JNEKJAPALIMSL O COOTBETCTBUM

JEKJAPAHT, MPHHAMAIOUMNA JEKTAPALMIO O COOTBETCTBHH
| A0 "PAHBAKCH"
Bapecucmpuposaio © Mo panons HHCHCRYUA MHC Poccuu Ne 46 no 2. Mocxge OI'PH 1047796353846 om
| 20.05.2004
| Aopec: 129223, 2. Mockea, Hpocneim Mupa, 0. 119, cmp. 53 772, Tenegpon: 8(495;234-51-70.
| B muye: lenepaivuoiii oupermop A. Baaues
Aosepensioe awyo: Pabosa BIO., dosepenrocme 6/ ont 09.01.2018 2.

3ASBJAET, HTO

| aeRapemeenioe ¢PeocmGo. 3o maOIemKki noKpuIible naenounol o6oroukot 0.3 2 10 wan., cmpun (1),

| nauku kapmonieie, PY Ne ITNOI3785/01 om 25.05.2009 (6ama 3aveiivi 19.06.2017), cepus SKTG103, napmiun

7

| 57810 ynaxosor, eoder 0o 31.12.2020, npouscoocinea Can apstacsiomural Huoacmpuz Jdmo, Huoun, Sun
- Pharmaceutical Indusiries Lid., Survey Ne2 14, Plot Ne 20. G A., Phase - II. Piparia, Silvassa — 396 230. U1

of Dadra & Nagar Haveli, India, ko0 OKII2 21.20. 10191, xoo TH B 3004900002, xonmparm N
 SUNZAQ/2015 om 03.05.2013, uneoiic Ne 7000010825 om 26.03.2018

COOTBETCTBYET TPEBOBAHMAIM
I NDI3783/01-260810 wav. Ne 1-3

JIEKJIAPALUMSI TPHHSITA HA OCHOBAHHH
npomorot uensimarnii Ne 1376 p om 16.05.201 & HJ1 000 HIf "PAPMOLOPOHAT, ammecimam
axxpeonmenun POCC RU.0001. 217140, Cepmughuram POCC IN.PM08.C13939 om 16.05 2018

| JIATA IPMHATHSL JIEKIAPALIMH 17.05.2018
,ﬂgﬁﬂfﬁ;ﬁﬂﬂ\{il‘f'IC"I‘Blf!"i‘EJIBHA N0 31.12.2020

e
woq VELL 1 '\ rFay. ¥ . )
CAOAR] [ < "w//wd’ e ____PHOOBH Bi{).
dekraponm | -'5 NeANNUCEH LORGRE
SRR 4 - "/a'i

T
7 4

. CBEJEHHUS O PETHCTPALIU

OPI'AH IO CEPTHOUKAIIN, 3APETMCTPHPOBABII HH JEKJIAPALUIO
RARU.1IPMOS OPTAH 1O CEPTHOHKALIMH [TPOAVKUHH OFIECTBO ¢ OTPAHHYEHHOH
 OTBETCTBEHHOCTBIO "OKPYKHOH HEHTP KOHTPOJIA KAYECTBA',
|| aopec opeanusait: | 15280, 2. Mockea, yiu. Macmeprosga, 0. 4, am. 3, nos. 1, xom. 1, adpec opadit no
| cepmudpuranpuu: 113280, POCCHHA, 2opoo Mockea, yva. Macmeproesa, 0. 4, am. 5., nien. (493 788-02-88. eed-
catin: oyrk. pe.
AEKJIAPALLMS O COOTBETCTBUH JAPECHCTPHPOBAHA M POCC IN.@MO8. 400956
JATA BEPHCTRALIMM /7.05.2018

P
P )
.’J; ¢ ?-’/
[ et
‘ s Hunenso Wb,

noeAnuch Pykosoautent OC




RUSSIA

| Survey No. 21
| Phase I, Stlvassa =
L {U.T. of Dadra & Nagar Havely), IND

14, Govt Ind. Area,

Koarpoas kaueersa / Quality Control

396 238

CEPTHO®HKAT AHAJM3A / Certificate of Analysis

Page 1 0f2 |

M

Generic Name

s Opuudazai, madremen 300 a2
2 Ornidazole Tablers 300 me

Hasanue npenapara

¢« Hasonug

Hara wsrorosnenus / Mig Date : O

Product : Dazolic
Cepus No./ Baich No.: SKT0103 Togen a0:/ Exp.Date : 1242020
HoMep aHa M THHECKOTO Jokaana / AR No.: T/O161/18 1§ Jara seinyexa / Release Date )-Mar-2018

ar Tests  Results Specifications

1. | Ouucanue Kpyrasie, aposkoBsinykisie | Kpymsie, ABonrosbinyiibe TE0ITRY, 0KPLITHIES
Description TabHeTRA, nokpsirsie | naenoutoll 060nouKol Geaoro wan nouTH Seaero

fiieHOUHOH ODONOUKON | LIBETA, HMEIOULKE PHOKY Ha 0RHOH CTOPOHE.
QEAOrDe BIH IOMTH OCH0re

HRCTA, HWMEKUIHE PHCKY HA

onHolt CTOpOHE.

White o almost  white | White to alimost white coloured, round biconvex
coloured, round  biconvex | film coated tablets having a break line marking on
film coated tablets having a | one side and plain on the other side.

preak line marking on one

side and plain on the other

side.

2. | Moanunnocts Coorsercrayer Bpema  vIepKHBAHUA OCHOBHOIO fHMKA Ha
BOWX TpedoranmiIM XPOMATOrpaMMe  HCHBITYSMOIO  pacTBOpa
Identification JIOITKHO COOTRETCTRORATE BPEMEHY
HPLC VACIKHBAHMA  NHEa  Ha  XpoMarorpamMme

CTARJAPTHOIO PACTROPa OpHIIA30A

Mecets the requirements | The retention time of the major peak in the
chromatogram of the sample preparation
corresponds to that of standard preparation as
obiained in the assav procedure.

3. | Pacnazaemocts 11 Mun./min. He bonee 30 vuuyT
Disintegration Time Not more than 30 Minutes

4, | Cpeauss macca 6250 mr+ 3.0 % (o1 606,25 mr 10 643,75
Tad1eToK W 627.8 mg / mt M),

TIUIOHEHHE 0T Between 606.3 mg and 643.25 mg
cpenneit Macen (£3% of standard Avg.wit. 1.2.625.75 mg)
Average Weight

5. | PacTeopenue Muun./Min. 196 % He wmenee 80%(Q) opHHAazona  J0JHHO

Dissolution Marke./Max. 100 % DECTHOPHTARCH Hepes 45MUHYT 0T KOTHYECTRA,

Cp./ Avg (98 % YKA3aHHOTO Ha 3THRETHE
Not less than 80%(Q) of the labelled amount
of Ornidazole is dissolved in 45 minutes.
For S1 level each unit is not less than 85%.
For 82 level averape of 12 units (51+82) is
equal to or greater than 80% and no unit is
less than 653%.
For §3 level average of 24 units (S1+82483)
is equal to or greater than 80% not more than
2 units arc less than 63% and no unit is less
! than 55%.
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Creneric Neome : Ornidazole Tablets 300 mg

2 Opnyoason. madnemyu 300 e

Hazsanue npenapara 1 Jasonnx
Product : Dazolic

Jara usrotopsenns / Mfz Date : 01/2018

Cepun No./ Batch No.: SKT0103

Togen ae:/ ExpDate : 1272020

Homep auanmruaeckore xoxnana / AR No.: T/016

1718 | Jlara spinyvera / Relesse Date

: 10-Mar-2018

e Tests Results Specifications
6. | Moctoponuue Mot Detected AJofas  wiAMBHAYAILHAY  TPUMECH  -HE
npHMecH: Honee 1,0%.

Degradation Product Not Detected

B.Cymumapuoe colepkanqe Beex npuMeceit -
e Gosnee 2,0%.

Individual impurity : Not more than 1.0 %
Total impurities : Not more than 2.0 %

7. | Ocratouneie
OPraslvecKie 11
PACTBOPHTENH
Organic volatile
impurities

AlETOH ¥ NIOHPOTIWIORLIH cnupt - He Gonee
5000 ppm KaKI0TO KOMITOHEHTA B TAOICTHE.
Acetone : Not more than 5000 ppm
[sopropyl Alcohel : Not more than 5000 ppm

20 CFU/

far

<10 CFU/gm

8. | MukpolOuonorugecka
A HHCTOTA
Microbial Limit

Absent / OTeyTeTBYIOT

i)He Boaee 107 anpodunx Gaxrepuii clu/um
ii)ire Sonee 107 nnecuenpix rpudon cfu/gm
Oreyrersae Escherichiacoli, sl

Total viable aerobic count Not more than 10°
& Not more than 107 fungi per gram

Absence of Escherichia coli, (19)

9. | KonuyecTeennoe
oupeeacHue
Opnauaazon 300
Mr/Tad.

Assay
Ornidazole

500 mg/iab.

G99 3 %

496.5 mr/ mg

B ramuoft tabnerke IOMKHO COORPIKATLLA
500Mr +10%  opsiaasona of KOAHUECTBA,
JAARICHHOTO HA 3THKETKS (He Mexee 450Mmr o
ge Gonee 550mr opauiazona/raticTsa).

Not less than 450mg and not more than
350mg of labeled amount of Ormidazole.

Not less than 90.0 % and not more than 110.0
% of labeled amount of Omidazole.

3akmoNenne ﬁp\ﬂiﬁpﬁ”i’ COOTBLICTRYCT DCKOMCILIAOBAHIBIM CTaNAapTaM KayecTna

BHYTPHIDOHIBOACTBCHHBIX HODMATHEOR.

Remarks : The product complies with the prescribed standard of quality as per In-House specifications.
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