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CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJTH3A

Product: Omez (Omeprazole), capsules 20 mg

Mpoaykr: OMe3® (oMenpason), Karcyiibl 20 mr

Batch No. / Cepust Ne:

B2200942

Batch Quantity / O6nem

- cepun: 1990000 NO
AR No / AHaIHTHYCCKHI oTUeT No: Date of Analysis / laTta
2002FP22000588 anaamsa: 21-03-2022

Mfg. Date: / JlaTa npon3BoACTBA:

02/2022

01/2025

Date of Expiry / T'ogen go:

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

Ne Test / Iloka3zaTennb

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. /

Trepablie JKeNaTUHOBBIE
Mpo3payHble Kamncynsl pasMepa 2 ¢
OCCIBETHBIM  KOPITYCOM, PpO30BOM
KPBILIEUKON U MapKUpPOBKOU
yeproro usera «OMEZ» Ha obeux
yacTsx  kancynel.  Comepxnmoe
KamncyJy — rpaHynsl 6enoro upera.

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. /

TBepasle ’KeNaTUHOBKIE Mpo3pavHkIe
Kancymsl  pasmMepa 2 ¢ OecuBeTHBIM
KOpIyCOM,  pPO30BOM  Kpbllleukoit  u

MapkupoBkoii gepHoro usera «OMEZ» Ha
obenx gacTax kancyibl. ColepXUMoe KarcyJl
— rpaHyJibl 6e0To WY OUTH 6EJIoTo 1BeTA.

2 | Identification / IlogJuHHOCTDL

2a) | By UV/Yo-
CNeKTpoHOTOMETPHS

Complies as prescribed/
CooTBeTcTBYET TpeOGoBaHHAM

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® - cnexTpsl TIOTJIOLIEHUS pPAacTBOPOB
mpenapara W CTaHAapTHoro  ofpasna
omMenpaszona B obynactu ot 230 go 350 HM
JIOJDKHBI MMETh MAaKCUMYMbI TIDH ONHOH M
TOM e JJIWHE BOJIHEL

Remarks : The Product conforms to ND/
Mpumeuanne: [IponykT cooTBeTCTBYET TpeboBaHmsM HJI

Conclusion : APPROVED /
3akaouenne: OJJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHANMU3A

Product: Omez (Omeprazole). capsules 20 mg | poaykt: Ome3® (omenpasoln), Kancysl 20 Mr

Batch No. / Cepus Ne: B2200942

Batch Quantity / O6bem
cepun: 1990000 NO

AR No / AHaanTH4yeckuii otyeT No: Date of Analysis / [laTa
2002FP22000588 anaausa: 21-03-2022
Mfg. Date: / laTa nNpou3BoaCTBA: 02/2022 Date of Expiry / T'ogen no:
01/2025
Analysis performed according ND / Anasm3 nposeaen mo HJI: T1 N015479/01-121120
Ne Test / [ToxazaTean Result / Pe3yabTaThl Specification / Hopma
2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC Co0TBETCTBYET TPeOOBAHMAM chromatogram of test solution should
BYKX s f:orrespond to the retention time of main peak
CBKX/BCICX in the chromatogram of omeprazole reference
' standard solution (section "Assay"). /
Bpemst yJepxuBaHHA OCHOBHOTO ITMKa Ha
XpoMaTorpaMMe  HCTBITYEMOTO  pacTBOpa
TOJDKHO COOTBETCTBOBATH BpEMEHU
YACpKVBAHUSA OCHOBHOTO IHKa Ha
KpoMaTorpaMMe  pacTBOpa  CTaHAaPTHOTO
obpazua oMempazona (pasgen
«KonuyecTBeHHOE ONpeieNeHre» ).
3 | Average net fill weight 268.7 mg /268,7 Mr 270.0 mg + 5.0 % (Between 256.5 mg and

/ Cpegnsist Macca
€0epKHMOT0 KancyJa

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

4 | Water /Boaa 1.0% w/w / 1,0% Not more than 3.0% /

He 6onee 3,0 %

5 | Uniformity of dosage 34/34

units / OgHopoaHoOCTL
JAO3NPOBAHUS

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

ITokasartens npuemieMocty (AV) nomkeH
ObITH MeHee WK paBeH 15,0.

6 | Dissolution / 0%, 0%, 0%, 0%, 0%, 0% In 0.1 M hydrochloric acid solution - not

PacrBopenue

100%

more than 10 % of C7HoN30;3S
(omeprazole) is dissolved after 2 h /

B 0,1 M pacTBOpe XJI0pHCTOBOAOPOIHOIM
KucioTsl - He 6ornee 10 % C7H;oN3O38
(oMenpazon) yepes 2 4.

100%, 96%, 97%, 97%, 97%, In pH 6.8 buffer - not less than 75 % (Q) of

C7HoN;30;S (omeprazole) is dissolved after
30 min /

B Gydepe pH 6,8 - e MeHee 75 % (Q)
C7H9N30;S (oMemnpazoin) yepes

30 mMuH.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
M pumeuanue: ITpoaykr coorBercrByeT TpeboBanmam HII 3axumouenne: OJIOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUOPHKAT AHAJIU3A

Product: Omez (Omeprazole), capsules 20 mg Mpoayxr: Ome3® (omenpason), Kancyibl 20 mMr
Batch No. / Cepus Ne: B2200942 Batch Quantity / O6bem

- cepuu: 1990000 NO
AR No / AHaantudecknii otdet Ne: Date of Analysis / JaTa
2002FP22000588 amaanza: 21-03-2022
Mfg. Date: / laTa npon3BoACTBA: 02/2022 Date of Expiry / Toaen go:

01/2025
Analysis performed according ND / Anaaus nposeen no H/I: T N015479/01-121120
Ne Test / Iloka3aTens Result / PesynbTaThl Specification / Hopma

7 | Related substances / ITocroponnne npumecH
Any individual 0.05% /0,05% Not more than 0.5 %. /
unidentified impurity / He 6onee 0,5 %

JIrobas eqrnHMYHAS

HeuJleHTH GHLpoBaHHA

ST IPUMeECh

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

8 | Assay/ 20.0 mg / 20,0 Mr 18.0mg to 22.0 mg of C;;H;4N;O;8
KonnuecrBeHHoe (100.0% / 100,0%) (omeprazole) in capsule (90.0 to 110.0 % of
onpenejieHne label claim). /

Or 18,0 mMr mo 22,0 mMr C;;H;oN;O;S
(omempazon) B karncyne (ot 90,0 no 110,0 %
OT HOMWHAJIEHOT'O COACPXKAHUS).

9 | Microbial limits / Muxpo6nonorniyeckast Y4MCTOTA

a) Total Aerobic Less than 10 CFU/g / Not more than 1000 CFU/g /
Microbial Count / Mesnee 10 KOE/r He Gonee 1000 KOE/r
O6uiee gncno a3pobHBIX

MHKPOOPIraHN3MOB
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
O61ee yrcno
TIPOXOKEBBIX U
TIeCHEBBIX rpu6oB
¢) E. coli Absentinl g/ Absentin 1 g/
OtcyTcTByer B 1 1 OtcytctBue B 1 1

10 | Packaging / Ynakoeka | 10 capsules in an aluminum strip. 10 | . lumi .

3 strips and patient information R iy oy e SHip ob
. PA/AL/PVC // aluminum blistcr. 3 strips or
leaflet in a carton pack. / ITo 10 3 blisters and patient information leaflet in a

Karcyyl B ATIOMHHHAEBOM CTpHIIE. p
Tlo 3 crpuma ¢ WRCTpyKuHed O carton pack. / ITo 10 kancyn B antoMUHHEBOM
DUMEHCHIES B IaKy KapToRHYo, | CPHTE WA B TTA/AJI/TIBX // antoMHHUEBOM
p ¥ KapTOHHYIO. 6muctepe. [To 3 crpuna iy mo 3 6aucTepa ¢
UHCTPYKUMel M0 IpPUMEHEHMI0 B MauKy

KapTOHHYIO.

Remarks : The Product conforms to ND/
Mpumedanne: [TpoayxT cooTBeTcTBYET TpebosanuiM HJT

Conclusion : APPROVED /
3axmouenue: OJOBPEHO

WI-GLOB-QA-0669-1.0

Printed By: K Narayana Swamy

Page 3 of5

Printed Date & Time (IST):

22-03-2022 11:12:37




Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIN3A
Product: Omez ( Ome}nra_zole), capsules 20 mg MpoaykTt: OMe3® (oMerpason), KarncyJsl 20 MT
Batch No. / Cepus Ne: B2200942 Batch Quantity / O6bem
- cepun: 1990000 NO
AR No / AHaanTHYecKkHii oTder Ne: Date of Analysis / laTa
2002FP22000588 aHaausa: 21-03-2022
Mfg. Date: / laTa npon3BoacTBa: 02/2022 Date of Expiry / ogen no:
01/2025
Analysis performed according ND / Anayms nposesen no HJl: 1T N015479/01-121120
Ne Test / [lokazaTean Result / PesyabTaTsl Specification / Hopma
11 | Labeling / According to ND / B cootsercrBun ¢ HJI
MapkupoBKa
12 | Storage conditions / At temperature below 25 °C. / TIpu TeMneparype He Boie 25 °C.
YcaoBus XpaHeHMd
13 | Shelf life / Cpox 3 years / 3 rona
TOAHOCTH
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeuanue; TIpoaykt cooTBeTCTBYET TpeboBannaM HJI 3akarouenne: OJOBPEHO
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