PEHIEHUE
00 OTKa3e B COITIaCOBaHHUH MMPCACIbHBIX OTITYCKHBIX IICH HpOHSBOHHTCHGﬁ
Ha JICKaAPCTBCHHBLIC IIPCTIapaThbl, BKIIFOYCHHBIC B IICPCUYCHD JKU3HCHHO HCO6XO,Z[I/IMI)IX
1 BaXKHEHUIIINX JICKApCTBCHHLIX IIPCITIaparoB

B coorBercTBun ¢ myHkramu 8 u 21 IIpaBui rocynapCcTBEHHOM PETHCTpALUU U
MepeperucTpalum yCTaHABIUBAEMbIX TPOU3BOJUTEISAMH JICKAPCTBEHHBIX TMperapaTroB
MpeACIbHBIX OTIYCKHBIX 1IE€H Ha JICKAPCTBEHHBIC Ipernaparhl, BKIIOYEHHBIC B MEPEYEHb
JKU3HEHHO HEOOXOAMMBIX M BAXKHEHIIMX JIEKAPCTBEHHBIX IPEMaparoB, YTBEPKICHHBIX
nocraHoBiieHneM IIpaButensctBa Poccuiickoit ®@eneparuu ot 29.10.2010 Ne 863,
denepasibHas aHTUMOHOTOJNBHAS CITy)k0a paccMoOTpesia JOKYMEHTHI, MPEACTaBICHHBIC
MMHUCHbMOM Mun3apaBa Poccun oT 05.07.2016 No 20-4-4014937-c,
U TIpUHSAJIA pelieHne 00 OTKa3e B CONTACOBAaHUHW TMPEACIBbHBIX OTIMYCKHBIX IICH,
MpEeJCTaBICHHBIX Ha nepeperucrpanuio, «Mepk CaHT c.a.c.» (Ppanuus); 0p., eps. VIl
- «Mepk Canrs c.a.c.» (®Ppanuus); BTOp. yiL., Beil. K. - OO0 «Hanonek» (Poccust) Ha
CJIEYIOIINE JICKAPCTBEHHBIC Mpemnaparbl, BKJIIOUYEHHbIE B TMEpPEYEHb KU3HEHHO
HEOOXOUMBIX M BaXKHEUIIIUX JICKAPCTBEHHBIX MIPENapaToB:

1. I'mokodax Jlonr (MHH — Merdopmun), TaONeTKH NPOJIOHTHPOBAHHOTO
nerctBud, 500 mr, 15 wt., - 6muctepsl (4) — Mavyku KapToHHBIE, B pasmepe 356,28 pyo.

2. I'moxodax Jlonr (MHH — Metdpopmun), TabiaeTKH NpPOJIOHTUPOBAHHOIO
neuctBud, 750 mr, 15 wt., - 6muctepsl (4) — nadyku KapToHHBIE, B pasmepe 435,78 pyo.

3. Tmoxopax (MHH — MerdopmuH), TaOIETKU MOKPHIThIE TIJICHOUHOU
ob6omnoukoit, 500 mr, 20 mT., - 6ucTeps! (3) — Mavyku KapToHHBIE, B pazmepe 131,02 pyo.

4. Tmoxopax (MHH — Merdpopmun), TabneTku MOKPHITHIE IUICHOYHOU

obonoukoit, 500 mr, 15 mit., - Gnuctepsl (4) — mayku KapToHHBIE, B pazmepe 131,02 pyo.

[IpenenbHble OTIMYCKHBIE LIEHBl HAa YKa3aHHBIE JICKAPCTBEHHbIC Mpenaparbl He
COMIACOBBIBAIOTCS 1O CJIEYIOIIUM OCHOBAHUSIM.

[Tpn nposenennu skoHOMUYeckoro ananuza GAC Poccum BBISIBIEHO, YTO POCT
Kypca HallMOHAJbHOW BaIOTHl (€BPO) TOCYIApPCTBA-NPOU3BOJIUTENS JIEKAPCTBEHHBIX
npenaparoB K pyOJil0 3a Mepuoja CO JHS TOCYJapCTBEHHOM perucrpauuu (mocieaHen
nepeperucTpanum) MpeAebHBIX OTIYCKHBIX II€H MPOU3BOJIUTENS Ha JICKAPCTBEHHbIC
npenaparbl (mozummu NeNe 1,2) no0 pgaTel IMOAayu JOKYMEHTOB Ha €€ OuepeaHYo
MepepEerucTpaIyio He MPEBHIIIAST MPOTHO3UPYEMbI YPOBEHb MH(IIAIIMM TEKYIETOo roja,
YCTaHOBJICHHBIN (he/iepalIbHbIM 3aKOHOM O (pefiepaibHOM OIOKETe Ha COOTBETCTBYIOIIHIA
(YHAHCOBBIH TOJl U MJIAHOBBINA MEPUOJT, YTO MTPOTUBOPEUUT MyHKTY 23 MeToauku pacyera
YCTaHABIMBAEMbIX  IPOU3BOAUTEISIMU  JIEKAPCTBEHHBIX  MPENAparoB  MPEAEIbHBIX
OTIIYCKHBIX II€H Ha JICKAPCTBEHHBIC IPENapaThl, BKIIOUYECHHBIE B IEPEYEHb >KU3HEHHO
HEOOXOMUMBIX M BXKHEHIIMX JIEKAPCTBEHHBIX IMPENaparoB, NMPH HMX TOCYAAPCTBEHHOM
perucTpauMd M MEpPeperucTpalnv, YTBEp>KICHHOW mocTaHoBieHneM IIpaBuTenbcTBa
Poccuiickoit ®enepanun ot 15.09.2015 Ne 979 (nanee — Metoauka).

Taxke ®AC Poccun B X0A€ 3KOHOMHYECKOTO aHAIM3a IMPOBEICHA MPOBEPKA
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3apETUCTPUPOBAHHBIX IIEH Ha JIEKapCTBEHHBbIM mpemnapar (mosumus Ne 3) B crpaHax B
COOTBETCTBHH ¢ IpuiioxkeHruem Ne 4 k Metoauke.

Ha ocHoBanuM oO(QUIMAIBHOTO HWHTEPHET-UCTOUYHUMKA YCTAHOBJIEHO, YTO Ha
JeKapCcTBeHHbI mnpenapar (mo3uuuss Ne 3) 3apeructpupoBaHa OTIYCKHas I€HA
npousBoauTens (0e3 ydera MpOM3BOJICTBEHHBIX IUIOMIAJIOK, YYACTBYIOIIMX B IpOLECCe
IIPOU3BOJCTBA) B benbrum 3HAYUTENIBHO HWXKE 3asBJICHHOM Ha MEepeperucTpaluio
IIPEACIIBHOM OTIYCKHOM [I€Hbl HA YKAa3aHHBIM JICKAPCTBEHHBIM Mpemnapar, 4YTo
IIPOTUBOPEYUT IOAIYHKTY «B» ITyHKTa 23 MeToauku.

Kpome Toro, ®AC Poccun yCTaHOBIEHO OTCYTCTBHE BBO3a (OTILyCKa)
JeKapcTBeHHOro mnpemnapara (mo3unus Ne 4) 3a mepuon €O JHA TOCYJapCTBEHHOM
peructpauuu (TOCIEIHENH NEpEeperucTpaluu) IMpeAebHON OTIYCKHOM II€HBI, 4YTO
MIPOTUBOPEYUT ITyHKTY 23 MeTonuku.

B ¢BsI3u C BBIIEH3JIOKEHHBIM, B COOTBETCTBUM C IIOAITYHKTOM «B» ITyHKTa 13
[IpaBun mnpeBbIIEHWE MPEACTABIAEMONM JUIsl TOCYNAPCTBEHHOM pPETUCTpAlUU WM
MEPEPETUCTPALIMN TIPEACITBHON OTIYCKHOW II€HBI IMPOU3BOIMTENSA HaA JICKAPCTBEHHBIN
Impernapar HajJ LEHOW, pPacCYMTaHHOM B COOTBETCTBUM C METOOUKOW, SIBISETCS
OCHOBAaHHMEM [UI OTKAa3a B CONIACOBAHUM T'OCYJAPCTBEHHOW PETUCTPALMU NPENEIbHOU
OTITyCKHOM LIEHBI IPOU3BOAUTEINS HA JIEKAPCTBEHHBIN Mpenapar.

A.b. Kamesapos
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