JEKJIAPALINSA O COOTBETCTBHHU

- JEKJIAPAHT, IPHHHUMA IO AN AEKJIAPALIMIO O COOTBETCTBHUM

- AQ "PAHBAKCH"

| Bapeencmpuposane : Mesxcpationnan uncnexyus MHC Poccun Ne 46 no 2. Mockee OFPH 1047796353846 om

20.03. 2004

| Adpec: 129223, 2 Mocrsa, Ipocnexm Mupa, 0. 119, cmp. 537/2. Tereghon: 81495)234-31-70.

- Bunyge: enepansusiit oupesmop A. Banues
- Hosepennoe auyo: Padosa B IO., dosepeuncems 61 om 09.01.2018 .

' 3ASIBJSIET, YUTO
gerapemeennoe ¢peocmen: Hopbaxmun matiemxu noxpuinvie miexounon oboaourol 400 e 10 wm,,
Ganemepst (1), naury kapmonnse, PY Ne IT NOG25435 om 02.08.2011 (oama savens 12.10.2017), cepus
2931952, napmust 78720 ynaxoeok, 200en do 01.03.2022. npouzsodcmea Can Papnacsiomurai Huoae mpus
Amo.. Huous, Sun Pharmaceutical Industries Lid,, B-2, Madkai Industrial Estate, Madkai, Ponda - Goa, 403
404, India, koo OKTLI2 21.20.10.191, koo TH B2 3004900002, xomumparm No SUN/ZAO2015 om
05.03.2015, wneoitc Ne 7000012217 om 20.04.2018

COOTBETCTBYET TPEBOBAHM M

[ NOO2843-121017

JAEKJIAPALLMS TPHHSTA HA OCHOBAHHH

npomokor wenvimanuit Ne 1664 p om 15.06.2018 HA OO HI "PAPMOEOPOHA", ammecman
arrpedumayuy POCC RU.0001.210.7140, Cepmuchunam POCC IN OMOS.C16102 om 13.06.2018
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CBEJEHUSA O PETHCTPALIUU

OPI'AH 110 CEPTHOHKALNH, 3APEI'HCTPHPOBABUIMIT JJEKJIAPALLMEO

RARU NPMOS OPIAH HO CEPTHOHKALIITH TPOAYKIIHN OBIECTBO C OFPAHHYEHHO

- OTBETCTBEHHQOCUTBIO "OKPYKHOH EHTP KOHTPOIA KAYECTBA™

- aopec opeamayuu: 115280, 2. Mockea, v Macmeprosa, 0. 4. sm. 3, nos. 1. kon. 1, adpec opeana no

- cepnuhurayun: 113280, POCCHA, 2opod Mockea, ya. Macmeproea, o. 4, am, 3., mea. . (495)788-02-88, seb-
catim. oyri.poh.

AERJAPALINA O COOTBETCTBHH 3APEIMCTPHPOBAHA A POCC IN.OM08.103831
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Can ®apmacbroTukan Hupacrpus JIT
Plot No B-2 Madkai Industrial Estate, Ponda Goa 403404, India

CEPTUDOUKAT KAYECTBA

[Mpenapar: Hopbaktun tadnerin 400mr

(Hopdnokcaunn Ta6. USP)

Howmep otuera: FVT04/0196
Hara m3rorosnenus: 03.2018

HOMEP CcepHHu: 2951982 Tozen no: 03/2022
Pasmep naprun: 800000 Homep cieundmrumm FS005878/10,0
Jara orbopa 4/4/2018
Iokazarean Pesyabrarhl Hopmei
Benble win noury Gensie, osatsubie, co
Bestble, oBanbHbie,co cromenHpMH KpasiMH, "
e s CKOLICHHBIMH KPAsMH TabNETKH, MOKPBIThIe
MOKPBITBIE MICHOYHOH 000104K0H TabneTky s .
= TUIEHOYHOH 0DONIOYKOI C BBIrPABMPOBAHHBIM B
OHMC&HHe C Bb”‘paBHpOBaHHHM B BBIOUTOM _ .y “ 2
i " o BBIOMTOM npsamoyroishuke "NBT 400" Ha onnoii
npamoyroneHuke "NBT 400" Ha oxuoii
CTOPOHE M MMEIOLIHE PA3NICIIHTENBHYIO THHMIO Ha
CTOPOHE M MMEKOILME Pa3ICIHTENbHYIO ~
2 ApYyro# cropome.
JHHHIO Ha ApYroii cTopoHe.
MommmaHOCTS:
-B3XKX Coorserctyer TpeGoranmsm Cootsercreyer TpeGosanmam
-TCX CooteercTryer TpeGosanmam CooTReTCTBYET TpeGoBanmsam

Cpenusia macca tabnerku (vr)

652

650+/-26

OaHopoaHoCTh N0 Macce

-1,6%+0,8%

18/20 Tabietok He Gonee yem +-59,

OnnopoaHocTs exnann J103HPOBaHHMA
(110 OTKJIOHeHH Beca)

Cootsererryer TpeGoraumsm USP.
MPHEMOYHOE 3HaYeHne=] .6

Cooreercrryer Tpebosaunsm USP

PacrBopenue

96%

He menee 80% (Q) oT yka3aHHOI0 Ha STHKCTKe

%omacc/mace)(1 /105rpag C/3 4)

2.9%

He Oonee 6.0

Bpems pacnanaemocty (mun)

4 mun 58 cek

He Dosee 30

Mukpobuonoruueckas uncrora:

Ob1wee YHCI0 KHIHECTIOCODHBIX
a’podos KOE/r

A3poOHble GakTepuu <10 He Gonee 1000

I'puosl <10 He Qonee 100

E.coli (nalr) OTCYTCTBYIOT JLOJKHBL OTCYTCTBOBATH

ConyTeTBylonise KOMIOHEHTBI:

(% 06/06) (BIKX)

Jliobas ennHEYHAR TPHMECh TpHMech 0.05 He Gonee 0,3

CymMa M3BeCTHBIX npuMeceii 0.01 He Gonee 0,4

CymMa nmpumecei 0.18 He bonee 0,5
HHOC

onpenenenne (BIXKX):

Kaxnas taGnerka 395.2mr 360,0-440,0 mr

[OKPBITAs 0001049K0f (98,8%) (90,0%-110,0%)

10 raénetok B PVC/amomunenas Gonera

10 rabnerox B PVC/aniomumnesas tonbra

Vnakorka Gaucrepe. 1 Gauncrep u HHCTPYKLHS B Oamctepe. 1,2 nim 3 6mcrepa u HHCTPYKLHS B
KaPTOHHOH KOpoOke KapTOHHOH KopoOke
AOIKHO COOTBETCTBOBATH COrnacho STP
Mapxkuposka COOTBETCTBYeET FT002675/5.0
TMapamerpsr pacTBopetus: Cpennue bydep pH 4.0; 750 ma /|
Ob6opynosanue: USP, Apparatus 2
Ckopocts BpanieHus: 50 rpm J
3aMeuaHHe: BbIUCHIN0KEHHBI TecT He BBINOTHANICA B ayTCOPCHHOTOBOIH naboparopun /."J
Ipumeuanne: Mpoaykr COOTBETCTBYET CrieHUKALIHH, ‘
[oarororneno NpOBEpeHo onobpeHo
4/14/2018 4/14/2018 4/14/2018




