AEKJIAPAIINSI O COOTBETCTBUMA
| JIEKJIAPAHT, IPHHUMA IO AERKJAPAIIMIO O COOTBETCTBHHA
| AO "PAHBAKCH"
| Bapeeucmpuposano . Mexcpaionian urcnerus MHC Poccun No 46 no 2. Mockse OFPH 1047796333846 om
| 20.05.2004
 Aopec: 129223, 2 Mockeu, Hpocnesm Mupa, 6. 119, cmp. 537/2. Teneon: 8(493)234-31-70.
B aye: Feneparwusiin dupermop A. Batuee
Hoeepennoe yuyo: Padosa B.IO., dosepennocing 6:n om 09.01.2018 o

SAABIAET, HTO

AerapCrsenge cpeocineo: Hopdarmun mabaemci ROKPsinsie mienounon otoiouscis 400 ae 10 wm.
Oaucmeput (24, navku gapmonnoie, PY No [T NOO2845 om 02.08.2011 (dama saxens 12.10.2017), Cops
2934112, napnug 38896 yiaxosox, cover 0o 01.03.2022, npeussodemed Can Papmacsiomura Hudacmpuz
Amao.. Hudus, Sun Pharmaceutical Industries Lid., B-2, Madkai Industrial Estate. Madkai, Ponda - Goa. 403
04, India, koo OKITI2 21.20.10.191, oo TH B2 3004900002 rosmpasm Ne SUNZAQ2015 om
03.05.2013, ungonic Ne 7000012546 om 27.04.2018

- COOTBETCTBYET TPEBOBAHHSIM
- 1T NOO2845-121017
- JIEKJIAPALIMA IIPHHSTA HA OCHOBAHUN
| npomoxor wensimanit No 1691 2 om 20.06.2018 IHT OO0 HI] "OAPMOBOPOHA", anmecmam
- axxpeoumayuy POCC RU.0001.21 ®J140, Cepmugpuram POCC IN.DMOS 16431 om 20.06.2018

- JATA-HPHLSITHSL AEKJIAPALIMH 20.06.2018
AEKITAPAIMSTUEACTBUTENLHA 10 07.03.2022
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CBEJEHUSI O PETUCTPALIAN

OPI'AH O CEPTH®HKALMH, 3APETHCTPHPOBABLIHIT JEKJIAPALIHIO
- RARULIPMOS OPIAH 11O CEPTHOHKAIHH TPOAYKIFHH OBIECTBO C OF PAHITYEHHO
- OTBETCTBEHHOCTLIO "OKPYKHOH LEHTP KOHTPOIS KAYECTRA
adpec opeanuzayun: 113280, o Mockea, yiu. Macmeprosa, 0. 4. wm. 3, now. 1 o, |, adpec Oprana o
cepmugpurayui.: 115280, POCCHA, 2opoo Mocrsa, va. Macmeprosa, 0. 4, sm. 3., mea. :(495)788-02-88. sed-
CATIN ORI,
- AERJAPALHSA O COOTBETCTBHH 3APEMHCTPHPOBAHA A POCC IN, DMO8, 704302
HATA PELMCTPALIMM 20.06.2018
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Can ®@apmacsrotukan Uuaacrpus JT/L
Plot No B-2 Madkai Industrial Estate, Ponda Goa 403404, India

CEPTUH®PHKAT KAYECTBA

[Tpenapar: HopakTun tadaerkn 400mr Homep oruera: FVT04/0199
(Hopdokcauun Tab.USP) Hara narorornenns: 03.2018
HOMEp CepuH: 2954112 Tozen 10: 03/2022
Pasmep naprum: 800000 Homep cnenudusunn  FS005878/10,0
Jlara otGopa 4/6/2018

IMoka3zareinn PesyiabTaThl Hopmbi

) Benbie nin noutn Gessle, OBAIIbHBIE, CO
Bertble, 0Ba/IBHBIC,CO CKOIICHHBIMH KPasMu, 5
CKOLUEHHBIMH KpasgMH TA0JETKH, TMMOKPBITHIC
NIEHOYHOH 060I0UKOli ¢ BBIFPABHPOBAHHBIM B
ebiOHTOM npamoyroasrike "NBT 400" na oo
CTOPOHE H HMCHIIHE Pa3Ac/IMTC/IIbHYIO JINMHHIO Ha

JIPYroi CTOpOHe.

MOKPBITHIC TICHOUHOH 0007104K0H TabneTku

Omnucanne C BEIMPABHPOBAHHBIM B BHIOHTOM

npamoyroashauke "NBT 400" va oanoi

CTOPOHE H HMMEIOLIHE Pa3JeIHTEIbHYO
JIHHHIO Ha Jpyroi cTopoHe.

[MoanuHHOCTS:

-BOXKX CoorsercTryer TpeGoBaHHAM CootreercTByer TpeOOBaHHAM

-TCX CooTBeTcTBYeT TpefoBaHHAM Cootsercrsyer TpeGoBanusm
Cpennss mMacca TadneTku (Mr) 659 650+/-26

O.IHOPOJHOCTD M0 Macce -1,3%+1,6% 18/20 Tadnerok He Gonee uem +-5%
OIHOPOAHOCTE €IHHHIL 103UPORAHMS CootsercrByer TpeGosanusm USP, Coorsercrpyer TpeGosannsam USP

(N0 OTKJIOHEHHIO Beca) MPHEMOYHOE 3HaYeHHe=1,3

PactBopenne 97% He MeHee 80% (Q)) OT yKa3aHHOTO Ha ITHKETKE
(Yomace/mace)(1 r/105rpax C/3 u) 3.1% e Gonee 6.0

Bpemsa pacniazaeMocTs (MHH) 5 vmn 10 cek He Oosee 30

MHuKpoOHonorHyecKkas 4HcToTa:
Oduiee 4HECIO KUIHCCTIOCOTHBIX
aspodos KOE/r

AdpoGHsle HakTepHH <10 He Oonee 1000
I'puobI <10 He Gonee 100
E.coli (HalT) OTCYTCTBYHOT JIOJKHEL OTCYTCTBOBATh

COH}TCTB}’]UU—[HC KOMIIOHCHTBI:
(% 06/00) (BRKX)

Thiodast eIMHHYHAS IPHMCECh IIPHMCECh 0.05 He Dbonee 0,3
CyMMa H3BECTHBIX MpHMeceii 0.01 He fonee 0.4
Cymma npameceii 0.19 He Donee 0,5
RKOJMICCTECHAOT
onpeaenenne (BOXKX):
Kasxmas tadbnerka 308.9 mr 360.0-440,0 Mr
IOKPBITas 000104KOkH (99,7%) (90,0%-110,0%)
10 rabnerok B PVC/antomuneras donbra 10 tabnetox 8 PVC/amomunesas donsra
Ynakosxa Gnuctepe. | Gnuctep M HHCTPYKLHA B Gnuctepe. 1,2 uan 3 GucTepa M UHCTPYKIHA B
KapTOHHOH Kopolke KapTOHHOIi kopolke
N ) N . JIOJIZKHO COOTBETCTBOBATh cornacHo STP
apKHPOBKa COOTBETCTBYET FT002675/5.0
[TapameTpsl pacTBOpeHHs: Cpennne Bydep pH 4,0; 750 mn
OdopyaosaHue: USP, Apparatus 2
CKopocTh BpaleHms: 50 rpm )

3aMetaHie: BIEH3N0KEHHBII TECT HE BRINOIHANCA B AyTCOPCHHOTOROIT TaGopaTopHi

[Tpumeuanue: IpoaykT cooTBercTBYeT crennHKaLy. A
[Toarorosieno NpOBEPeHo 0100peHo )
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