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CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIM3A

Product: Omez (Omeprazole), capsules 20 mg IIpoayxT: Ome3® (oMenpason), Kancyast 20 Mr
Batch No. / Cepus Ne: B2201048 Batch Quantity / O6nem

cepun: 2000000 NO B
AR No / AnanaTHuecKuit oTuer No: Date of Analysis / JTaTa ]
2002FP22000724 ananm3a:  06-04-2022 —
Mfg. Date: / [laTa NpoH3BOACTBA: 03/2022 Date of Expiry / T'ogen go:

02/2025

Analysis performed according ND / Anaius npoeenen no HJI: TI N015479/01-121120

Ne Test / Iloxa3aTean

Result / PesyabTaThl

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. /

Trepupic HKECJIATHHOBLIE
NpO3payHbIe Kancylsl pasMepa 2 ¢
OeCLBETHBIM KOPIYCOM, PO30BOH
KpbILIEYKOH H MapKHPOBKOH
yepHoro usera «OMEZ» Ha obenx
vyactax  Kamcyisl.  CopmeprxuMoe
KaICyJ1 — rpaHyJbl 6€J10ro IBeTa.

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. /

TBepabie KeJIATHHOBELIE MPO3pagHEIe
Kancymsi  pasmepa 2 ¢ OeCHBETHBIM
KOpIIyCcOM, pO30BO  KpPBIIIEUKOM "

MapkupoBkoit yepHoro upera «OMEZ)» na
o6enx yacTax Kancynsl. CoaepxuMoe Kancy
— rpanyisl Gerxoro WM o4ty 6enoro IBera.

2 | Identification / IlogIHAHOCTL

2a) | ByUV/V®-

cnekrpodoTomeTpust

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® - choekTpsl NOTJIOIIEHHMS PacTBOPOB
npemapata M CTaHFApTHOro  obpasua
oMemnpasona B obmactu oT 230 go 350 um
JODKHEL UMETh MaKCHUMyMHI IpM OAHOH H
TOM e JINHHE BOIHEL

Remarks : The Product conforms to ND/
IMpumeuanue: IIpoayxt cooTBeTcTBYET TpeboBanmam HJT

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJTH3A

[Product: Omez {Omeprazolcj,::aps_l_ﬂcs 20 mg

Mpoayxr: OMe3® (oMenpason), kancyiast 20 Mr

CBOXX/BCXKX

Batch No. / Cepus Ne: B2201048 Batch Quantity / O6nem
cepuu: 2000000 NO
AR No / Ananutudeckuii oryer Ne: Date of Analysis / Jlata
2002FP22000724 anaam3a:  06-04-2022
Mfg. Date: / JlaTa NpOM3BOACTBA: 03/2022 Date of Expiry / I'ogen 1o:
02/2025
Analysis performed according ND / Ananms nposejen mo H/I: IT N015479/01-121120
Ne Test / IloxazaTesn Result / PesynsTaTh! Specification / Hopma
2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC Co0TBeTCTBYET TpeOOBaHHAM chromatogram of test solution should
BYKX correspond to the retention time of main peak

in the chromatogram of omeprazole teference
standard solution (section "Assay"). /

BpeMs yfiepuBaHMA OCHOBHOTO NHKa Ha
XpOMAaTorpaMMe  MCIILITYEMOTO  PacTBOpa
IOJDKHO COOTBETCTBOBATE BpPEMeHH
yIepKHBaHMs  OCHOBHOTO  TIIMKAa  Ha
XpOMaTorpaMMe  pacTBOpa  CTAHAAPTHOTO
obpasia oMerpa3sona (pasuen
«KoJTHIEeCTBEHHOE OTPE/IENTEHHEN).

/ Cpennsst Macca
COTEPIKMMOTO KATICYJT

3 | Average net fill weight | 267.8 mg/267,8 mr

17270.0 mg + 5.0 % (Between 256.5 mg and
283.5mg) /
270,0 mr % 5,0 % (256,5 Mr - 283,5 Mr)

99%, 101%

L

4 | Water / Boga 1.1% w/iw / 1,1% Not more than 3.0% /
He Gonee 3,0 %
5 | Uniformity of dosage 43/43 Acceptance value (AV) should be less than or
units / OxHOpPOIHOCTH equal to 15.0. /
HO3MPOBAHHASA Iloxasatens npuemnemocth (AV) nomxen
ObITh MEHee win paBeH 15,0.
6 | Dissolution / 3%, 0%, 0%, 0%, 0%, 0% In 0.1 M hydrochloric acid solution - not
PacTBopenue more than 10 % of C17HsN;0;S
(omeprazole) is dissolved after 2 h/
B 0,1 M pacTBope XJIIOpPHCTOBOJOPOHOM
xucioTH - He 6onee 10 % Ci;H1oN;0;3S
(omempason) Tepes 2 4.
101%, 102%, 100%, 102%, In pH 6.8 buffer - not less than 75 % (Q) of

C7HsN30;S (omeprazole) is dissolved after
30 min /

B 6ydepe pH 6,8 - ne meree 75 % (Q)

CsH sN;0;S (omenpasor) gepes

30 mMuH.

Remarks : The Product conforms to ND/

Ipumeuanue: [IpofyKT COOTBETCTBYET TPEGOBAHHAM HJT

Conclusion : APPROVED /
Zaxmouenne: OJIOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUO®HKAT AHAJIM3A
Product: Omez (Omeprazole), capsule_s 20 mg IponykTt: OMe3® (omenpason), Kancymns 20 Mr
Batch No. / Cepna Ne: B2201048 Batch Quantity / O6sem
cepum: 2000000 NO |
AR No / AnajguTHyeckuii oTaer Ne: Date of Analysis / Iata
2002FP22000724 ananm3a: 06-04-2022 ]
Mfg. Date: / laTa NpoH3BOACTBA: 03/2022 Date of Expiry / I'onen no:
02/2025
Analysis performed according ND / Anasm3s nposegen mo HJ: IT N015479/01-121120
Ne Test / IloxazaTeas Result / Pe3ynsTaThl Specification / Hopma
7 | Related substances / IlocTopoHHHE NIPAMECH
Any individual 0.05%/ 0,05% Not more than 0.5 %. /
unidentified impurity / He Gonee 0,5 %
Jro6aa eqUHUYHAS
HeuJeHTH(OUIHPOBaHHA
1 IPAMECH
Total impurities / 0.1%/0,1% Not more than 2.0 % /
Cymma npumMecei He 6onee 2,0 %

3 strips and patient information
leaflet in a carton pack. / ITo 10
Kalcya B allOMHHHEBOM CTpHIIE.
Ilo 3 crpuma ¢ UHCTpyKIMeH 1O
NPHMEHEHHUIO B TA9Ky KAPTOHHYIO.

8 | Assay/ 20.0 mg /20,0 mr 180mg to 22.0 mg of C;HgN;O58
KonuyecTBeHHOE (99.8% / 99,8%) (omeprazole) in capsule (90.0 to 110.0 % of
onpeneleHne label claim). /

Or 18,0 MI' J0 22,0 MT C17H19N303S
(omenpason) B xancyne (ot 90,0 o 110,0 %
OT HOMHHAJIBHOTO COJICPIKAHU).

9 | Microbial limits / Mukpo6unosioraseckas 9ucToTa

a) Total Aerobic 10 CFU/g/ Not more than 1000 CFU/g /
Microbial Count / 10 KOE/r He 6onee 1000 KOE/T
O61iee ancio adpoOHBIX

MHKPOOPTaHU3MOB
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
Obmee qucio
JPOXOKEBEIX H
TIECHEBEIX I'puboB
¢) E. coli Absentin1 g/ Absentin1 g/
OtcyrcTByerB 1 T OrcyrctBue B 1 1
10 | Packaging / YnakoBka | 10 capsules in an aluminum strip.

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 xancyn B aTFOMHHMEBOM
crpurne und B [TA/AJI/TIBX // amoMuBMEBOM
6nucrepe. Ilo 3 crpuma win o 3 6nwcrepa ¢
HUHCTPYKIMEH II0 TPHMEHGHWIO B IAYKy

KapTOHHYIO.

Remarks : The Product conforms to ND/
TIpumeuanue: ITIpoayxT cooTBeTCTBYET TpeOoBanuamM HJI

Conclusion : APPROVED /
3axaiouenune: OJJOBPEHO

WI-GLOB-QA-0669-1.0

Printed By: Ajay Kumar.....

Page 3 of 5

Printed Date & Time (IST):

06-04-2022 21:06:00




Dy

Uncontrolled Co

CERTIFICATE OF ANALYSIS
CEPTHO®HUKAT AHAJIM3A

'Product: Omez (Omeprazole), capsules 20 mg

Iponyxr: OMe3® (omenpason), kKancyns 20 Mmr

Batch No. / Cepusi Ne: B2201048 Batch Quantity / O6bem o
cepum: 2000000 NO

AR No / AnanmuTnuecKkuit order Ne; Date of Analysis / laTa

2002FP22000724 B aHaamsa:  06-04-2022

Mfg. Date: / laTa npoH3BoaCcTBA: 03/2022 Date of Expiry / T'onen xo:
02/2025

Analysis performed according ND / Anaym3 nposenen mo HJI: T N015479/01-121120

Ne Test / Iloka3aTean Result / PesyabTaTn! Specification / Hopma
11 | Labeling / According to ND / B cootBercTun ¢ HJI
MapkupoBka

12 | Storage conditions /
YciIoBHS XPaHCHUS

At temperature below 25 °C. / Ipu temnepatype He Bbime 25 °C,

13 | Shelflife / Cpox
rOIHOCTH

3 years /3 roga

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ITpumeyanne: IIpoxykr cooTBeTcIBYET TpeGoBaHuam HJT

Zaxmouenne;: OJJOBPEHO
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