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O Bo3BpaTe ZOKYMEHTOB

B ®epepanbHy0 aHTUMOHONOIBHYIO chyx0y mucbMoM Munzapasa Poccun or
15.02.2016 Ne 20-4-4003468-c npe/icTaBNEHE] Ha COMIACOBAHUE NPEAETIBLHAIE OTITYCKHBIE
LeHEl Ha CJICOYIOLINE JIEKAPCTBEHHBIE NpeNaparkl, BKIIOUEHHBIE B NEPEUEHD KUIHEHHO
HeOOXOAMMEBIX M  BaXKHEUINHMX JICKAPCTBEHHLIX MPENaparoB  (PerucTparMoHHOE
yooctoBepenre II Ne 013793/01, pepxarene wWiad BAajelel] pPerdcTpaldOHHOIO
YIOCTOBEPEHMA JIeKapCTBeHHOTO Ipenapara 3AO «Papmrun» (Poccus); mpon3BoaUTENS,
ymakoBuaK (mepBuuHas ymakoBka) «Jladika JIOc Jltoy (MuHaus); ymakoBHIMK
(BTOpUYHAasl YNAKOBKA), OpraHd3aums, OCYIIESCTBISIOMAN BBINYCKAIOWMH KOHTPOIB
kauecTBa OAQO «Papmacunres» (Poccus)):

1, Jludpopan (MHH — Lledorakcum), MOPOLIOK /s MPHTOTOBICHUS PacTBOpa JUIs
uunexnuid, 0,25 r - ¢nakons! (1) /B KOMIUIEKTE ¢ pacTBOPHUTENIEM: BOJA /I MHBEKIUM
(amrrynsr) 2 Mt — | T,/ - TAYKK KapTOHHEIE B pazMmepe 23,62 pyo.

2. JInbopas (MHH — Lledorakcum), NOpOIIOK A8 NPUTOTOBIIEHAS PAacTBOpa A
ubekupit, 0,5 v - ¢nakonsl (1) /B KOMIUIEKTE C pacTBOPHUTENEM: BOAA U MHBLEKLMI
(aMrryner) 2 M — | T/ - TAYKK KapTOHHHEIE B pasmepe 47,24 py6.

3. JInpopan (MHH — Iledoraxcum), DOponIox Ans IPUTOTOBISHHUS pacTBOpa A
WHBeKIUN, | r - ¢makonsr (1) /B KOMIJIEKTE ¢ pacTBOPHUTEIEM: BOAA AIA HMHBEKUIMIA
(aMrrynsr) 5 M — 1 WIT/ - Ta9KK KapTOHHEIE B pasMepe 94,48 pyb.

4, Jlubopan (MHH — Iledoraxkcum), MOpoImox /s IPUTOTORICHAS PACTBOPA s
vHbeKIMiH, 0,5 r - ¢nakounl (1) /B KOMIUIEKTe ¢ pacTBOPUTEIEM: BOJA IS HHBEKIMM
(ammyns1) 5 Ma — 1 T/ - Na4Ky KAPTOHHEIE B pasMepe 47,24 py®.

Ilpu paccMOTpeHHM MOPEACTARICHHBIX JOKYMEHTOB BEIABICHO, YTO TpeAeIbHBIE
OTIIyCKHBIE LI€HBI Ha JIEKAPCTBECHHBHIC IIpermapatsl ¢ TOPTOBEIM HaHMEHOBAHHEM
«Jlaopan»  BRIIEYKa3aHHBIX  JO3HPOBOK  (perMCTPallUOHHOE  YAOCTOBEpPEHHE
IT Ne013793/01-2002, nepxarens Wiy Bilagelell PerMCTPAllMOHHOTO YHZOCTOBEPCHMS
NeKapCTBEHHOIO IpenapaTra, mpomsBogutTens (Bce cramgmu) «Jlaiika JIa0c JImmurem»
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(«JTaitka JIa06¢ JItn.») (MHAUA)) 3aperucTpUpOBaHEL,

B coorBerctBuH ¢ mynkroMm 6(1) IlpaBun BeneHus rocyJapcTBEHHOIO peecTpa
OpPEJSNBHBIX OTIYCKHBIX LE€H MPOH3BOAMTENIEH Ha JIEKAPCTBEHHBIE IIpenaparsi,
BK/TIOYCHHEIE B IEpedeHb XU3HEHHO HEOOXOAMMBIX W BAXKHEHIINX JICKapCTBEHHLIX
[penaparoB, yTBEpXACHHBIX nocranoBneHneM lIpapurenscrBa Pocculickoil @enepauun
ot 29.10.2010 Ne 865 (manee - [lpaBuna), BHECEHHE U3MEHEHMH B PEECTPOBYIO 3aIIHCH O
roCyJJlapCTBEHHOM pPETrMCTpalMy MPENeIbHOM OTIYCKHOM IIEHBl NpPOU3BOAMTENS HA
NEeKapCTBEHHBIN NpenapaT, B TOM YHCIE B YaCTH HAUCAHUA JO3UPOBKH JIEKAPCTBEHHOTO
npenapara, M3MEHCHMS ACPXKArels WIM BIAACNbIA PETHCTPALHOHHOIO YIOCTOBEPECHUS
NIEKapCTBEHHOIO IIpenapara, W3MEHCHHs [POM3BOJANTENA JEKapCTBEHHOrQ Iperapara,
M3MEHEHMs HOMEpa PETHCTPAITMOHHOIO YIOCTOBEPEHHUS JIEKApCTBEHHOIO IIperapara,
WITPAXOBOTO KOJa, HAHECEHHOI0 Ha BTOPHYHYIO (MOTPeOUTEIBCKYI0) YIIAKOBKY,
H3MEHEHUSA KOMIUIEKTHOCTH JICKapCTBEHHOILO Ipenapara (IpPH YCIOBHH OTCYTCTBHA
U3MEHEHUS €ero KOMWYEeCTBa BO  BTOPUYHOH  (OTpeOUTENHCKOM)  YTIaKOBKE)
OCyLIECTBIACTCA MUHHCTEPCTBOM 3ApaBooxpaHeHus Poccuiickoit Demepauum Oe3
cormacoBanus ¢ QOeaepanbHON aHTUMOHONOIBHON CIyKO0H ¢ COXpaHEHHEM IOCHSAHEH
3aperucTPAPOBAaHHOM MEHB! Ha JIEKAPCTBEHHEBIN Npenapar.

Takum oOpasom, ocHoBaHua 1ns mnposeAcHus PAC Poccru 3KOHOMUYECKOIO
AHATH3a 110 YKa3aHHOMY 3a5BJICHUIO OTCYTCTBYIOT.

B ceazm ¢ msnoxeHHelM, @PAC Poccun BosBpamaer B Mmunsapas Poccun
KOMIUIEKT HNPeACTABNEHHBIX JOKYMEHTOB ANl NPHHATHA pellleHHs B NOpPAJKE,
npenycmMoTpenHoM mynkrom 6(1) Ipasua.
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