CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJTHU3A

_l_’roduct: Omez (Omeprazole). capsules 20 mg

B2200396

Mpoaykt: Ome3® (oMenpa3on), KancyJibl 20 wr

Batch No. / Cepus No:

cepum:

Batch Quantity / O6nem

1970000 NO

AR No / AnajuTudyecknii oryer Ne:
2002FP22000229

Date of Analysis / laTa
aHaausa: 07-02-2022

Mfg. Date: / laTa nponu3BoAcTBAa:

01/2022
12/2024

Date of Expiry / 'ogen no:

Analysis performed according ND / Auaaus nposesien mo HJL: TT N015479/01-121120

Ne

Test / lloxa3aTean

Result / PesynbTaTnl

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. /

Trepasie eTaTUHOBLIE
TIpO3pavHble Karcylisl pasmepa 2 ¢
OECIIBETHHIM KOPITYCOM, pPO30BOH
KPBILIEYKOH n MapKUpOBKOH
uepHoro usera «KOMEZ» na 06enx
gactax kamcynel.  Comepxumoe
KarcyJj — rpaHynsl Gesoro 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. /
Teepnsie JKeJIaTHHOBbIE [Ipo3payHble
Kamncynel  pasMepa 2 ¢ OecuBeTHBIM
KOpPIIyCOM,  pO30BOH  KpBIIIeYKol W
mapkupoBkoii uepHoro usera «OMEZ» Ha
0beux gacTax karncyapl. CoaepXuMoe Karcy
— IpaHynbl GeNloro WM TOUTH OeJIoTOo IBETA.

Identification / HHogauHHOCTH

2a)

By UV /V®-
CHEeKTPoPOTOMETPHS

Complies as prescribed/
CooTBeTcTBYeT TPeOOBAHIAM

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. /

V® - CchoekTpbl TOMIOMEHHWS pPacTBOPOB
mpenapara ¥ CTaHmapTHoro  obpasia
oMemnpasona B obnactn or 230 o 350 mm
JIOJDKHBI MMETb MaKCHMyMbl TIPH OXHOW W
TOM e JUTMHE BOJIHEL.

Remarks : The Product conforms to ND/
IIpumevanue: IlpogyxT cooTBeTcTBYET Tpebopanuam HJI

Conclusion : APPROVED /
Zaxuaouenue: OJOBPEHO

WI-GLOB-QA-0669-1.0
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CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHATH3A

[Product: Omez (Omeprazole), capsules 20 mg_

Mpoayxr: Omes® (0Mc¥1pa30n), Kancynm_26 M

12002FP22000229

Batch No. / Cepust Ne: B2200396 Batch Quantity / O6bem
o o cepuu: 1970000 NO I
AR No / Auaaurudecknii oruet No: Date of Analysis / lata

anaausa: 07-02-2022

Mfg. Date: / JlaTa npon3BoacTBAa: 01/2022

Date of Expiry / I'ogen no:

12/2024
Analysis performed according ND / Ananus nposenen o H/: 11 N015479/01-121120
Ne Test / IlokasaTenb Result / PesyabTaThl 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
BOIKX correspond to the retention time of main peak
CBRIKX/BOKX in the chromatogram of omeprazole reference

standard solution (section "Assay"). /

BpeMs ymep)KUBaHMA OCHOBHOIO NMKa Ha
XpOMaTorpaMMe  WCHBITYEMOTO  pacTBOpa
JIOTIKHO COOTBETCTBOBATh BpeMeHHu
YAEpKUBAHUS OCHOBHOIO nuka  Ha
XpoMaTorpaMMe  pacTBOpa  CTaHHapTHOTO
obpa3ua oMeTipazona (paznen
«KonnuecTBeHHOE OnpeNieNneHue ).

3 | Average net fill weight
/ Cpeansist Macca
COAEPIKIMOro Karcya

271.0 mg / 271,0 Mr

270.0 mg £ 5.0 % (Between 256.5 mg and
283.5 mg) /
270,0 mr £ 5,0 % (256,5 mr - 283,5 ™r)

4 | Water / Bona

1.0% w/w / 1,0%

Not more than 3.0% /
He 6onee 3,0 %

5 | Uniformity of dosage
units / OgHOpOAHOCTD
MO3UPOBAHUSA

2.8/2,8

Acceptance value (AV) should be less than or
equal to 15.0./ '

[Tokazarens npuemiieMoctd (AV) nomkeH
6BITE MeHee Wi paseH 15,0.

6 | Dissolution /
PacTBOpenue

0%, 0%, 0%, 0%, 0%, 0%

98%, 96%, 97%, 97%,
96%., 98%

In 0.1 M hydrochloric acid solution - not
more than 10 % of C,;HoN3O03S
(omeprazole) is dissolved after 2 h /

B 0,1 M pacTBOpe XIIOpNCTOBOLOPOIHOM
KUCNoTHI - He Gonee 10 % C7HoN3;058
(oMenpazon) gepes 2 4.

In pH 6.8 buffer - not less than 75 % (Q) of
C17HoN30,S (omeprazole) is dissolved after
30 min/

B 6ydepe pH 6,8 - He menee 75 % (Q)
C7H9N;0;S (omempason) uepes

30 MUH.

Remarks : The Product conforms to ND/
Ipumeuanne: IpoayxT cooTBeTcTBYeT TpebosaHuaM HII

Conclusion : APPROVED /
Zaxmouenne: OJJOBPEHO

WI-GLOB-QA-0669-1.0

Printed By: K Narayana Swamy

Page 2 of 5

Printed Date & Time (IST):
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CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIN3A

Er_oduTt: Omez (Omeprazole), capsules 20 mg

IpoaykTr: OMe3s® (oMenpa3on), KarcyJibl 20 mr

Batch No. / Cepust Ne: B2200396

Batch Quantity / O6bem
cepun: 1970000 NO

_AR No / Avaanrudeckuii oraer Ne:
2002FP22000229

Date of Analysis / /laTa
anagmsa: 07-02-2022

Mfg. Date: / [laTa npon3BoacTsa: 01/2022

Date of Expiry / T'ogen no:

o)

.
7

Jncontrolled C

12/2024

Analysis performed according ND / Ananus nposesen o HJI: 1T N015479/01-121120

Ne Test / IloxazaTenan Result / PezyabsTaThl Specification / Hopma

7 | Related substances / IlocToponHue NpuMecH
Any individual 0.05% /0,05% Not more than 0.5 %. /
unidentified impurity / He 6onee 0,5 %

Jiobas emuHNYHAsA

HenaeHTU UL POBaHHA

g TIPUMEChH

Total impurities / 0.1% /0,1% Not more than 2.0 %/
CyMMa npuMecei He Gonee 2,0 %

8 | Assay/ 20.1 mg /20,1 mMr 180mg to 220 mg of C;;H;gN;05S
KosmauecTBeHHOE (100.7% / 100,7%) (omeprazole) in capsule (90.0 to 110.0 % of
onpenaeneHue label claim). /

' Or 18,0 mr mo 22,0 mr Cy;H;N;O5S
(omernpazon) B kancyie (ot 90,0 no 110,0 %
OT HOMHWHAJIBHOTO CORCPXKAHUS).

9 | Microbial limits / MukpoOuosornueckas Yucrora

a) Total Aerobic Less than 10 CFU/g/ Not more than 1000 CFU/g /
Microbial Count / Menee 10 KOE/r He 60nee 1000 KOE/r
OO011ee 4KMco a3poOHbIX

MHKPOOPraHH3MOB
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
O61ee YuCIo
JIPOSKKEBBIX U
IIIECHEBBIX rpuboB
¢) E. coli Absentin 1 g/ Absentinl g/
OtcytcTByer B 1 T OtcyTcTBue B 1 1
10 | Packaging / Ynaxoska | 10 capsules in an aluminum strip. 10 1 . lumi .
3 strips and patient information CopRnes Jih G EUiEnbm St oF
. PA/AL/PVC // aluminum blister. 3 strips or
deaifict in |2, garten) jpagis J Mo 10 blist d patient information leaflet in a
KarncysJl B aTIOMHWHWCBOM CTpHIIE, R all(n p
o 3 cTpwma ¢ mHCTPYKIWeH To carton pack. / ITo 10 xancyn B antoMUHKIEBOM
crpurne wiu B ITA/AJI/TIBX // amoMuHMEBOM
NpPUMEHEHUI0 B NMAYKy KapTOHHYHO.
6micrepe. [To 3 crpuna i no 3 6muicrepa ¢
UHCTPYKUMEH 010 NpUMEHEeHH0 B [auYKy
KapTOHHYIO.

Remarks : The Product conforms to ND/
Mpumeuyanue: [Iponykr coorBeTcTByeT TpeboBaHusM H]I

Conclusion : APPROVED /
3akmouenue: OJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIN3A

Product; Omez (Omeprazole), capsules 20 mg B IMpopykT: OmMe3® (ovvrenpagon), KarcyJsl 20 i

Batch No. / Cepus Ne:

B2200396 Batch Quantity / O6bem

cepun: 1970000 NO

YciioBUs XpaHeHUs

AR No / Anaantudecknii otder Ne: Date of Analysis / laTa
2002FP22000229 B B ananuza: 07-02-2022
Mfg. Date: / laTa npon3BoACTBAa: 01/2022 Date of Expiry / I'ogen po:
12/2024

Analysis performed according ND / Ananus nposeaen nmo H/: IT N015479/01-121120

Ne Test / ITokasarenn Result / PesyabTaThl Specification / Hopma

11 | Labeling/ According to ND / B cooteerctenu ¢ HJI

MapkupoBKa
12 | Storage conditions / At temperature below 25 °C. / ITpu Temneparype He e 25 °C.

13 Shelf life / Cpox 3 years / 3 rona

TOAHOCTH
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
TTpumeuanne: IIpoaykT cooTBeTcTBYET TpebGoBanmaM HJI Bakmouenne: OJJOBPEHO
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