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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

Product: Omez (Omeprazole), capsules 20 mg

IMpoayxTt: OMe3® (omMemnpason), Kancy_m,] iz}_]\ﬂ-

Batch No. / Cepus Ne: B2200945

Batch Quantity / O6bem
cepun: 2000000 NO

AR No / AnaauTayeckuii otaer No:
2002FP22000607

Date of Analysis / laTa
anajansa:  24-03-2022

Mfg. Date: / laTa npon3BojacrBa: 02/2022

Date of Expiry / T'ogen 10:

01/2025

Analysis performed according ND / Ananus nposenen mo HJI: IT N015479/01-121120

Ne

Test / Iloka3zaTeab

Result / Pe3yabTaThl

Specification / Hopma

1

Description /
Onucanne

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. /

Teepmble KENaTUHOBBIE
TIpo3payHble Karcyisl pasMepa 2 C
OecuBETHBIM KOPITYCOM, pO30BOH
KpBlULIEYKOH n MapKUPOBKOM
yepHoro 1Beta «OMEZ» Ha obenx
gactsax kamcynel.  Copepxumoe
Kamncyn — rpaHynbl 6enoro uera.

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. /
Treparie KCIATUHOBbIC
Karmcynsl  pasMepa 2 ¢ OEcCIBETHBIM
KOpPITyCOM,  pPO30BOM  KpbIlewkoit W
MapkupoBkoil uepHoro usera «OMEZ» Ha
ofenx yactax karcynsl. CogepKuMoe Karcyn
— rpaHyJbl 6e510ro Uiy mouTH 6enoro useTa.

Npo3pauHbIC

Identification / IloaauHHOCTE

2a)

By UV/V®-
criekTpodoToMeTpus

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. /

V@ - choekTtphl NOTJIOWEHUS pPacTBOPOB
nmperapara W CTaHAapTHOro  obpasmua
oMernpasoyia B obnactu ot 230 go 350 HM
NOJKHBI UMETh MAaKCUMYMBI TIpH ORHOH W
TOM e IJIWHE BOJTHEI.

Remarks : The Product conforms to ND/
IIpumeuanne: [Ipoaykr coorBercTBYET TpeboBaHusam HJL

Conclusion : APPROVED /
3akawuenne: OJJOGPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIM3A

Product: Omez (Omeprazole), capsules 20 mg

IMpoaykT: Ome3® (omenpason), Kancysel 20 mr

Batch No. / Cepus Ne:

B2200945 Batch Quantity / O6nem

cepuu: 2000000 NO

PacTteopenne

AR No / AnaauTudecknii orget Ne: Date of Analysis / laTa
2002FP22000607 anaamuza: 24-03-2022
Mfg. Date: / laTa npou3BoacTBAa: 02/2022 Date of Expiry / 'ogen go:
01/2025 ]
Analysis performed according ND / Anasin3 nposeaen mo H/: TT N015479/01-121120
Ne Test / [Toka3aTean Result / Pe3yabTaThl Specification / Hopma
2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CooTBercTBYeT TpeboBaHMAM chromatogram of test solution should
BOIKX f:orrespond to the retention time of main peak
CBRKX/BCIKX in the chromatogram of omeprazole reference
standard solution (section "Assay"). /
Bpems ymep:kuMBaHHS OCHOBHOTO IIHKa Ha
XpoMarorpaMMe  HCIBITYEMOTO  pacTBOpa
TIOJDKHO COOTBETCTBOBATh BpeMeHH
yIepXUBaHUS  OCHOBHOTO  MNHKa  Ha
XpOMAaTorpaMMe  pacTBopa  CTaHAapTHOTO
obpazua oMernpasona (pazgen
«KonnuecTBeHHOE OIMPENCIEeHUEY).
3 | Average net fill weight | 269.4 mg/269,4 Mr 270.0 mg £ 5.0 % (Between 256.5 mg and
/ Cpennsisi Macca 283.5 mg) /
€OIePIKUMOT0 KATNCYJ 270,0 mr=+ 5,0 % (256,5 mr - 283,5 mr)
4 | Water / Boaa 1.1% w/w / 1,1% Not more than 3.0% /
He 6onee 3.0 %
5 | Uniformity of dosage 29/29 Acceptance value (AV) should be less than or
units / OaHOpoOaAHOCTH equal to 15.0./
JA03UPOBAHUS [Tokazatens npuemneMoctu (AV) nomxkeH
ObITH MeHee WK paBeH 15,0.
6 | Dissolution / 0%, 0%, 0%, 0%, 0%, 0% In 0.1 M hydrochloric acid solution - not

more than 10 % OfC17H19N303S
(omeprazole) is dissolved after 2 h /

B 0,1 M pactBope XJIOpHUCTOBOAOPOIHOIM
KuCoThl - He 6onee 10 % C;H oN30;S
(omempason) yepes 2 4.

98%, 95%, 103%, 95%, 96%, In pH 6.8 buffer - not less than 75 % (Q) of
95% C7HoN;0;S (omeprazole) is dissolved after
30 min/

B 6ydepe pH 6,8 - He menee 75 % (Q)
C,7HoN30;S (omenpazon) yepes
30 mMuH.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeyanne: [IpoayKT COOTBETCTBYET TpeGoBanuaM HJT

3axmouenne: OJOBPEHO

WI-GLOB-QA-0669-1.0

Page 2 of 5

Printed By: K Narayana Swamy Printed Date & Time (IST): 25-03-2022 13:46:25




Uncontrolied Copy

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIU3A
Product: Omez (Omeprazole), capsules 20 mg [TIponykT: OmMe3® (omenpason), Kancyist 20 mr
Batch No. / Cepusi Ne: B2200945 Batch Quantity / O6bem -
- cepun: 2000000 NO .

AR No / Avanmmrudeckuii orger No: Date of Analysis / laTa

2002FP22000607 aHagm3a:  24-03-2022

Mfg, Date: / laTa npou3BoAcTBA: 02/2022 Date of Expiry / Toaen no:

01/2025

Analysis performed according ND / Anaaus npoBenen mo H/I: TI N015479/01-121120

Ne Test / [loxazaTenn Result / Pe3yabTaThl Specification / Hopma

7 | Related substances / IlocTopoHnne npumecu
Any individual 0.05% /0,05% Not more than 0.5 %. /
unidentified impurity / He Gonee 0,5 %

JIrobas equHMYHas

HeUJCHTUHUIMpPOBAHHA

s IpUMecCh

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

8 | Assay/ 19.8 mg/ 19,8 mr 18.0mg to 220 mg of C;;H;N;0:S
KoguuecTBeHHOE (99.2% / 99,2%) (omeprazole) in capsule (90.0 to 110.0 % of
onpenejeHUe label claim). /

Or 18,0 mMr mo 22,0 mr C;H;oN;05S
(oMenpazon) B karcyne (ot 90,0 mo 110,0 %
OT HOMHUHAJIBHOTO COAEPXKaHH).

9 | Microbial limits / Mukpo6uonorndeckast YMcToTa

a) Total Aerobic Less than 10 CFU/g / Not more than 1000 CFU/g /
Microbial Count / Menee 10 KOE/r He 6omnee 1000 KOE/r
O6Luee yKcno aspoOHBIX

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
O6b11ee ynucio
IPOXKEBEIX U
ITECHEBBIX I'prGOB
¢) E. coli Absentin 1 g/ Absentin 1 g/
OrcyrctByerB I T OtcyTtctBUE B 1 T
10 | Packaging / YmakoBka | 10 capsules in an aluminum strip. 10 I . lumi .
3 strips and patient information capsuies n - afn - auminum strl.p or
. PA/AL/PVC // aluminum blister. 3 strips or
deailet Jn) aeanion] pack, | Lo) A0 3 blist nd patient information leaflet in a
Kancysl B aTIOMUHHEBOM CTpHIIE. o it p o
b 51 Gapiia e WEETpydHeH] T carton pack. / ITo 10 kancyn B antoMUHUEBOM
crpure umu B ITA/AJI/TIBX // amroMuHIEBOM
NPUMEHEHIIO B NATKY KapTOHHYIO. | 6rpycrepe. TTo 3 crpuma win 1o 3 GimcTepa ¢
pe. TTo 3 crpuma nin pa
WHCTPYKLHEH 10 TpPUMEHEHHWIO B MayKy
KapTOHHYIO.

Remarks : The Product conforms to ND/
IIpumeuanue: [Iponykt cooTBeTcTBYET TpeboBanuam HJT

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIN3A

[Product: Omez (Omeprazole), cap_sules 20 mg

Mpoayxt: Ome3® (oMemnpason), Karlcym)r?()___ MT ]

Batch No. / Cepust Ne:

B2200945 Batch Quantity / O6bem

cepun: 2000000 NO

AR No / Auaautnueckuii or4et No: Date of Analysis / laTa
2002FP22000607 ;e aHaamsa:  24-03-2022
Mfg. Date: / Jlata npou3BoAcTBa: 02/2022 Date of Expiry / 'ogen xo:
01/2025
Analysis performed according ND / Anaauns npoBenen mo H/I: IT1 N015479/01-121120
Ne Test / [loxa3aTenb Result / PesyabTaTsi Specification / Hopma
11 | Labeling / According to ND / B cootsetctBum ¢ HJJ
MapkupoBka
12| Storage conditions / At temperature below 25 °C. / Tlpu TeMnepatype He Boime 25 °C.
Ycaopust XpaHeHHs
13 Shelf life / Cpoxk 3 years / 3 rona
TOXHOCTH

Remarks : The Product conforms to ND/

Mpumeuanue: ITpoaykr coorBeTcTBYeT TpeboBanmsiM HJJ

Conclusion : APPROVED /
3axarwvenune: OJIOBPEHO
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