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OBaIbtbE.  ABOAKORBILYKIBE  TaBACTIH, Coomm*m Byer

TOKPLETHE OGOIIOYKOH EHTOrO UBCTE,
Yellow, oval, biconvex enteiic coated tablets. C{}mphes
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Ferpic oxide yellow
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1 COBNAJATE.

PRI GOPATYETCR ROPHHIICHO-RPRCHOC
ORPENTERAITHE PICTROPA.

| A vellow red to orange ved color appears: | Complies .~

BpeMeia YACPKUBAHHS OCHOBHOTO. [IHKa Ha CGGTE&TCTB}, et

KOMAUGCTECHITOM  ONPENENCHAK,  AOJKHLL |
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[Ips  floGasAsHNM - pacTBOpa ammoiug | Cootsercryer

OBpasyercs U#eT OT WenTo-kpacHoro o | Coorsercrayer

OPUHKEHO- KPacuoro. | | |
i the Assay, the principal peak i the mepl:és
chromatogram obtained with test solution has:
the sante retention time as the principal pedk |
i the chromatogram. obtained with standard |
solidion. |

Afler  ammodium  thicsyanate  soliition | Complies
adding,a brown-red colotir appears.
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AV < L1 (L) =15.0) L1=93

] 4. | PacrniangeMoCcTE:
0.1 M HCI

| Bytiephsiii pacrsop pHl 6,8

| Disiitegration:
I 01M HCE

It pli 6.8 buffer

He nonicis pacnagarLes B TeUEHIe CooTeeTeTBY ST
120 Mun.
1+ Flomxnp pacnacThes B TeqeHHe HE Bonee | 12 ni AH: 42 CEK.
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yem 60 MuH,

N tablets should disintegrate i
120-min
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All should disintegrate it NMT 60 ml: | o ki
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0.1 MHCI | He Gonee 10°% 3a 120 MyH, 0,9 %

Bypeprsiii pacrsop pll 6,8 e menee 75% (Q) 3a 45 M. 1 943.%

Dissolution: g : DR
| n0.1M HCH: | NMT 10% in 120 min. | 0.9% e
| InpH 6:8 buffer ] NET75% (Q) in 45 minutes. o %3%
6 ComyTeIByOmHe NpHatec ITpu sanycre. S 1007 %
1 Kaxgol BergeHTuPUIHPOBaHHOA npamect | -

1 - we bonee 0,5 % - 10342%
1 Cymma npumeceli =wne Gonee 1L,0%: R
Related substances: “Any single impurily: NMT-0.5 %, 0T
N o | ToialoFimpurities: NMT 1.0%. . |0340%

‘ 7 Konnwectsennoe onpenenende: | Ot 38,0 Mr/ab. 1o 42,0 mr/tab. 39.46 mc/Tad,

[ raBneTia, TOKpHITas (95-% = 1359%].. (98, 65 %o}
aGonoukeii - |
| RHILIENLOPACTROPHMAL,

v ] copepxur 40°ME niantonpalona

: | Assay: Each entetic coated 38.0'mg/tab. to42.0 mg/tab. 3946 'mgftﬂb
o | tablet contains 40-mg of (95 % -105%). (98,65 %)
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Ob1uge URCRQ. LPOACKEBBIX U '
susctesbrs rpubois (TYMCY— | e Goses 107 -mexee 10 KOE; 1
| Oreyversue Escherichia calin Fe ﬂﬂ'ﬁ}’(’.‘éﬁaefﬁ}'{' nanve s T | Escherichia coli~ ﬂTCyTCTB}fET. SR
| r npenapara, | - | B I - o

Microbiological purity! NMT 10% CFU/g. | <50 CFU/g,.
Total bacteria per g NMT 102 CRU/g, <10 CFU/g. | o
1 Total fangi per g Must be abseat per | g Eéﬁ'hﬂr‘ ichia ¢oli is absent PCE | E
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D kln[-,c‘p"}l\i the prodoeis manifactired, pfu,kucl aind ‘analyzed as per Registration Certihicale: mquncmﬂntﬁt c%]:es
AOMP standards and reg Lummﬁnm Ceitificate No. 067/2014/SAUMP/GMP =
IR HInsl Ha JPen3BOaCTBO ftt‘:'gﬁpcraem-tm epeficrs: Cepust AB Ne 508034
kb &Ema for mgﬁnﬁl pmducil-hf duction: Bateh  AB No. 598054

Ty E? ﬂ;@" %npamaaenen YRATORAIT W TIPOTECTUPORAN B COOTBETCTBHY € TPCOOBAHUAMM pcrHcha[WW@HOm

B Jl*l'{opi’ropﬁr.,ﬁ’t 01{.1{” -* |
5 'f ¢ HLLH}I

Xurmi 1—:~1uaJm’1‘m€‘ .
T charge of (}C Id sk

IR _iDate:,-.;Z-ﬁ-{?;? 4 4 | Date WEseinre F ! |

-—-..-..-...-.-—4-’_,...—-

F12 nm,gmc OX A\ TauanbHik %
QA TTead; g3\

CE‘[J"IHHLFI Nﬂ 2 Hz 2

age No.: 2 of




