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CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIU3A

Product: Omez (Omeprazole), capsules 20 mg

_Hpon_yKT: Owme3® (omenpaszon), kancyns! 20 mr

Batch No. / Cepus Ne:

B2104351

cepUH:

Batch Quantity / O6bem

2000000 NO

2002FP21002418

AR No / AHaauTHYecKHIT oTyeT Ne:

Mfg. Date: / laTa npon3BoacTea:

Date of Analysis / laTa
apaausa: 09-12-2021

11/2021

10/2024

Date of Expiry / I'ogen no:

Analysis performed according ND / Anasus nmiposeaen nmo HJI: TI N015479/01-121120

Ne Test / loka3zaTenb

1 | Description/
Onncanne

Result / PesyabTaTht

Specification / Hopma

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. /

TBepasie KETaTUHOBLIE
Mpo3payHble KaricyJisl pasMepa 2 ¢
becuBeTHBIM KOpPNYCOM, PO30BOH
KPBILIEYKOH W MapKUpOBKOMH
yepHoro useta «OMEZ» Ha o6emx
yactax kancynel. Copepxumoe
KarcyJ — rpaHysbl 6enoro Lgera.

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. /

Trepabie KEATHHOBBIE Mpo3pavHbIe
Kancynel  pasMepa 2 c  OecCIBETHBIM
KOPIIyCOM, po30BOit KpbIIIEeYKoi "

MapKupoBkoit dyepHoro useta «OMEZ» Ha
o0benx vacTsax kancynel. CogepxumMoe Karcyn
— rpanyJisl 6enoro uny nouTH 6enoro 1pera.

2 | Identification / [Tog1MHHOCTL

2a) | ByUV/Vo®-
cnekTpodoTOMETPHS

Complies as prescribed/
CoOTBETCTBYET TpeOOBaHUAM

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. /

YO - cnexTpsl MOTIOMEHUA PAacTBOPOB
npermapara W craHgaptHoro  ofpasua
omernpazona B obmactu ot 230 mo 350 HM
IODKHEI MMETH MAKCHUMYMBI TPH OJHOHN H
TOM k€ OJIMHE BOJIHEL,

Remarks : The Product conforms to ND/
IIpumevanne: IIponyKT COOTBETCTBYET TpeboBauusm HJT

Conclusion : APPROVED /
Zaxarwuenune: OJJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIN3A

Product: Omez (Omeprazole), capsules 20 mg
Batch No. / Cepust Ne: B2104351

"p;)):lyKT: Owmes® (omenpaszon), kancysl 20 mr

Batch Quantity / O6bem
cepuu: 2000000 NO

AR No / AHanuTuyeckuii oTdet Ne:
2002FP21002418

Date of Analysis / lata
aHaausa: 09-12-2021

Mfg. Date: / JaTa l'I_pOHSBOIICTBa: 11/2021

Date of Expiry / Togen go:
10/2024

Analysis performed according ND / Anaaus nposeen mo H/I: TT N015479/01-121120

Ne Test / TTokasaTenn Result / Pe3yasTaTsl Specification / Hopma

2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the |
UPLC/UFLC CooTBeTCTBYET TpeOOBaHNAM chromatogram of test solution should
BOCK 1w correspond to the retention time of main peak
CBPIKX/BCIKX in the chromatogram of omeprazole reference

standard solution (section "Assay"). /

Bpemst ymepkKWBaHHS OCHOBHOTO TIMKa Ha
XpomaTtorpaMme  HCTIBITYEMOTO  pacTBopa
IONKHO COOTBETCTBOBATh BpEMEHN
yAePKHBAHUS OCHOBHOTO nvKka  Ha
XpoMaTorpaMMe  pacTBOpa  CTaHIapTHOTO
obpasua oMmernpasona (pa3men
«KonuyecTBeHHOE OTIpEHeNIEHHEN ).

/ CpenHsist Macca
COAEPIKAMOro Karncyn

3 | Average net fill weight | 267.8 mg/267,8 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 / Boaa 1.1%w/w/ 1,1%

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

5 | Uniformity of dosage 3.5/3,5
units / OqHopoaAHOCTH

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

98%, 96%

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

M03HPOBAHUS IMokasatenb npueMiemocTr (AV) DomkeH
6bITE MeHee WK paBeH 15,0.
6 | Dissolution / 0%, 0%, 0%, 0%, 0%, 0% In 0.1 M hydrochloric acid solution - not
PacrBopenue more than 10 % of C;;HoN303S

{omeprazole) is dissolved after 2 h /

B 0,1 M pacrBope XxnopHuCTOBOAOPOAHOI
KUCTOTHI - He 6osee 10 % C;7H N3OS
(oMenpazon) uepes 2 u.

In pH 6.8 buffer - not less than 75 % (Q) of
C7H;sN505S (omeprazole) is dissolved after
30 min/

B 6ydepe pH 6,8 - He menee 75 % (Q)
C7H9N30,S (omMempason) uepes

30 MuUH.

Remarks : The Product conforms to ND/

Ipumeuanune: [1poaykT coorBeTcTBYET TpeboBanusm HJIL

Conclusion : APPROVED /
Zaxmouenue: OJOBPEHO

WI-GLOB-QA-0669-1.0

Printed By: K Narayana Swamy

of 5

Printed Date & Time (IST):  11-12-2021 19:02:03




CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

Product: Omez (Omeprazole), capsules 20 mg Mponykr: Ome3® (oMenpaszon), kancynst 20 mr
Batch No. / Cepnsa Ne: B2104351 Batch Quantity / O6nem

cepum: 2000000 NO
AR No / Avanutudecknii oraer Ne: Date of Analysis / lata
2002FP21002418 anaqausa: 09-12-2021 -
Mfg. Date: / JlaTa npousBoJAcTBA: 11/2021 Date of Expiry / T'ogen no:

10/2024

Analysis performed according ND / Anaaus nposexen mo HJ{: IT N015479/01-121120
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No Test / Moxa3aTenb Result / PesyabTaTnl Specification / Hopma

7 | Related substances / IlocTroponnne npumMecu
Any individual 0.04% / 0,04% Not more than 0.5 %. /
unidentified impurity / He 6omee 0,5 %

JIro0as equHUYHA

HeuAeHTHPULIMPOBaHHA

s IpUMecCh

Total impurities / 0.1%/0,1% Not more than 2.0 % /
CymMmma npuMmeceit He 6omnee 2,0 %

8 | Assay/ 20.2 mg /20,2 mr 18.0mg to 22.0 mg of CpHpN;O58
KoanyecTBeHHOE (100.9% / 100,9%) (omeprazole) in capsule (90.0 to 110.0 % of
onpeaeneHHe label claim). /

Or 18,0 MI” 10 22,0 MT C17H19N303S
(omMenpazon) B kancyne (ot 90,0 mo 110,0 %
OT HOMUHAJILHOT'O COAEPKaHU).

9 | Microbial limits / Mukpotuonornieckas YHCTOTa

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
Ob1ee uncino adpoOHBIX

MHKPOOPTaHN3MOB
b) Total Combined Less than 10 CFU/g / Not more than 100 CFU/g /
Yeasts and Mould Count 4 Menee 10 KOE/r He 6omee 100 KOE/r
O6mee yncio
IPOXOKEBBIX U
TNIECHEBEIX TPHOOB
¢) E. coli Absentin1 g/ Absentin1 g/
OtcyrcTByeTB I T OrcytctBUe B 1 T
10 | Packaging / Ynakoska | 10 capsules in an aluminum strip.

3 strips and patient information
leaflet in a carton pack. / ITo 10
Karcyjl B allOMHHHEBOM CTpHITE.
Tlo 3 crpuna ¢ uHCTPYKUMeH IO
MPUMEHEHHIO B MaYKy KapTOHHYIO.

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. / Ilo 10 kancyn B amtOMUHUEBOM
crpurie win B ITA/AJI/TIBX // antoMUHHEBOM
6nucrepe. [1o 3 crpuna unu no 3 6nucrepa c
HHCTPYKUMEH TI0 TIpUMEHEHWI0 B MayKy
KapTOHHYIO.

Remarks : The Product conforms to ND/
Mpumeuanue: ITponykxT cooTBeTCTBYET TpeboBanuiam HJJ

Conclusion : APPROVED /
3axmwuenne: OJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTUDOHUKAT AHAJIN3A

Product: Omez (Omeprazole), capsules 20 mg

ITpoaykr: Ome3® (oMemnpason), Karcynsr 20 MT

Batch No. / Cepus Ne:

B2104351 . Batch Quantity / O6bem

cepun: 2000000 NO

AR No / AHaanTHYecKHit oTyeT No: Date of Analysis / laTa
2002FP21002418 anajusa: 09-12-2021
Mfg. Date: / laTa npon3ssoAcTBa: 11/2021 Date of Expiry / I'oaen no:

10/2024

Analysis performed according ND / Anains nposenen mo H/: IT N015479/01-121120

No Test / IlokasaTennb Result / PezyabTaTsl Specification / Hopma
11 | Labeling / According to ND / B cootBerctBuu ¢ HJI
MapxupoBka
12| Storage conditions / At temperature below 25 °C. / I1pn Temmepatype He Boime 25 °C.
YcaoBust XpaHeHHUs
13 | Shelf life / Cpox 3 years /3 ronia
rOAHOCTH
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IMpumeuanue: [Ipoaykr coorBercTByeT TpeOoBauusiM HJJ 3akmouenne: OJOBPEHO
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