PEILIEHUE
00 OTKa3e B COMIACOBAHMHU IMPEEIbHBIX OTITYCKHBIX LIEH MPOU3BOIUTENEH
Ha JICKapCTBEHHbIE MTPENaparhl, BKJIOYECHHBIE B IEPEUEHDb KU3HEHHO HEOOXOIUMBIX
Y BOKHEWIINX JIEKAPCTBEHHBIX IPENAPATOB

B coorBercTBMM ¢ NyHKTaMH & W TOAIYHKTOM «a» myHkTa 19 IlpaBun
rocyaapCTBEHHOM perucTpanuu u nepeperucTpanuu yCTaHaBJIUBAEMBbIX
MIPOU3BOJAUTESIMUA  JIEKAPCTBEHHBIX MPENapaToB TMPEACIbHBIX OTIYCKHBIX II€H Ha
JIEKapCTBEHHBIE TMpernaparbl, BKIIOYEHHbIE B IE€PEUCHb XU3HEHHO HEOOXOIUMBIX W
BOXHEWIINX  JICKAPCTBEHHBIX  [PENapaToB,  YTBEPXKACHHBIX  IOCTAHOBJIECHHUEM
[IpaButensctBa Poccuiickoit ®eneparuu ot 29.10.2010 Ne 865 (manee - IlpaBuna),
®denepanbHas aHTUMOHOTOJIBHAS CIYXK0a paccMOTpesia JTOKyMEHTHI, MPEICTABICHHbBIE
nrucbMoM MunsnpaBa Poccun ot 05.05.2016 Ne 20-4-4010230-c, 1 ipuHsiia pemnieHue oo
OTKa3e B COMIAaCOBaHUM MpeaeibHbIX OTIYCKHbIX IIeH OO0 «MOCDAPM» (Poccus),
3asBJIECHHBIX HA TMEPEepPErucTpalliio, Ha CIEIYIONINE JIEKAPCTBEHHbIE Ipenaparsl,
BKJIIOYEHHBIE B IMEPEUYEHb KU3HEHHO HEOOXOAUMBIX W BaXXKHEUIIUX JIEKAPCTBEHHBIX
penaparos:

1. I'moxo3za (MHH — JlekcTpo3sa), pactBop mist uHpy3uit 5%, 200 ma — OyTbUIKH
(1) — mauku kapTOHHBIE B pazMmepe 22,54 pyoO.

2. I'mokoza (MHH — JlekcTpo3a), pactBop st undys3uii 5%, 400 My — OyThUIKU
(1) — mayku KapTOHHBIE B pazmepe 26,87 pyo.

3. I'moxo3za (MHH — JlekcTpo3sa), pactBop st uady3uit 5%, 200 Mia — OyThUIKH
(28) — stmumku KapTOHHBIE (17151 cTalmoHapoB) B pazmepe 631,01 pyo.

4. I'moxoza (MHH — Jlexctpo3sa), pactBop ansa undysuit 5%, 400 M — OyThUIKA
(15) — stmumkum kapToHHBIE (7151 cTarmoHapoB) B pazmepe 403,02 pyo.

[IpenenbHble OTIYCKHBIE IIEHBI HA YKAa3aHHBIC JIEKAPCTBEHHbIC IMpEraparbl HE
COIIACOBBIBAIOTCSA I10 CJIETYIOLUIUM OCHOBAHUSIM.

N3 pacueroB BEIMYUHBI YAOPOKAHUS, TMPEICTABICHHBIX MPOU3BOJUTEIEM B
npuinoxeHnnn Ne 5 k Meroguke pacdera yCTaHABIMBAEMBIX IPOU3BOIUTEISAMHU
JIEKAPCTBEHHBIX TMpEMaparoB TMpeAeNbHBIX OTHYCKHBIX II€H Ha JIEKapCTBEHHBIE
npenaparbl, BKIIOUEHHbICE B TI€pEYEHb JKU3HEHHO HEOOXOMMMBIX W BaKHEHIIUX
JIEKApCTBEHHBIX  MpemaparoB, TMPH  HUX  TOCYIApPCTBEHHOM  pErUCTpalud U
MepEPETUCTPALINM, YTBEPKICHHOW TocTaHOBIeHHEM IIpaBurenscrBa Poccurickon
Oenepaniuun ot 15.09.2015 Ne 979 (manee — Meroauka), ciemyer, 4TO BEJIHMYMHA
(bakTUYeCKOro YBEJIMYEHMS] I1I€H Ha ChIphE W Marepuasbl, HCIOJNb3yEeMble IPHU
MIPOU3BOJCTBE BBIIIEYKa3aHHBIX JICKAPCTBEHHBIX IMPENApaToOB, a TaKKE HAKIIAIHbBIX
pPacxo/10B MEHEE BEJIMUYUHBI POCTA 3aPETHUCTPUPOBAHHBIX MPEAEIbHBIX OTITYCKHBIX LIEH HA
JIAHHBIE JIEKAPCTBEHHBIEC Mpenaparskl.

B CBsI3M C BBIIICHU3I0KEHHBIM, B COOTBETCTBUM C IMOJIIYHKTOM «B» ITyHKTa 13
[IpaBuy1 TIpeBBIIEHHE MPEACTABIAEMOW [UI1 TOCYJAPCTBEHHOW PETUMCTpauvyd WU
nepeperucTpauu NpeiebHOW OTITYCKHOM II€Hbl MPOU3BOJAUTENSI Ha JIEKAPCTBEHHBIN
rnpenapar HajJ UEHOM, pPAacCCUMTAaHHOM B COOTBETCTBUM C METONUKOW, SIBIAETCS
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OCHOBaHUCM I OTKa3a B COITIaCOBAHUH I‘OCYI[&pCTBGHHOﬁ perucTpanmun HpeﬂGHBHOﬁ
OTHYCKHOﬁ IICHBI IIPONU3BOAUTCIIA HA JIGK&pCTBGHHBIfI IMpcCIiapar.

2016-50763(1)



