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O Bo3BpaTe JOKYMEHTOB

B denepalbHyl0 aHTHMOHONONBHYI ciyxOy nmuceMoMm Mumnsgpasa Poccun or
26.01.2016  Ne 20-4-4002125-c mpeAcTaBiCHB! HAa  COIMACOBAHME CHEAYIOmUE
NpefieNIEHEIE OTIYCKHBIE LEHBbl Ha JICKApPCTBEHHBIM MpenapaT, BKIOUEHHBI B NepedeHb
KH3HEHHO HEOOXOMMMEBIX M BOXHEHIIMX NEKaPCTBEHHBIX NPEnaparoB (PerucTPalHOHHOE
yaocrosepenre  Ne JIII-001947), nepxarens wWimyM BIajeiNel] PerucTPAlHOHHOTO
yAOCTOBEPEHMs  JIGKAPCTBeHHOro nmpemapata OO0  «HCT-DAPM»  (Poccun),
NPOM3BOAUTENL (BCE CTAagWM, BKNIOYAS BBITYCKAIOIMEA KOHTpoab xauecTsa) OO0
«DapmacunTes-Tiomens» (Poccus).

1. Mannpron (MHH ~— Mannuron), pacteop mia uuadysuit, 150 mr/mm, 250 Mo —
Oy THITKH DOMTHATHICHOBEIE (1) — nayku KapTOHHLIE, B pasmepe 78,31 py6.

2. Maunuton (MHH -— Manmuron), pacteop ang uuoysui, 150 mr/mm, 500 M —
SyTeiKE nonmaTHICHOBHE (1) — nayku KapToHHEIE, B pa3Mepe 124,59 py6.

3. Manawuron (MHH — MannuTon), pacteop mia undysuit, 150 mr/aon, 250 mo,
1 — 96 Oyrsuiok, OyTBUIKM DONMATHICHOBBIE (1) — AmMUKA KapToHHbIE (Hs
CTanyoHapoB), B pazMepe 78,31 py0.

4. Mannavron (MHH — MannuTon), pacteop mna wHbysui, 150 Mr/vr, 500 o,
1 — 96 6yreuok, OyTBUIKH TOMHITHAEHOBEE (1) — AMMKH KapTOHHBIE (s
CTaIMOHApOB), B pasMepe 124,59 pyb.

Ilpy paccMOTpeHUHM NPEeICTABICHHEIX JOKYMEHTOB BBIABICHO, YTO TNPEHEIBHBIE
OTNYCKHBIE [IEHEl HAa JICKADCTBEHHBIH I@pernapar ¢ TOProBHIM HANMEHOBAHHEM
«MaHHATON» BHINICYKA3AHHEIX JO3HPOBOK (PErHCTpalMoHHOE ymocroBepenue Ne JIII-
001947 , mepxarens HIA BIajeNell PETHCTPALMOHHOTO YOCTOBEPEHUS JIEKAPCTBEHHOIO
npenapara, IPOUSBOAUTEND (BCE CTAAUH, BKIIOYAS BHITYCKAIOMMA KOHTPOIL KadecTBa)
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000 «UCT-PAPM» (Poccusi) 3apeTHCTPHRPOBAHEL.

B coorBercTBun ¢ mynkToM 6(1) IlpaBun BeAeHMS TOCYJAapCTBEHHOTO peecTpa
NpeeNbHEIX OTMYCKHBIX IEH NpOoM3BOAMTENeil Ha JEeKApCTBEHHBIE Nperaparsl,
BKTIOYEHHBIC B IIEpEYcHb JKU3HCHHO HEOOXOAMMBIX M BaKHEHWIUHX JIEKapCTBEHHEBIX
npenapaTroB, YTBEPKACHHEIX nocTtaHoBneHueM IlpasurensctBa Poccuiickolt @exepanun
ot 29.10.2010 Ne 865 (manee - IIpaBnia), BHECCHHE U3MEHEHUH B PESCTPOBYIO 3alUCh O
TOCYJAPCTBEHHOH permcrpalyy IpeaensHOH OTIOYCKHOM MEHH HpPOM3BOXUTENS HAa
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Mnﬂacrepcmom mpaBooxpaHeHm Poccnncxon (I)enepaunn 6e3 coracoBaHMA C
DenepanbHO ~ AHTUMOHONONBHOH  ciayxk0oiffi ¢ coxpameHMeM  mocnenHei
3apETUCTPHPOBAHHOM MGHBI Ha NEKAPCTBEHHLIH Npenapar.

Taxum oOpasom, ocHoBasma mus mposereHust PAC PoccuH 3KOHOMHYECKOTO
aHanu3a 10 YKa3aHHOMY 3asABACHHUIO OTCYTCTBYIOT.

B cBiasu ¢ usnoxeHHEIM, PAC Poccun BosBpamiaer B Mumnsgpas Poccum
KOMIUIEKT NpeACTaBJACHHLIX MOKYMEHTOBR [A8 IPHHATHA peuleHAs B NOpsikKe,
npegycmorpensom nyuxrom 6(1) llpasui.

Kpome TOro, paccMOTpEHHME BBINICYKAa3aHHOIO 3aj4BICHHA B  IOPAIKE,
npexnaraeMoM Mmuna3npasom PoccHn, MOXeT DOpHBECTH K  HE000CHOBAHHOMY
YBCIMYEHMIO PaHee 3aPeruCTPUPOBAHHLIX LCH JUI1 ROCIIPOM3BEISHHOIO JIEKAPCTREHHOTO
npenapara «MaHAUTOD B paMKax OTHOI'O PETHCTPALlMOHHOIO YIOCTOBEPEHHSA HA ONMH H
TOT Xe¢ JIEKapCTBCHHBIM IpenapaT B CBA3M ¢ IpUMeHCHHEM myHKTa 16 IlpaBun
PETHCTPaLUH [EH.

Ipanoxenne: Ha 50 1. + 4 g« cac

A.b. Kamepapos
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