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MHUHUCTEPCTBO 3APABOOXPAHEHMSA
POCCHHUCKOH GEJAEPALIMH

penapara ajisi MeAHIIHHC
JICP-004745/08
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(HOMED  rHCTPaUMOHHOTO YAOCTOBEPEHHS JEKapCTBEHHOTO Mpenapara)

= | HaumenoBaHye AepxaTes (Biaae/bua)
- _PECHCTPALIMOHHOIO|Y10CTOBEpEH S
~| JIeKapCTBEHHOIro npenapara

(Ornenexune dupmsi "Hx.B.Kemmianc BH

®apmacsrotukanc Jita."), Unnus/ lfm’qu j

Pharmaceutical Laboratories (A Division of
J.B.Chemicals & Pharmaceuticals Ltd.), ndi

1OHuk ®apmachroTukan Jlaboparopus //]
4
4

~A11pec MCCTOHAX0KACHHUA AcpxaTeis

7 | (B1age/ibua) PErHCTPALIMOHHOTO YXOCTOBEPEHHSE

JIEKAPCTBEHHOI0 npenapara

Neelam Centre, "B" Wing, 4-th Floor, Hind Gycl 2
Road, Worli, Mumbai 400 030, India :

W dara TOCYAApCTBEHHOH PErHCTpauty

| (aaTa 3amenb! perncTpaunonsoro
YAOCTOBEPEHHSI IEKAPCTBEHHOO [Ipenapara)

JIEKAPCTBEHHOIO Npenapara 23.06.2008
CpOK AelcTBHS PErHCTPALIHOHHOTO 6ecCpOUHo
‘| YAOCTOBEpeHHS JIeKapCTBEHHOT0 Npenapara p

Jlata BHeCeHHS H3MeHEHMIT B perHCTPallHOHHOE
‘| YAocTOBEpEHHe NeKaPCTBEHHOIO Npenapara 09.01.2023

HHdopmauus o 3aperncTpupoBaHHOM JIEKapCTBEHHOM TIpenapare:

T&p\rosoe HAUMeEHOBaAHHe IOHUTEKCOJI® X )
MexyHaponHoe HenaTeHTOBaHHOE, HITH = ' 3 N
IPYNIHPOBOYHOE, HIIH XUMHYECKOe Horexcon : \
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Jlekapetpennas gopma PacTBOP I/i5 MHbEKIHH \\\\\\ \%:
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240 mr fona/mn, 300 mr Hopa/mn, 350 Mr HO&&\!\/\A\_A\JI\-‘-\ |

£ | COCTAB BCIOMOIaTe/LHbIX BELIECTB
¥« 'l

KauecrBennpiii cOCTaB 1 KO/IH4eCTBCHHBII COCTAB AeHCTBYIOLIHX BEUECTB H KAYeCTBEHHbIH

#o  con 518.0/647.0/755.0 mr (B mepecuete Ha Hon 240.0/300.0/350.0 Mr), BCIOMOTATENbHbIE

RAAKE LA Ak

Dopma BrinycKa (JleKapcTBcHHas popma,
03HPOBKA, NEPBUYHASA YI3KOBKA, KOJIHYECTBO

|l KoIHYeCTBO IEPBHYHON YNAKOBKH B
| moTpebuTeNibCKo# YHaKoBKe, KOMILIEKTHOCTS)

/| BewecTna (TpoMeTaMoJ1, HaTpUA KaslbLisA 3ETaT, KHCJAOTA XIOPHCTOBOAOPOAHAN, BOAA LA nﬂbemﬂu) 15 %, ' g

/|j1exapcrBennoi GopMbl B NepBHtHOIN yNaKoBKe,

pacTBOp s HHbeKIUM, 240 Mr ﬁona/mn,

e o |

300 mr Hona/mi, 350 mr Hoaa/mn (ammyna) 20~ il =4

17

5 (mauka KapTOHHas) :
pacTBOp And MHbeKUuH, 240 mMr Hoga/Mn,

300 mr Hona/mn, 350 Mr Hoxa/mn ($pnaxon) SOA00:E |
M x | (mauka KapTOHHas) =
pacTBop AN HHbekuuH, 300°Mr-iioaa/mn,

350 mr #ona/ma (dnakor) 200 mn x 1 (nauxa:{s

KapTOHHas)
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Crpannua 2 peructpaunoHHoro yaocrosepenus Ne JICP-004745/08

fpousBoacTBeHNbIC NNOWAAKH, YHACTBYIOLLHE B NIpoLiecce IPOH3BOACTBA 1IEKAPCTBEHHOTO
Npenapara, C.yKasanHeM CTaHil 1POH3BOACTBA, HABBAHNH H PAKTHYECKHX ANPECOB
MeCTOHAXOKACHHH

lpouszgoduingns (B&;énxz%za npouseodcmea) 10Huk PapmackioTrka Jlabopatopus (OraeneHue
tupmbr " Ix.b. Kemukanc 3ua PapmacbioTikanc
JIta."), Uuama / Unique Pharmaceutical Laboratories
(A Division of J.B.Chemicals & Pharmaceuticals
Ltd.), India

_PloENe. 4,;Phase-1V, G.1.D.C. Industrial Estate, Panoli - 394 116, Dist:: Bharuch, India
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