM, SIBISETCS
OCHOBAaHHMEM [UJIl OTKa3a B COIVIACOBAHWH TOCYJAapCTBEHHOM pErucTpalud WU
MEPEPETUCTPALMU TPENEITBbHON OTIIYCKHOM LEHBI MPOWU3BOAMTENSI HA JIEKAPCTBEHHBIN
npenapar.
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