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CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIN3A

fl’_l‘oduct: Omez (Omeprazole), capsules 20 mg

M poayxT: Omes® (omenpason), Kkancynsl 20 mr

Batch No. / Cepuns Ne:

B2103367

cepuu:

Batch Quantity / O6bem

2000000 NO

2002FP21001983

AR No / AHauTHYeCKMH oTueT No:

Date of Analysis / laTa
anaamsa: 30-09-2021

Mfg. Date: / JaTa npon3BoAcTRA:

09/2021

08/2024

Date of Expiry / T'ogen go:

Analysis performed according ND / Auasaus npoeegen no HJI: 1T N0O15479/01-121120

Ne Test / Iloka3aTeanb

Result / Pe3yabTaTh!

Specification / Hopma

1 | Description /
Onucanue

Hard gelatin transparent capsules of
size 2 with a colorless body, pink
cap and black marking "OMEZ" on
both parts of the capsule. Capsule
content - white pellets. /

Trepnbie JKEJNaTUHOBbIE
[po3pavHble Kallcylbl pasmepa 2 ¢
GECIIBETHBIM  KOPIYCOM, pO30BOMH
KpBIIEUKOW W MapKHUPOBKOM
yepHoro usera «OMEZ» na ofenx
yacrax  kKancynel. Conepxumoe
Karcyn — rpaHyJisl 6eoro uBeTa.

Hard gelatin transparent capsules of size 2
with a colorless body, pink cap and black
marking "OMEZ" on both parts of the
capsule. Capsule content - white to off-white

pellets. /

Teepasie JKEJIaTHHOBBIE Mpo3pavyHbIe
Kalcynel  pasMepa 2 ¢ OeciBeTHBIM
KOpIIyCOM, po30BOit KphILIEYKOH "

MapKupoBkoit depHoro usera «OMEZ» nHa
obenx yactax xarcyinsl. Cogepkumoe Karncyn
— rpanysl 6e510ro Ny NoYTH OCENIOTO 1BETA.

2 | Identification / [ToniuHHOCTH

2a) | ByUV/VY®-
cnekTpooToMeTpHs

Complies as prescribed/
CooTBeTcTBYET TpeOOBaHMAM

UV-absorption spectra of both test and
standard solutions of omeprazole in the range
230 to 350 nm should exhibit maxima at the
same wavelength. /

VY® - choexTpbl TOTJIOUIEHWS pacTBOPOB
npermapara M CTaHmapTHoro  oOpasua
oMemnpazona B obmacti oT 230 mo 350 Hm
JOJDKHBI METH MaKCUMyMBI TIpU OXHOW W
TOI )K€ JIJINHE BOJIHBI.

Remarks : The Product conforms to ND/
Mpumeuanue: [TpoaykT cooTBeTcTBYET TpebopanusM HJI

Conclusion : APPROVED /
Zaxmouenne: OJOBPEHO

Printed By: Krishnamohan Gunturu
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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJTTU3A

[Product: Omez (Omeprazole), capsules 20 mg

MpoaykTt: Ome3® (omenpazon), kanmcylibi 20 mr

Batch No. / Cepust Ne: B2103367

Batch Quantity / O6nem
cepun: 2000000 NO

AR No / Apaaurn4yeckuii order Ne:
2002FP21001983

Date of Analysis / laTa
ananusza: 30-09-2021

Mfg. Date: / Jlata npon3BoacTBa:

09/2021

Date of Expiry / T'ogen go:

08/2024

Analysis performed according ND / Ananns nposeaen no HJL: IT N015479/01-121120

PacTBOopenue

98%, 94%, 93%, 93%, 94%, 98%

Ne Test / IlokasaTeas Result / Pe3yabTaThl Specification / Hopma
2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CooTBETCTBYeT TpeOOBaHMAM chromatogram of test solution should
B mm f;orrespond to the retention time of main peak
CBOKX/BCIKX in the chroma’gogram qf or'r|1eprazc')'le reference
standard solution (section "Assay"). /
BpeMs yIepXKWBaHWA OCHOBHOIO THKa Ha
XpoMarorpaMMe  VCIBITYEMOTO  pacTBopa
JOJKHO COOTBETCTBOBATh BpEeMeHU
YOep)KABaHWA  OCHOBHOTO nHUKa  Ha
XpoMaTorpaMMe — pacTBOpa  CTaHAApTHOTO
o6pasla oMenpasona (pa3men
«KonnyecTBeHHOE OTIpeJeTTIeHNE ).
3 | Average net fill weight | 266.8 mg/266,8 Mr 270.0 mg + 5.0 % (Between 256.5 mg and
/ Cpeausisi Macca 283.5 mg) /
COIEP:KIMOr0 KATCYJI 270,0 Mr £ 5,0 % (256,5 mr - 283,5 Mr)
4 | Water / Boaa 1.4% w/w / 1,4% Not more than 3.0% /
He 6oiee 3,0 %
5 | Uniformity of dosage 3.6/3,6 Acceptance value (AV) should be less than or
units / OAHOPOAHOCTH equal to 15.0./
JI03UPOBAHUS IMokazarens mpremMaeMocT? (AV) momkeH
OBITH MeHee W paBeH 15,0.
6 | Dissolution / 0%, 0%, 0%, 0%, 1%, 2% In 0.1 M hydrochloric acid solution - not

more than 10 % of C;7H;oN;O;S
(omeprazole) is dissolved after 2 h /

B 0,1 M pactBope XJIOpHCTOBOLOPOAHOM
KHCIOTHI - He 6onee 10 % Cy7H oN;038
(omenpazon) yepes 2 4.

In pH 6.8 buffer - not less than 75 % (Q) of
CsHsN30;S (omeprazole) is dissolved after
30 min /

B 6ydepe pH 6,8 - He meHee 75 % (Q)
C,7;HoN;0;S (oMenpazou) yepes

30 MuH.

Remarks : The Product conforms to ND/
TMpumenanue: [Tpojykr coorsercrayet TpeGosanusam HJL

Conclusion : APPROVED /
Bawawdenne: QJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Product: Omez (Omeprazole), capsules 20 mg

Mpoaykr: Ome3® (oMemnpason), Kancysl 20 mr

Batch No. / Cepnst No: B2103367

Batch Quantity / O6bem
cepuu: 2000000 NO

AR No / AnaantHdeckHii oruer No:
2002FP21001983

Date of Analysis / laTa
anajusa: 30-09-2021

Mfg. Date: / lata npou3BoacTBa:

09/2021

Date of Expiry / I'ogen go:
08/2024

Analysis performed according ND / Ananus npogejten mo HJL: T1 N015479/01-121120

Ne

Test / MToxa3zaTeanb

Result / PesynabTaThl

Specification / Hopma

7

Related substances / Iloctoponnne npumecu

Any individual
unidentified impurity /
JI100as ennHUYHasA
HenaeHTHUIMpOBaHHA
s TIPAMECH

0.02% / 0,02%

Not more than 0.5 %. /
He 6omee 0,5 %

Total impurities /

Not detected / He oGHapyxeHa

Not more than 2.0 % /

3strips and patient information
leaflet in a carton pack. / Ilo 10
Kancyl B aTIOMHAHWUECBOM CTpHIIE.
Ilo 3 crpuma ¢ HHCTPYKUMENH TNO
MIPUMEHEHHNIO B TTAYKy KapTOHHYIO.

CymmMa nipuMecei He 6omee 2,0 %

8 | Assay/ 20.1 mg/ 20,1 mr 18.0mg to 22.0 mg of C;;HN;0;8
KoauuecTBeHHoe (100.6% / 100,6%) (omeprazole) in capsule (90.0 to 110.0 % of
onpegeeHue label claim). /

Or 18,0 mr mo 22,0 mr C7H;oN;OsS
(omempason) B xamncyine (ot 90,0 mo 110,0 %
OT HOMWUHAJILHOTO COAEPIKaHMs).

9 | Microbial limits / MukpoOnonornueckas YHcroTa

a) Total Aerobic Less than 10 CFU/g / Not more than 1000 CFU/g /
Microbial Count / Menee 10 KOE/r He 6onee 1000 KOE/r
O61ree 9nciio a3poOHBIX

MHUKPOOPTaHU3MOB
b) Total Combined Less than 10 CFU/g/ Not more than 100 CFU/g /
Yeasts and Mould Count | Menee 10 KOE/r He 6onee 100 KOE/r
O6miee yncio
IPOOKEBBIX U
TIJTECHEBBIX I'PUOOB
¢) E. coli Absentin1 g/ Absentin 1 g/
OtcytcTByeTB I T Orcyrerre B I T
10 | Packaging / Ynakoska | 10 capsules in an aluminum strip.

10 capsules in an aluminum strip or
PA/AL/PVC // aluminum blister. 3 strips or
3 blisters and patient information leaflet in a
carton pack. / TTo 10 xarncyn B aIOMUHUECBOM
crpune unu B ITA/AJITIBX // amtoMHRUEBOM
6micrepe. ITo 3 crpuna unu no 3 6aKcrepa ¢
MHCTpYKUWell 10 TPUMEHEHMI0 B TaYKy
KapTOHHY1O.

Remarks : The Product conforms to ND/
Hpumeuanue: ITpoaykT cooTBeTcTBYET TpebopannsaM HJ{

Conclusion : APPROVED /
3axkmrouenue: OJJOBPEHO

Printed By: Krishnamohan Gunturu
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJTM3A

Product: Omez (Omeprazole). capsules 20 mg Mpoaykr: OMe3® (oMemnpazon), Karcybl 20 mr
Batch No. / Cepus Nu: B2103367 Batch Quantity / O6bem

cepun: 2000000 NO ]
AR No / Anaaurudeckuii or4er Ne: Date of Analysis / laTa
12002FP21001983 anaguza: 30-09-2021
Mfg, Date: / lara npoussoacTBa: 09/2021 Date of Expiry / Toaen 10:

08/2024

Analysis performed according ND / Auaaus nposenen no H: 11 N015479/01-121120

Ne Test / Illoxazatenn Result / PesyabTaThl Specification / Hopma
11 | Labeling / According to ND / B coorsercraun ¢ HJI
Mapkuposka
12| Storage conditions / At temperature below 25 °C. / TIpu Temnepatype He Bbimue 25 °C.
YcaoBHust XpaHeHUSA
13 | Shelflife / Cpox 3 years / 3 Troza
TOAHOCTH
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Tpumeuanue: [TpoayKT cooTBETCTBYET TpeboBanuaM HJL Jakmouenue: OJOBPEHO
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