CERTIFICATE OF ANALYSIS
CEPTHRHKAT AHAJTH3A

Product: Omez (Omeprazole), capsules 20 mg TMpoaykr: Ome3® (omenpaszon), kancynsl 20 mr
Batch No. / Cepus Ne: B2201223 Batch Quantity / O6bem
cepuu: 2000000 NO
AR No / AHanuTH4YecKHii oTdeT Ne: Date of Analysis / laTa
2002FP22000819 aHaymsa: 23-04-2022 ]
Mfg. Date: / laTta npon3BoacTBAa; 03/2022 Date of Expiry / I'ogen no:
02/2025

Analysis performed according ND / Auanus nposeaen mo H/I: 1T N015479/01-121120

Ne Test / Iloxa3zaTenb

Result / Pe3yabTaThl

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. /

TBepabie JKENaTUHOBLIE
npo3pauHble Kancylsl pasmepa 2 ¢
OecuBeTHBIM  KOpITYCOM, pO30BO¥t
KpBILIeUKOoH u MapKUpPOBKOMA
yeprHoro usera «OMEZ» Ha obenx
gactsx  kamcynel.  Comepxumoe
KancyJy — rpaHyJbl 6enoro uBera.

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. /

Trepavbie KeNaTHHOBbIE IIpo3payHLIe
Kancyyisl pasmepa 2 ¢ OecuBeTHbIM
KOpITyCOM,  pO30BOI  KpBIUEYKOW M

MapkupoBkoii yepHoro usera «OMEZ» Ha
obenx yactsx kancyisl. ConepkuMoe Karcy
— rpaHyfbl 6enoro WK mMo4TH 6emoTo UBeTA.

2 | Identification / IlogtuHHOCTL

2a) | By UV/V®-

crekTpodoToMeTpUs

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® - crnekTpsl TOTJOMEHUSA pPACTBOPOB
nperapata ¥ CTaHAapTHoro  obpasia
oMenpasona B obnactu oT 230 no 350 HM
JIOJDKHBI MMeTh MAaKCHMYMBI TIpH ORHOH N
TOM ke JUTUHE BOJIHEI.

Remarks : The Product conforms to ND/
Mpumeuanne: [TpoaykT coorsercTByeT TpeboBanmam HJI

Conclusion : APPROVED /
3axmovenne: OJIOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIN3A

E‘oﬂlct: Omez (Omeprazole), capsules 20 mg

IMpoayxT: OMe3® (oMeNpa3on), Kancyibl Eﬁ_Mr

Batch No. / Cepusi Ne: B2201223

Batch Quantity / O6bem
cepui: 2000000 NO

AR No / Ananurudeckuii oryer Ne:
2002FP22000819

Date of Analysis / laTta
anaam3a: 23-04-2022

B3XX munmn
CB3XX/BCXKXX

Mfg. Date: / JlaTa npou3BoacTBAa: 03/2022 Date of Expiry / l'ogen nxo:
02/2025 -
Analysis performed according ND / Anasnn3s npoeegen mo HJI: TI N015479/01-121120
Ne Test / ITokazaTelb Result / Pe3yabTaThl Specification / Hopma
2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CooTBeTcTBYeT TpeHOoBaHUSIM chromatogram of test solution should

correspond to the retention time of main peak
in the chromatogram of omeprazole reference
standard solution (section "Assay"). /

Bpems yaep:KUBaHHMS OCHOBHOTO IIMKA Ha
XpoOMaTorpaMMe  MCOBITYEMOT0  pacTBOpa
TOKHO COOTBETCTBOBATH BpeMeHH
yOep)KMBaHMS ~ OCHOBHOTO  TIMKAa  Ha
XpoMaTorpaMMe  pacTBopa  CTaHAapTHOTO
obpazua oMeImnpaszona (pazmen
«KonnuecTBeHHOE OnpeneneHyue ).

/ CpenHsisi Mmacca
COIEPKUMOro KaTCyJl

3 | Average net fill weight 267.3 mg/267,3 Mr 270.0 mg £ 5.0 % (Between 256.5 mg and

283.5 mg) /
270,0 mr+ 5,0 % (256,5 mr - 283,5 mr)

4 | Water / Bona 1.1% w/w/1,1% Not more than 3.0% /

He 6oiee 3,0 %

5 | Uniformity of dosage 33/33 Acceptance value (AV) should be less than or
units / OqHopoaHOCTH equal to 15.0./
03UPOBAHUA IMokazarens nipuemaeMocty (AV) momxeH
OBITH MeHee WK paBeH 15,0.
6 | Dissolution / 1%, 0%, 0%, 1%, 1%, 0% In 0.1 M hydrochloric acid solution - not
PacTBopeHue more than 10 % of C;HoN;058

(omeprazole) is dissolved after 2 h /

B 0,1 M pacTBOpe XJIOpHCTOBOXOPOIHON
KucioTsI - He 6omee 10 % C;H sN;O3S
(omemnpazon) gepes 2 u.

90%, 92%, 91%, 89%, 92%, 90% | In pH 6.8 buffer - not less than 75 % (Q) of

C,7HsN:05S (omeprazole) is dissolved after
30 min /

B 6ydepe pH 6,8 - He MeHee 75 % (Q)
C,7H9N305S (omenpazon) gepes

30 MuH.

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

IMpyameganue: ITpoaykT cooTBercTByeT TpebopaHusaM HJT 3axmouenne: OJJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUO®HKAT AHAJIN3A
Product: Omez (Omeprazole), capsules 20 mg |MpoaykT: Omes® (omenpasoi), kancyiibi 20 mr
Batch No. / Cepus Ne: B2201223 Batch Quantity / O6nem -
B cepun: 2000000 NO i
AR No / Aranmuruyeckuii otuet Ne: Date of Analysis / /laTa
2002FP22000819 anaausa: 23-04-2022
Mfg. Date: / laTa npou3soJcTBa: 03/2022 Date of Expiry / 'ogen no:

02/2025

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

Ne Test / IToka3aTeab Result / PesyabTaTsl Specification / Hopma

7 | Related substances / [locToponnne npumMecH
Any individual 0.05% /0,05% Not more than 0.5 %. /
unidentified impurity / He 6omnee 0,5 %

JIro6ag equHMYHAs

HenaeHTH GULMPOBaHHA

s TIPUMECH

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

8 | Assay/ 20.0 mg / 20,0 mr 180mg to 22.0 mg of C;;H;N;0;S
KoauuecTrBeHHOE (100.2% / 100,2%) (omeprazole) in capsule (90.0 to 110.0 % of
onpenescHue label claim). /

Or 18,0 mr mo 22,0 mr C7H;yN3;O;8
(omemnpazon) B kamncyne (ot 90,0 xo 110,0 %
OT HOMHMHAJIBHOTO COAEPIKAHNUA).

9 | Microbial limits / MukpoOuojiorndeckas 4HCTOTa

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
O0buyee yncno a’poOHBIX

MHUKPOOPTaHH3MOB
b) Total Combined Less than 10 CFU/g / Not more than 100 CFU/g /
Yeasts and Mould Count /| Menee 10 KOE/r He Gonee 100 KOE/r
Obiee gucnio
IPOXKEBBIX U
TJIECHEBBIX IpUbOB
¢) E. coli Absentin1l g/ Absentin 1 g/
OtcyrctByer B | OtcytcTBUEe B 1 T
10 | Packaging / Ymakoeka | 10 capsules in an aluminum sttip. . . .
3 strips and patient information 10 capsules i an alum.mum strl.p or
. PA/AL/PVC // aluminum blister. 3 strips or
IEHICt il & (earton] [packd i o 1Y 3 blisters and patient information leaflet i
Karcynm B aTIOMWHHACBOM CTpPHIIE. el -l © el
Mo 3 crpnma ¢ HHCTpyXmHeR Mo carton pack. / ITo 10 xancyn B amoMUHHIEBOM
crpune wiu B [TA/AJI/TIBX // anmroMuHuEBOM
MPUMCHEHIIO B MAMKY KAPTOHAYIO- | 6rycrepe. 110 3 cTpuna wiw mo 3 GnrcTepa c
pe. ITo 3 ctp T pa
UHCTPYKUMEN TIO0 TNPUMEHEHU0 B MauKy
KapTOHHY1O.

Remarks : The Product conforms to ND/
Ipameuanune: [IpoaykT coorBeTcrBYeT TpeboBanusam HJT

Conclusion : APPROVED /
Sakarwuenne: OJOBPEHO

WI-GLOB-QA-0669-1.0

Printed By: K Narayana Swamy

Page 3 of5

Printed Date & Time (IST):

23-04-2022 13:10:54




Uncontrolied Copy

CERTIFICATE OF ANALYSIS

CEPTHUOUKAT AHAJIU3A
Product: Omez (Omeprazole), capsules 20 mg N poaykr: Ome3® (omerpasour), KancyJisl 20 mr
Batch No. / Cepus Ne: B2201223 Batch Quantity / O6bem
| cepuu: 2000000 NO
AR No / Asaautudecknii otyer Ne: Date of Analysis / laTa
2002FP22000819 anaamsa:  23-04-2022
Mfg. Date: / laTa nponsBoacTBa: 03/2022 Date of Expiry / Togen go:

02/2025

Analysis performed according ND / Anann3 nposegen mo H/I: IT N015479/01-121120

Specification / Hopma

Ne Test / IloxasaTenn Result / PesyabTaThl

11 | Labeling / According to ND / B coorsercteun ¢ HJ|
MapknpoBka

12 | Storage conditions / At temperature below 25 °C. / Tlpu Temneparype He Bbiwe 25 °C.
Y c0BHA XpaHEHUs

13 | Shelf life / Cpok 3 years / 3 roma
TFOHOCTH

Remarks : The Product conforms to ND/
Hpumeuanne: [TpoaykT coorBeTcTBYET TpeboBannam HJJ

Conclusion : APPROVED /
3axkmovenue: OJJIOBPEHO
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