MUHHCTEPCTBO 3APABOOXPAHEHNUS
Poccuiickont denepanyn

PaxmanoBckwmii iep., 1. 3/25,
r. Mocksa, I'CII-4, 127994

PEHIEHUE
00 OTKa3e B COMTACOBAHUHM MPECIIbHBIX OTIYCKHBIX 1IEH MPOU3BOAUTEIIEH
Ha JICKapCTBEHHBIC MTPENaparhl, BKIIOYCHHBIC B IEPEUCHD KU3HEHHO HEOOXOMMMBIX
Y BAXKHEHWIIINX JICKAPCTBEHHBIX NIPEINAPATOB

B coorBerctBum ¢ myHkrom 13 IIpaBun rocymapCTBEHHOM pPETHCTpAllUU U
MEPEPETUCTPALlMM YCTAHABIMBAEMbBIX MPOU3BOJMUTEISIMU JIEKAPCTBEHHBIX IPENApPaTOB
MIPEACIIbHBIX OTIMYCKHBIX II€H Ha JIEKAPCTBEHHBIE MpENaparbl, BKIIOUYECHHBIE B MEPEUCHb
KU3HEHHO HEOOXOAMMBIX W BAXKHEWIIUX JICKAPCTBEHHBIX MPENaparoB, YTBEP>KICHHBIX
nocranoByienneM [IpaButensctBa Poccutickoit @enepanuu ot 29.10.2010 Ne 865 (nanee
— IlpaBuna), ®DenepanbHas AaHTUMOHOMOJBHAS CIIy»)0a paccMOTpesia JIOKYMEHTHI,
npeacrasieHHble nucbMoM MunsapaBa Poccum ot 13.08.2019 Ne 20-4-4106585-c, n
NPUHSIA pelleHne 00 0TKa3e B COIVIACOBAHUM NMPEAEIIbHBIX OTIYCKHBIX LIEH, 3asIBICHHBIX
Ha peructpainuio OAO ITXDK «Meaxummpom» (Poccust), Ha ciaeayroniye JeKapCTBEHHBIE
npenaparbl, BKJIIOYEHHBIE B TIEPEUCHb JKU3HEHHO HEOOXOJUMBIX M BaKHEHIIUX
JIEKapCTBEHHBIX MPENaparoB:

1. «Menuuunckuit antucentuueckuit pacrsop» (MHH - «3tanon»), KoHLEHTpaT
JUIS.  TIPUTOTOBJIEHUSI pacTBOpa [Jis HAPY)KHOTO TIPUMEHEHUS W IPUTOTOBJICHUS
jaekapcTBeHHBIX (Gopm, 95%, 10 1 — xanuctpel (1) - /mang cranuoHapoB/ JyIs
MIPOU3BOJICTBEHHBIX OT/IENOB anTek/, B pazmepe 1 242,26 pyoneit;

2. «MemunmHCcKUM aHTHCcenTHueckuid pactBop» (MHH - «3tanon»), KoHLIEHTpaT
JUIsi TIPUTOTOBJIEHUSI pacTBopa [JJis HAPYKHOTO TPUMEHEHUSI W IPUTOTOBJICHUS
nekapcTBeHHBIX (opm, 95%, 21,5 1 — xanuctpel (1) - /mist cramwoHapoB/ s
MIPOU3BOJICTBEHHBIX OT/EIIOB anTek/, B pazmepe 2 691,04 pyoneit;

3. «MenuuuHckui antucentuueckuii pactsop» (MHH - «3tanon»), KOHLEHTpaAT
JUIsl TPUTOTOBJIIGHHMSI pacTBOpa IS HApPY>KHOTO NPUMEHEHUS U IPUTOTOBIECHUS
nekapcTBeHHbIX dopMm, 95%, 5 1 — xanumctpel (1) - /mnga cranumoHapoB/ s
MIPOU3BOJICTBEHHBIX OTJIETIOB anTek/, B pazmepe 770,90 pyonei;
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4. «MenuuuHCKUM aHTHCenTUUeckuid pactBop» (MHH - «Dtanon»), KoHIIEHTpar
JUIl TIPUTOTOBJIEHUS PACTBOpA JJISI HAPYKHOTO MPHUMEHEHHUS] W I[PUTOTOBJICHUS
jaekapcTBeHHBIX (opm, 95%, 1 1. — xanuctpel (1) - /mis cramuoHapoB/ Juis
IIPOM3BOJICTBEHHBIX OTJICTIOB anTek/, B pasmepe 171,39 pyomet.

[IpenenbHble OTIIYCKHBIE LIEHBI HAa YKa3aHHbBIC JIEKAPCTBEHHBIE INPENaparbl HE
CONIACOBBIBAIOTCS 1O CJIELYIOIUM OCHOBAHUSM.

3asiBIIEHHBIC TIPEEIbHBIC OTIYCKHbBIE IIEHBI PACCUMTAHBI 03 yueTa MaKCUMaJbHOU
3apETUCTPUPOBAHHON MPEAEIBbHOM OTIYCKHOW ILIEHbl Ha JIEKAPCTBEHHBIM IIpenapar u
CpeIHEro apu(pMETUYECKOro 3HaUECHUS MOHMKAIOLIETro K03 PuiuenTa, npeyCMOTPEHHBIX
nyHkramu  33-36 Meroaukn  pacuera  yCTAHABIMBAEMBIX  IPOU3BOAUTEISIMU
JIEKAPCTBEHHBIX NPENaparoB MPEIEIbHBIX OTIYCKHBIX LIEH Ha JEKAPCTBEHHBIE ITPENApaThl,
BKJIIOUEHHbIE B IME€PEUYEHb >KU3HEHHO HEOOXOJUMBIX M BAXKHEHIIMX JIEKapCTBEHHBIX
MIPENapaToB, MIPU UX TOCYIapCTBEHHON PErUCTpallii U MEPEPETUCTPALINY, YTBEPKICHHON
nocraHoBiieHreM [IpaButenscTBa Poccuiickoit @eneparuu ot 15.09.2015 Ne 979 (nanee
— Meronuka), U, B 3TOM CBSI3U, MPEBBILIAIOT LIEHY, PACCYUTAHHYIO B COOTBETCTBHH C
TpeOOBAHMUSIMU TOJITYHKTA «a» myHKTa 10 MeToauku.

Kpome Toro, npu npoBeneHun 3xoHoMudeckoro ananuza ®AC Poccuu BBISBIIEHO,
YTO 3asiBJIEHHbIE MIPE/ICNIbHbIE OTIMYCKHbIC IIEHBl HA JICKAPCTBEHHbIC MpenapaThl (MO3UIUU
1-3) mpeBBILAIOT MpEAENbHbIE OTIYCKHBIE LEHbl Ha JIEKapCTBEHHBIE IPEnaparhl,
paccUUTaHHbIE B COOTBETCTBUU C MOAMYHKTOM «O» myHKTa 14 MeTtoauku.

B coorBercTBUM ¢ myHkTOoM 14 IIpaBuii, @enepanbHOl aHTUMOHOIIOJIBHOM CITY )OO
HanpasiieH 3anpoc oT 27.08.2019 Ne AILl/74813/19 o mnpepocraBieHHH YTOYHEHHBIX
pacyeToB MpelebHbIX OTIYCKHBIX IIEH B COOTBETCTBUHU C TPEOOBAHUEM IMOMAMYHKTA «O»
nyHkra 14, a taxxke nyHkToB 33-36 Metonuku. B mpenenax yCTaHOBIEHHOTO CpOKa B
COOTBETCTBUH € yKkazaHHBIM 3anpocoM GAC Poccun nndopmaius He MOCTYHIA.

B CBsi3U ¢ BBIIEU3IOKEHHBIM, B COOTBETCTBUU C MOAMYHKTAMH «B» M «I» IyHKTa
19 IlpaBuyi mpeBBILIEHHWE MPEACTABICHHOW JUIsi TOCYAApPCTBEHHOM PETHCTpPALIUU
MPEAEIbHON OTIYCKHOM LIEHBI ITPOM3BOAUTENS HA JICKAPCTBEHHBIM Mpenapar HaJ LEHOM,
paccuuTaHHOW B cOOTBeTCTBUM C IlpaBunamu u MeTOauKOHM, a TakKe HENPEIACTABICHUE
CBEJICHUI, MPelyCMOTPEHHbIX TyHKTOM 14 IIpaBun, siBIs€TCS OCHOBAHWEM JJIsl OTKa3a B
COMNIACOBAHMU  TOCYAAPCTBEHHOM  PErucTpalydyd  NPENEIbHOW  OTIIYCKHOM  II€HBI
IIPOU3BOAUTENS HA JIEKAPCTBEHHBIN IIpenapar.

A.1O. IlapukoBckuii

M.A, borauega,
(499) 755-23-23, n06. 097-501
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