NEKJAPALUA O C OOTBETCTBHH
. AEKJAPAHT, NPHHHMAIOIIMH NEKJAPALIMIO O COOTB ETCTBHH
40 "PAHBEAKCH"
Japesucimpuposane ! Meancpationsas UHCHER MHC Poccuu Ne 46 no &. Mocree ( WPH 1047796333846 ani
L 20.05.2004
 Aopec: 129223, ¢. Mocraa. Ipocnesm Mupa. 0. 119, ciip. 53772 Teacdhorni: 8i495,234-31-71.
B anue: Denepaisnbitt OUPERIROY A. Banws
usepennoe ayo. Proosi B.KD.. doseperiocmy 6/ om UY. 01.2018 .

L 3ASIBJBIET, UTO
ICRAPCMBERIOE CPEGCIIGO. Hopoarii, maGaensu ROKPuUNGIE spienownoi oovsourei 400 e 10w,
 Gaucmepor (2), NAURY KAPMOHHBIE. PV No {1 NOU2843 om 02.08, 2011 (oumi 3ameis! J2.10.2017), cepusnt
2979688, napmus 23036 vraxveor, cooe 0o 01.06.2022, npouseadcmsa Can Papuucolonind Hnoacnipus
Imo.. Huous, Sun Pharmaceutical Indusivies Lid., B-2, Madku! Industrial Estate, Madkai, Ponda - God. 403
404, India. koo OKITA2 21.20.10.191, koo TH BT 3004900002, konnpeaxm Ne SU INZAO2015 onmi
05052015, unsouc No 7000016140 om 09.07.2018

. COOTBETCTBYET TPEROBAHHSM

11 NOO2843-121017

NEKJAPALLMS [TPHHSITA HA OCHOBAHHH

NPORIORO HENLUTGIUIL No 2728 p om 27.09.2018 HIT( YO0 HIT "PAPMOBOPOHA", ammecnan
| arxpeoumayi POCC RU. 0001210140, Cepnugpuram POCC IN. BMOS.C24026 om 01.10.2015

| JIATA HPHHSTHS JIEKJIAPAILIN 07.70.2018
- AEKJAPALLMS JIEHCTBUTEIBHA 110 01.06.2022
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CBEJEHUA O PECTUMCTPALINU

OPI'Al 11O CEPTHOUKAIIMH, 3APEIHCTPHPOBABLI Hi1 JEKJAPAIIHIO

RARU.TIDOMO8 OPTAH 110 CEPTHPHEA LM 1POAYKUHHA OBLIECTBO C OFPAHIYEHHOIT
OTBETCTBEHHOCTHIO "OKPVIKHOIT LIEHTP KOHTPOJIA KA YECTBA",

aopec opanizaul 115280, 2. Mockea, va. Macmeprosa, 0. 4. 9m. 35 poa. 1oroni. 1, adpec opedand 1o
cepmughsayui; 113280, POCCHS, 20pod Mockea, yia. Macmeprosa, 0. 4 om. 5. mex.:(495)788-02-88, eed-

caim; QURK. P,
JEKJIAPALLMSE O COOTBETC TBHH 3APEIMCTPHPOBAHA ¥ POCC RUI-IN.QM08.A.02699/18
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Caun ®apmacsroruxan Hunacrpus JITA
Plot No B-2 Madkai Industrial Estate, Ponda Goa 403404, India

CEPTUH®PHUKAT KAYECTBA

Ipenapar: Hopdaxrun Taéaerku 400mr

(nopdnokcammn Tab.USP)
HOMEp CEpPHH:

PasMep napTHH:

Jara orbopa

2979688
500000
6/23/2018

Howmep orueta: FVT06/0382
Jlata usrotoencHus: 06.2018

Tozen no: 06/2022
Homep cneundukumn  FS005878/10,0

I[Moka3areiu

Pe3ybTarnl

Hopmel

Onucanue

Belnble, OBALHBIE,CO CKOLICHHBIMH KPasMHU,
TOKPBITHIE TLIEHOYHOH 000104K0H TadneTkH
C BEIFPABHPOBAHHBIM B BHIOMTOM
npamoyroastike "NBT 400" na oaHo#
CTOPOHE W HMCIOLLHE PasienHTeIbHYI0
JIMHMIO Ha JIPYTOil CTOPOHE.

Benbie nan nouti Oenbie, OBANbHbIE, CO
CKOLLIEHHBIMHM KPasiMH TaONETKH, TOKPhITLIE
[UIEHOYHO# 000JI0YKO#H C BHITPABHPOBAHHBIM B
BbiGHTOM NpamMoyronsHike "NBT 400" Ha oaHoit
CTOPOHE H MMEIOIIHE PA3JIEIHTENIBHYO JIMHHIO Ha
JApYroi cTopoHe.

TToaAIMHHOCTB:
-B2KX
-TCX

CootgercTByeT TpeDOBaHHAM
CooTBeTCTBYET TpeDOBAHHAM

CootBeTcTByeT TpedOBaHHAM
CooTBeTCcTBYeT TpeOOBAHHSIM

Cpeznss Macca TabIeTKHU (MT)

653

650+/-26

(OIHOPOIHOCTh MO Macce

-1,5%+1,6%

18/20 Tabnerok He DoJsiee yeM +-5%

OJHOPD;IHOCTL CJAMHHL, 103HPOBAHHA

(1o OTKJIOHEHHIO BeCa)

CooteercriyeT Tpebosannam USP,
npuemodHoe 3HaueHne=1.9

Cootsetctiyer Tpebopanuam USP

PacteopeHue

104%

He meHee 80% (Q) oT yKa3aHHOI0 Ha ITHKETKE

(%macce/macc)(1 r/105rpan C/3 1)

1.8%

He bosee 6,0

Bpems pacnagaeMOoCTH (MHH)

4 muH 42 CceK

ne Gonee 30

MukpoOHOIOrHYIECKas YHCTOTA:

O6Iee YMCII0 KH3HECTIOCOOHbIX

aspobos KOE/T

AspobHble OaKTepHH <10 He Gonee 1000
I'pudsbl <10 He Gonee 100
E.coli (HalT) OTCYTCTBYKOT J10JIKHBI OTCYTCTBOBATh
CoIyTCTBYIOMHE KOMITOHEHTBI:

(% 06/00) (BIXKX)

TTi0Gast eAMHHYHAS IPHMCCH IPHMECh 0.1 He Oonee 0,3
CyMMa W3BECTHBIX IPUMECEH 0.01 He bonee 0,4
Cymma npumeceii 0.40 ne Gonee 0,5
ROMMICCTBCHAOE

onpenenenue (BIXKX):

Kawxnas Tabnerka 405,0 mr 360,0-440,0 mr
HOKpPbITas 000104K0H (101,3%) (90.0%-110.0%)

10 Tabnetok 8 PVC/amomunesas donsra

10 Tadnetox B PVC/amomunesas dosbra

YnakoBka Gnucrepe. 1 Gnuctep W HHCTPYKLMSA B 6aucTepe. 1.2 wim 3 GnucTepa M MHCTPYKLHA B
KapTOHHOHM KopoOke KapTOHHOI Kopobke
JI0JKHO COOTBETCTBOBaTh cordacko STP
MapkupoBska COOTBETCTBYET FT002675/510
TMapameTpbl pacTBOPEHUA: CpenHue Bydep pH 4.0; 750 mn
ObopyaosanHe: USP, Apparatus 2

CKOpOCTh BpalllCHHS:

50 rpm /

3aMeuaHne: BbIIIEH3I0KeHHbIH TECT He BHIMOIHANICA B ayTCOPCHHOTOROH nabopaTopuy
[Mpumeuanue: TIpOaYKT COOTBETCTBYET crienUKaLHH.

[ToarorosneHo
6/30/2018

MPOBEPEHO
6/30/2018

onobpeHo
6/30/2018




