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PEHIEHHUE

00 oTKa3e B COITIACOBAHMH IPEJEIbHBIX OTIYCKHBIX LIEH IIPOM3BOAUATEN

HA JIEKAPCTBEHHbIC IPEIAPaThl, BKIIFOYCHHbIC B [IEPEYCHb JKU3HEHHO HEOOXO/|MMBIX
M Ba)KHEHIIMX JIEKAPCTBEHHBIX IPErapaToB

B coorBerctBun ¢ nyukrom &8 IlpaBuin rocymapcTBEHHOM perucif
[NepeperucTpaluy yCTaHABIMBAEMBIX IIPOM3BOAUTENIAMU JICKAPCTBEHHBIX IIj

JKM3HEHHO HEOOXOAMMBIX M BaXKHEHIIMX JIEKAPCTBEHHBIX [PENaparoB, YTBE
nocraHoBnenuem IlpaButensctBa Poccuiickort @enepauuu ot 29.10.2010
DenepanbHas aHTUMOHONOJBHAS Clly:k0a paccMoTpena AOKYMEHTBI, IPeICT
nucemMoM Munszapasa Poceuu ot 28.09.2015 Ne 20-4-493396-c, u npussia pei
OTKa3e B  COIVIaCOBAaHMHM  INPEJENBHBIX  OTHYCKHBIX  LEH  IIpo
3A0 «®apmauesruueckas  ¢upma  «JIEKKO»  (Poccus), 3aﬂBHeH1
[epeperucTpaluio B CIy4ae U3MEHEHHUA LEH Ha ChIPbE U MaTepHallbl, a TAKXKE U
HAKIAJHBIX PAacXO/J0B HA CIIEJYIOLIME JIEKAPCTBEHHBIC TIPeraparsl, BKIIIO
[IepedeHb KN3HEHHO HEOOXOAMMBIX M Ba)KHEHILHMX JIEKADCTBEHHBIX MPENaparos:

l. Hedptpuakcon (MHH — IledTrprakcoH), HOpPOMIOK [N IPUTO OB/ICHHA
pacTBOpa JJisi BHYTPHMBEHHOIO U BHyTpUMbIIedHoro Beeaenus 1,0 r — dnakofisl (1) —
[a4yKu KapTOHHEIE, B pa3smepe 31,64 pyo.

2. lledporakcum (MHH — Iledorakcum), mopomok s MPUrOTOBICHUS [PACTHOPA
IV BHYTPUMBILLIEYHOIO M BHYTpuBeHHOro Bpeienus 1,0 r — dmaxonsl (5) {— nalku
KapTOHHBIE, B pasmepe 151,47 pyo.

[IpeenbHbie OTIYCKHBIE LIEHbI HA YKa3aHHBIE JIEKAPCTBEHHbIE Mpendparsl| He
COIVIACOBBIBAIOTCS 1O CIICAYKOUIUM OCHOBAHUSM.

Ha ocnopanuu nyskra 8 IlpaBun (B pemakuuu, AeHcTBoBaBIIeH 10 || okrsabps
2015 roma) mpon3BOAMTENIO YKa3aHHBIX JIEKAPCTBEHHBIX IIPENapaToB HANpPABIEH 3alpoc

AR

2015-97863(2)

[an]

4200

T A e




|

|

or 19.10.2015 Ne AII/57057/15 B nensax yTOYHEHHUS CBEACHUN, conepx(aumxj:x B
[PEACTABICHHBIX JOKYMEHTaX, @ MMEHHO KOIIMHM KOHTPAaKTOB CO CPOKaMH |1eHCTBUS,
3aBEPIIAIIMMHCS HE paHee 4eM 4Yepe3 LIeCTh MECSLEeB OT AaThl IMoAa4d 3asBICHMS,
MOATBEP/KAAIOIIME LEHbl Ha MaTepuasbl, HCIOIb3YIOLMECHs MpPU IIPOM3BOLACTBE
yKazaHHbIX npenaparos. [Ipy aHalnnse npeacTaBIeHHbBIX JaHHBIX YCTaHOBJICHO| 4TO CPOK
neiictBus koHTpakta Ne 20 or 08.08.2012 wucrekaer 31 nmekabps 2015
HOPOTHBOPEYUT MYHKTY 7 METOJMKH YCTAaHOBJICHHS MPOMU3BOIUTEISIMH JIeKa
MpernaparoB NpeeIbHbIX OTIYCKHBIX 1IeH Ha JIEKapCTBEHHBIE ITPENapaThl, BKI
nepedens JKHBJIII, yrBepxkaenHon npukazom Munsapascoupassutus Pocc
Poccun or 03.11.2010 Ne 961n/527-a (manee — Metoamka), OeHCTBYIOLICH
nposeaenus PAC Poccun 3KOHOMHYECKOIO aHAIM3A.

B coorBerctBuM ¢ noamyHKToM «B» myHkra 13 IlpaBun  mpd
MPEACTABIEHHOH I TOCY/apCTBEHHOH pPErucTpalyy I[pe/ie/IbHOM OTIYCKH
MPOU3BOAMTENS HA JIEKAPCTBEHHBIN Mpernapar Ha/l [eHOH, PACCYUTAHHOM B COO'
¢ MeToaukou, SIBASETCSs OCHOBAHMEM Ui OTKa3a B COIIACOBAaHUHM rocyaad TBEHHOM

pPEruCTpaly  TPEAebHOM OTIIYCKHOH 1IEHbl IMPOW3BOAMTENS Ha JeKap{TBEHHBIH
penapar. - ‘
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