| NMEKJAPAIIAA O COOTBETCTBHH
| EKJAPAHT, IIPHHEMATONIHI JEKIAPALULIO O COOTBETCTBHH
AQ "PAHBARCH”

| Sapeeucmpupoeany | Mexpanonnan tneneryu MHC Poccun Ne 46 no ¢ Mocikee OFPH 1047796333846 om
J0.035 2004

Aopec: 129223, o Mocrsa, Tpocnexm Mupa, 6. 119, cnip. 33772 Teaechon: 864931234-51-70.
B amge: Denepavnpiit dupermop A. Barues

| losepennoe nnjo: Padosa B.IO., doeepennocmn 0/1 om 09.01.2018 ¢

JASBJBIET, YTO

qexapemeenioe cpedcmen: HopGarmun mademiu noRpeimse penoynel pGorouretl 400 se 10 wmn.,
Gaucmepst (2), nauu kapmonnsie, PY Ne [1 NOO2545 om 02.08.2011 (oama zavens 12.10.2017}, cepus
2963029, napmus 38344 ynaroeok, euden oo 01.04.2022. npounseodcmed Can hapuiaesiomuran Huoacmpus
o, Hnows, Sun Pharmaceutical Indusivies Lid., B-2, Madkai Industrial Estate, Madkai, Ponda - Goa, 403
204, India, koo OKIII2 21.20.10.191, koo TH B2 3004 900002, koumparm Ne SUNZAQ/2013 om
05.05.2013, ungotic Ne 7000013848 om 26.05.2018 '

- COOTBETCTBVET TPEBOBAHHAM

T N0G2845-121017

JEKJIAPALLAS TTPHHSTA HA OCHOBAHHH

 npomoros uenstmanit Ne 2042 p om 20.07.2018 H QOO0 HI "@APMOLOPOHA", ammecmam
- akkpedumau POCC RU.0001.21DJHO, Cepmugpuram POCC IN.OMOS.C18973 om 23.07.2018

 PaGoka,
[GRER

CBEJAEH O PETUCTPALIMUA
| OPrAH ITO CEPTHO®HKAIMH, 3APETHCTPHPOBABIL i1 JIEKJAPALLHIO
RARUHTOMOS OPTAH IO CEPTHOHKALINH ITPOAYVKUIIH Ob1L] ECTBO C OI' PAHHYEHHOH
OTBETCTBEHHOCTAIO "OKPYIKHOH HEHTP KOHTPOJIH KAYECTBA",
aopec opeamayuu: 113280, o Mockea, ya. Macmepiosa, 0. 4, am. 3. non. [ koy. 1, adpec opeana no
cepmutpusauyny: 113280, POCCHA, 2opoo Mocksd, y:1. Macnieprosa, 6. 4, am. 5., mei.:(495) 788-02-88. ged-
cotun: ourk.pd.
JEKJIAPALLMSL O COOTBETCTBHH JAPETHCTPHPOBAHA M POCC IN.@MO8 207872
- ERAJIVINL 23.07.2015
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Can ®apmacbrotukail Hagacrpus JIT/Q
Plot No B-2 Madkai Industrial Estate, Ponda Goa 403404, India

CEPTU®PUKAT KAYECTBA

Mpenapar: Hopoakrun tadaerin 400mr

(nopdrnokcaunt 120.USP)
HOMED CEPHH:

Pasmep naprim:

Jata otdopa

2963029
800000
5/8/2018

Homep oruera: FVT05/0199
Jlata warorosnenus: 04.2018
Tozen no: 04/2022

Homep criet KN FS003878/10,0

[MokasaTe/n

Pesyiabrarbl

Hopmbl

Onucanue

Belble, 0BAlILHBIEC,CO CKOLIEHHBIMH KPasiMH,
OKPBIThIE TLUICHOYHOH 0007104K0il TabneTKH
C BBITPABHPOBAHHBIM B BHIOHTOM
npamoyroasanke "NBT 400" Ha o/1Ho#
CTOPOHE H HMEHLIHE Pa3Ie/IMTE/IbHY IO
JIMHHIO Ha JPYroi CTOpOHE.

Benble 1K MoYTH Genbie, OBaAlIbHKIE, CO
CKOMICHHBIMH KPasMi TaOJIeTKH, TTOKPBIThIE
MIEHOYHO# 000/104KO0# ¢ BHIFPABHPOBAHHBIM B
ebiGHTOM npamoyroisHuke "NBT 400" Ha oaHo#
CTOPOHE M MMEHOLLHE PA3IeIHTENBHYI JIHHHIO Ha
JIPYToi CTOpPOHE.

[ToaMHHOCTE:
-BOXKX
-TCX

CooTBeTCTBYET TPEOOBAHHAM
CooTreTcTBYCT TpebOBAHHAM

CootseTcTBYET TPeOOBAHHAM
CoorsercTByeT TpeGoBaHHAM

Cpennss Macca TadJIeTKM (MI)

653

650+/-26

OHOPOIHOCTD 110 Macce

-1,0%+1,1%

18/20 Tabnerok He Oonee yem +-5%

OJHOpO,’]HOCTb CAUHHI] JO?}lpDBaHHH
(110 OTKJIOHEHH IO Beca)

Cootsercrayer TpeGoBannam USP,
NpHEMOYHOE 3HaYeHHe=1,5

Coorgercryer TpeGoBanusm USP

PacTtBopeHue

98%

He Menee 80% (Q) OT yKa3aHHOIO Ha 3THKETKE

(Yemace/mace)(1 r/105rpax C/3 u)

1.9%

ne donee 6.0

Bpewms pacnajiaemMocTH (MHH)

5 muH 48 cex

ne donee 30

Mukpoduosoruyeckas YucToTa:

Ofnee YMCI0 KHIHECTTOCOOHBIX
aspobos KOE/r

AspobHble OaKTepHH <10 He bonee 1000
['pudsl <10 He Gonee 100
E.coli (nalr) OTCYTCTBYHOT J0JIKHBI OTCYTCTBOBATH
COIyTCTEYIOMINE KOMIOHCHTBL:

(% 06/06) (BXKX)

TTio6as caMHHYHAR PHMCCh TIPHMCCh 0.04 He Oosnee 0,3
CyMMa H3BCCTHBIX MpHMeCeii 0.01 He Oonee 0.4
Cymma npumeceit 0.19 He Oonee 0,5
ROTMICCTECHHAOS

onpeaenenne (BOAKX):

Kaxnas tabnerka 3942 mr 360,0-440,0 mr

MOKPBITas 00010UKOH

(98.5%)

(90,0%-110,0%)

10 TaGnetok B PVC/anominesas (oibra

10 Tabnerox B PVC/anomunesas donsra

YnaxkoBka Gaucrepe. 1 daucTep M MHCTPYKIHS B Gnucrepe. 1,2 uan 3 GnucTepa M HHCTPYKLMA B
KapTOHHOIT KopoOke KapTOHHOI Kopolke
JTON’KHO COOTBETCTRBOBATH cornacHo STP
MapkupoBKa COOTBETCTBYET

FT002675/5,0

[TapameTpsl PaCTBOPEHHA:

Cpeanue
OdGopy10BaHue:
CKopocTh BpallleHHs

Bygep pH 4,0; 750 ma
USP. Apparatus 2
50 rpm

JameuaHue: BBILLIEH3JI0KEHHBIH TECT He BhIMOIHSAICSH B ay'rcopcuHoroaoﬁ .11860]38.‘1'0[3[11‘]
[Mpuneuanue: TTPOIYKT COOTBETCTBYET CrIeLH(HKAIINH.

[ToarorosneHo
5/18/2018

NpOBEpPEHo
5/18/2018

0100peHo
5/18/2018 {




