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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJTH3A

Product: Omez (Omeprazole), capsules 20 mg

M ponykt: OMe3® (omerpazon), kancysnbl 20 mr

Batch No. / Cepus Ne:

B2103370

Batch Quantity / O6bem

| cepun: 1990000 NO

AR No / AHaauTuyeckuii oryer Ne: Date of Analysis / laTa

2002FP21002012 anaamsa:  05-10-2021

Mfg. Date: / JlaTa npoussoacTBa: 09/2021 Date of Expiry / 'ogen no:
08/2024

Analysis performed according ND / Ananus nposeaen no H/L: 11 NO15479/01-121120

Ne Test / IlokazaTeanb

Result / Pe3yibTaThl

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. /

Tsepnsie XKeJTaTUHOBBIE
npo3pavHble Karcymasl pazMepa 2 ¢
GecLUBETHBIM  KOPITYCOM, PO30ROU
KpBIIEUKOi u MapKUPOBKOMH
yeproro nsera «KOMEZ» na obenx
yacTax Kancynmel.  Comepxumoe
KaIicyJ — rpaHyIbl 6€10ro LBeTa.

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 JKEJaTHHOBBIE TIpo3pavHbIe
KarncyJisl  pasMepa 2 ¢ OecuBeTHBIM
KOPITyCOM, poO30BOit KpbILIEYKOH "

MapKHpoBKoil 4epHoro 1seta «OMEZ» Ha
0beux yactax kancynsl. CogepkuMoe Kamncyn
— rpaHyJisl 6€JI0ro Uiy NoYTH 6Eloro UBETA.

2 | Identification / IlogJuHHOCTEL

—

2a) | ByUV/Vo-
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@ - crnekTpbl NOIVIOMEHNS pPacTBOPOR
npenapara M CragjapTHoro  o0pasua
oMmenpasona B obmactu ot 230 mo 350 HM
JIOIKHBI MMETh MaKCHMYMBI MPH OXHON M
TOI1 K€ JINHE BOJIHBL.

Remarks : The Product conforms to ND/

IMpumevanne: [TpoIyKT COOTBETCTBYET TpeGorauusaM HJI

Conclusion : APPROVED /
3axkmouenne: OJJOBPEHO

Printed By: Krishnamohan Gunturu
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Printed Date & Time (IST):
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CERTIFICATE OF ANALYSIS
CEPTHDHMEKAT AHAJIM3A

IMpoaykr: OMe3® (OMe;IpaSOJT), karicyJssl 20 mr

Batch No. / Cepus Ne: B2103370

Batch Quantity / O6bem
cepun: 1990000 NO

AR No / AnanuTudeckuit oruer Ne:
2002FP21002012

Date of Analysis / laTa
anaamza: 05-10-2021

Mfg. Date: / laTa npou3BOACTEA:

0972021

Date of Expiry / T'ogen go:
08/2024

Analysis performed according ND / Anaaus nposeaen no HJI: 11 N015479/01-121120

No Test / ITokasaTenn Result / PesyabTaTsl Specification / Hopma
2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC Co0TBeTCTBYET TpeOOBaHHIM chromatogram of test solution should
B9KX wmm .corLesp(k)]nd to the reten;ion time of maifn peak
in the chromatogram ot omeprazole reference
CBONCHBENEX standard solution (section "Assay"). /
Bpemst yoepkuBaHWMA OCHOBHOTO ITHKa Ha
XpoMarorpaMMe  HCTIBITYEMOTO  pacTBopa
JUOJDKHO COOTBETCTBOBATh BpEMEHN
yOEpKMBAaHUS ~ OCHOBHOTO  TIMKa  Ha
XpoOMarorpaMMe  pacTBopa  CTaHAAPTHOTO
o6pasia oMerpasosna (paznen
«KonU4uecTBEHHOE OTIPEIEIIEHNEY ).
3 | Average net fill weight 270.6 mg / 270,6 Mr 270.0 mg £ 5.0 % (Between 256.5 mg and
/ Cpennsisi macca 283.5 mg) /
COEPKUMOro Kamncya 270,0 M+ 5,0 % (256,5 Mr - 283,5 mr)
4 | Water / Boga 1.1%w/w / 1,1% Not more than 3.0% /
He 6omnee 3,0 %
5 | Uniformity of dosage 2.77/2,7 Acceptance value (AV) should be less than or
units / OgHOpoOaAHOCTH equal to 15.0./
JO3HPOBAHUSA TToxasaresns npreMieMocTs (AV) RomkeH
OBITH MeHee Wu paBeH 15,0.
6 | Dissolution / 0%, 0%, 1%, 0%, 0%, 1% In 0.1 M hydrochloric acid solution - not

PacTBOpeHne

93%, 93%, 92%, 95%,
93%, 95%

more than 10 % of C7H;sN3;0;8
(omeprazole) is dissolved after 2 h /

B 0,1 M pacTBOpe XJ10pHCTOBOAOPOAHOIA
KkucnoTsl - He 6onee 10 % C7HoN3O3S
(oMenpason) yepes 2 4.

In pH 6.8 buffer - not less than 75 % (Q) of
C,7H9N30,S (omeprazole) is dissolved after
30 min/

B 6ydepe pH 6,8 - He meree 75 % (Q)
C,7H9N30;S (omenpazon) gepes

30 MuH.

Remarks : The Product conforms to ND/
Tpumedanne: [TpoxykT cootBeTcTBYET TpeboBanuam HJ

Conclusion : APPROVED /
Zaxarouenue: OJOBPEHO

Printed By: Krishnamohan Gunturu
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Printed Date & Time (IST): 06-10-2021 10:24:25
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Product: Omez (Omeprazole), capsules 20 mg Mpoayxt: Ome3® (oMerpazon), Katicyibl 20 Mr
Batch No. / Cepus Ne: B2103370 Batch Quantity / O6bem

cepuu: 1990000 NO B
AR No / Anannrndeckuii oruer Ne: Date of Analysis / laTa
2002FP21002012 anaiauza: 05-10-2021
Mfg. Date: / laTa npon3BOACTBA: 09/2021 Date of Expiry / Togen no:

08/2024

Analysis performed according ND / Anaaus nposegen no HJI: TT N015479/01-121120

Ne Test / IloxazaTean Result / Pe3yasTaThl Specification / Hopma

7 | Related substances / [locToponHne npumecy
Any individual 0.03% /0,03% Not more than 0.5 %. /
unidentified impurity / He 6omnee 0,5 %

JTro6as eqHUYHAS

HenaeHTHHULMpPOBaHHA

s IIPEMECH

'T'otal impurities / Not detected / He obHapy>xeHa Not more than 2.0 % /
CymMa npumMeceit He 6omee 2,0 %

8 | Assay/ 20.0 mg /20,0 mr 18.0mg to 22.0 mg of C;7;HgN;O58
KonnuecTBeHHOE (99.9% / 99,9%) (omeprazole) in capsule (90.0 to 110.0 % of
omnpeaeeHHne label claim). /

Or 18,0 Mr Jo 22,0 MT C17H19N303S
(omempazon) B karcyne (ot 90,0 go 110,0 %
OT HOMUHAJIBHOTO COZlepKaHu).

9 | Microbial limits / Mukpo6uogorudeckas 4ucTora

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
Ob11iee YUCIo adpoOHBIX

MHKpPOOPTaHU3MOR
b) Total Combined Less than 10 CFU/g / Not more than 100 CFU/g /
Yeasts and Mould Count /| Menee 10 KOE/r He 6omee 100 KOE/r
Ob1ee 9nCIo
JPOJOKEBBIX 1
MIECHEBBIX TPHOOB
¢) E. coli Absentin 1 g/ Absentin 1 g/
OrcytctByeTB 1 T OtcytcTBUe B 1 T
10 | Packaging / YnaxoBka | 10 capsules in an aluminum strip.

3strips and patient information
leaflet in a carton pack. / ITo 10
Kancyl B allOMHHWEBOM CTpHIIE.
I[To 3 crpuna c WHCTpYKLMEHR Mo
IpHMEHEHNIO B [Ta4YKy 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. / Tlo 10 xamncyJs B aTFOMHHHEBOM
crpure wid 8 ITA/AJI/TIBX // antoMuHUuEBOM
6nucrepe. ITo 3 crpuna unu o 3 Gincrepa ¢
WHCTPYKUHWEN MO0 TPUMEHEHHWI0 B MAuKy
KapTOHHYO.

Remarks : The Product conforms to ND/
IMpumeuanne: IIpoxykT cooTBeTCTBYET TpeboBanuam HJT

Conclusion : APPROVED /
Jaxmouenne: OJOBPEHO

Printed By: Krishnamohan Gunturu
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Printed Date & Time (IST):

06-10-2021 10:24:25
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHANM3A

[Product: Omez (Omeprazole), capsules 20 mg

Batch No. / Cepusi Ne:

cepun: 1990000 NO

AR No / Anaautudeckuii otder Ne: Date of Analysis / laTa

2002FP21002012 anajusa: 05-10-2021

Mfg. Date: / laTa npousBoAcTBAa: 09/2021 Date of Expiry / T'ogen go:
08/2024

Analysis performed according ND / Anaans nposeaen no H/: T N015479/01-121120

Ne Test / lokazaTenan Result / Pe3yabTaThl Specification / Hopma
11 | Labeling/ According to ND / B cooterctuu ¢ HJI
Mapxkupobka
12 | Storage conditions / At temperature below 25 °C. / TIpn Temnepatype He Bbiute 25 °C.
YciaoBus XpaHeHus
13 | Shelf life / Cpok 3 years /3 rona
TOAHOCTH

Remarks : The Product conforms to ND/

TMpumeuanne: IpoaykT cootBeTcTBYeT TpeboanmsaM HJT

Conclusion : APPROVED /
3axmouenne: OJOBPEHO
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