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CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIIU3A

[Product: Omez (Omeprazole), capsules 20 mg

- MpoaykT: OMe3® (oMenmpaso), Kancyrel 20 mr _

Batch Quantity / O6bem

Batch No. / Cepns Ne: B2200504

2002FP22000320

AR No / AHaauTn4uecknii otdert Ne:

cepuu:

1990000 NO

Date of Analysis / [laTa
anaamza: 17-02-2022

Mfg. Date: / laTa npousBoacrsa:

01/2022
12/2024

Date of Expiry / I'ogen go:

Analysis performed according ND / Anaaus nposegen mo H/: IT N015479/01-121120

Ne Test / IToxazaTeanb

Result / Pe3yabTaTsl

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. /

Teepnste KENaTHHOBLIE
Mpo3payHBle KarcyIsl pazMepa 2 ¢
OecUBETHEIM KOpMYCOM, [pO30BOil
KpBIIEYKOii u MapKUpPOBKOM
yepHoro neera «OMEZ» Ha obenx
yactax kancynel. Comepxumoe
KarcyJs — rpaHyJisl 6enoro ysera.

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. /

Trepasie KeTTaTHHOBbIE TIpo3payHble
Kamcynel  pazmepa 2 ¢ OECUBETHBIM
KOpPIIycOM,  pO30BOMl  Kpbllleukoit W

MapKHUpoBKoi ueproro uBera «OMEZy» Ha
obenx yacTsx karncynsl. ColepKnmoe Karcy
— rpa”yJsl 6ENoro WK Mo4TH 6eoTo UBETA.

2 | Identification / IlogJauHHOCTDH

2a) | ByUV/ VY-
cnekrpodoToMeTpus

Complies as prescribed/
CoOTBeTCTBYET TpeOGOBaHUAM

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® - cCrHekTpbl TOTJOWIEHHUS pacTBOPOB
npernapara W CTaHAapTHOro  obOpa3ua
omenpaszona B obmactu ot 230 mo 350 HM
JNOJDKHBI MMETh MaKCHUMYMBI TIPH OXHOM H
TOM K€ JUTNHE BOJIHEI.

Remarks : The Product conforms to ND/
ITpumeuanne: [1poaykT cooTBercTBYeET TpeGoBauusam HJL

Conclusion ;: APPROVED /
3akawuenne: OJOBPEHO
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Product: Omez (Omeprazole), capsuEs 20 mg

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A

Mponykr: OMe3® (omapason); KarcyJbl 20 mr

Batch No. / Cepusi Ne:

AR No / AHaaurnyeckHii oruet Ne:
2002FP22000320

B2200504

cepuH:

Batch Quantity / O6sem

1990000 NO

aHaJan3a:

Date of Analysis / [laTa

17-02-2022

Mfg. Date: / lata nponsBoacTBa:

01/2022
12/2024

Date of Expiry / TogeH no:

Analysis performed according ND / Auanus npoeegen o H: TI N015479/01-121120

PacrBopenue

97%, 96%, 95%, 96%, 96%, 96%

No Test / IlokazaTenn Result / PezyabTaThl Specification / Hopma
2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CooTBeTCTBYET TPeOOBaHUIM chromatogram of test solution should
BYKX f:orrespond to the retention time of main peak
CBKX/BCICX in the chromat'ogram qf or?epraz?'le reference
standard solution (section "Assay"). /
BpeMs yumep:KWBaHHA OCHOBHOTO TIMKa Ha
XpOMaTorpaMMe  WCITBITYEMOTO  PacTBOpa
IOTKHO COOTBETCTBOBATh BpEMEHH
yIepXKHMBaHHA  OCHOBHOTO  TIMKa  Ha
XpoMaTorpaMMe pacTBOpa  CTaHAApPTHOTO
o6pasua oMernpazona (pa3nmen
«KonmuecTBeHHOE OMpesieNieHne ).
3 | Average net fill weight 272.1 mg/272,1 Mr 270.0 mg £ 5.0 % (Between 256.5 mg and
/ Cpennas Macca 283.5 mg) /
COJIEPIKIMOT0 KaTcyJi 270,0 mr £ 5,0 % (256,5 mr - 283,5 wmr)
4 | Water / Boaa 1.1% w/w / 1,1% Not more than 3.0% /
He 60see 3,0 %
5 | Uniformity of dosage 4.0/4,0 Acceptance value (AV) should be less than or
units / OaHopoaHoCTH equal to 15.0./
J03MPOBaHHSA IMokasatess mprueMieMocTr (AV) DomkeH
6BITH MeHee WK paBeH 15,0.
6 | Dissolution / 0%, 0%, 3%, 0%, 0%, 0% In 0.1 M hydrochloric acid solution - not

more than 10 % of C;;H;osN3;05S
(omeprazole) is dissolved after 2 h /

B 0,1 M pacTBope XNopHCTOBOAOPORHOMN
KUCIOTEI - He 60s1ee 10 % C;H 9oN3O3S
(oMenpazon) yepes 2 4.

In pH 6.8 buffer - not less than 75 % (Q) of
C7HsN;30;8 (omeprazole) is dissolved after
30 min/

B 6ydepe pH 6,8 - He Menee 75 % (Q)
C,7H;6N;0;S (oMenpazoun) uepes

30 MuH.

Remarks : The Product conforms to ND/
IMpumeuanne: [Iponyxt coorBeTcTBYET TpeboBaHuaM HJT

Conclusion : APPROVED /
3axmouenue: OJIOBPEHO

WI-GLOB-QA-0669-1.0

Printed By: K Narayana Swamy

Page 2 of 5

Printed Date

& Time (IST): 22-02-2022 09:33:10




Product: Omez (Omeprazole), capsules 20 mg

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJINU3A

Batch No. / Cepus Ne:

B2200504

cepHu:

MpoaykTt: OMe3® (omenpason), Kaﬁcynﬁ() MT
Batch Quantity / O6bem

1990000 NO

AR No / AHaJHTHYecKHii oTqeT Ne:
2002FP22000320

Date of Analysis / IaTa
anaausa: 17-02-2022

Mfg. Date: / laTa npon3BoAcTBA:

01/2022

Date of Expiry / T'ogen go:
12/2024

Analysis performed according ND / Anasins nposeaen no H/A: 1T N015479/01-121120

Yeasts and Mould Count
Ob1ee gnciIo
JIPOKKEBBIX U
TIECHEBEIX TPUOOB

Mewuee 10 KOE/T

Ne Test / IlokaszaTennb Result / PesyabTaTsi Specification / Hopma

7 | Related substances / IlocToponnne npumecu
Any individual 0.03% /0,03% Not more than 0.5 %. /
unidentified impurity / He 6onee 0,5 %

JIr06as eqyHUYHAA

HenAeHTH GULIMpOBaHHA

s IpUMeCh

Total impurities / 0.1%/0,1% Not more than 2.0 % /
CymMa nipuMeceit He 6onee 2,0 %

8 | Assay/ 199 mg/ 19,9 mr 18.0mg to 22.0 mg of Ci;HsN;0;8
KoauuecTBeHHOE (99.4% / 99,4%) (omeprazole) in capsule (90.0 to 110.0 % of
onpeaeneHue label claim). /

Ot 18,0 MI" HOo0 22,0 MI' C|7H]9N303S
(omMenipaszon) B karicyne (ot 90,0 mo 110,0 %
OT HOMUHAJIBHOTO COIEPIKAHMNSA).

9 | Microbial limits / Mukpo6noaorndeckasi 4ucToTa

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
Ob61ee urcno adpoOHBIX

MHKPOOPraHu3MOB
b) Total Combined Less than 10 CFU/g / Not more than 100 CFU/g /

He 6omee 100 KOE/r

¢) E. coli

Absentin 1 g/
OrcyTcTRyeTB I T

Absentin1 g/
OrcytctBHe B 1 T

10

Packaging / YnakoBka

10 capsules in an aluminum strip.
3 strips and patient information
leaflet in a carton pack. / Tlo 10
Kancyjl B aIFOMHHUEBOM CTpUIIE.
Ilo 3 crpuna c HHCTpyKLUMEHR IO
MPUMEeHEHHIO B MTa4Ky KapTOHHYTO.

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. / ITo 10 karcyn B alfOMUHHEBOM
crpurie win B ITA/AJI/TIBX // antoMuHEEBOM
onucrepe. [1o 3 crpuna unm no 3 Gnucrepa ¢
HHCTPYKIHEH TO TpHMEHEHUI0 B MadKy
KapTOHHYO.

Remarks : The Product conforms to ND/
Hpumeuanue: IIpoayKT cooTBETCTBYET TpeboBanuaM HJI

Conclusion : APPROVED /
3axaouenne: OJOBPEHO
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Uncontrolied Copy

CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIHU3A

Product: Omez (Omeprazole), capsules 20 mg

HpOH;CT: Omes® (oMenpason), Karncybl 20 mr

Batch No. / Cepust Ne:

B2200504 Batch Quantity / O6bem

cepun: 1990000 NO

AR No / AHaquTH4YecKkHii oTueT Ne: Date of Analysis / lata

2002FP22000320 aHagamsa: 17-02-2022

Mfg. Date: / [laTa nponsBoacTBAa: 01/2022 Date of Expiry / 'ogen go:
12/2024

Analysis performed according ND / Anaans nposeaen mo H: IT N015479/01-121120

Ne Test / ITokazaTeb Result / Pesyibratnl Specification / Hopma
11 | Labeling / According to ND / B coorercTBuu ¢ HJ|
Mapxkuposka
12 | Storage conditions / At temperature below 25 °C. / TTpu Temneparype He Boire 25 °C.
YcioBusg XpaHeHHs
13 Shelf life / Cpox 3 years / 3 roma
TOXHOCTH

Remarks : The Product conforms to ND/

Mpumeyanne: [ponykT cooTBeTcTBYET TpeboBanusam HJI

Conclusion : APPROVED /
3akmouenne: OJIOGPEHO

WI-GLOB-QA-0669-1.0
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