CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJTHU3A
Product: Omez (Omeprazole), capsules 20 mg MpoaykT: OMe3® (omenpaszodn), KancyJisl 20 mr
Batch No. / Cepust Ne: B2103229 Batch Quantity / O6bem
| cepuu: 2000000 NO
AR No / AHanIuTHYecKHIT oTdeT Ne: Date of Analysis / laTa
2002FP21001894 anaim3a:  20-09-2021
Mfg. Date: / JaTa npoH3BoacTBA: 08/2021 Date of Expiry / Toaen go:

07/2024

Analysis performed according ND / Ananns nposejen no H/I: 1T N015479/01-121120

Ne Test / IloxaszaTenn

Result / PesyabTaThl

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. /

Trepnsle ’KeJIaTHHOBLIE
Mpo3payHble Karcyisl pasMepa 2 ¢
OeclBETHLIM  KOPIYCOM, pPO30BOii
KpbILIeYkoif W MapKUpOBKOH
yepHoro 1Beta «OMEZ» Ha o0enx
yacTax  kancynsl.  Coaepskumoe
Karncyn — rpaHynsl 6eNoro 1BeTa.

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. /

Tsepnsle ’KeJIaTHHOBbIE IIpo3pavHble
KancyJjil  pasMepa 2 ¢ OecuBeTHBIM
KOPITyCOM, PO30BO¥H KpblIleykoi U

Mapkuposko#i depHoro nseta «OMEZ» na
06enx yactax karncynsl. ConepXuMoe Kancyn
— rpanyiibl Oenoro uny noutu Genoro uBeTa.

2 | Identification / ITlog1MHHOCTH

2a) | By UV/VY®-
CIeKTPOhOTOMETPHUSL

Complies as prescribed/
CooTBeTcTBYET TpebOBaHMAM

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. /

VO - cnexTpsl TOTIOUIEHWS pPacTBOPOB
npemapara W  CTanaaptHoro  oOpasia
oMernpasona B obmactn or 230 mo 350 HM
JIOJKHBI MMETh MaKCHMYMBI TIpW OAHOH H
TOM K€ JJIMHE BOJIHEI.

Remarks : The Product conforms to ND/
TTpumeuanne: [TpoaykT cooTBeTcTBYET TpeboBannaM HJI

Conclusion : APPROVED /
3axmouenue: OJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIU3A

:Pﬁ)duct: Omez (Omeprazole), capsules 20 mg

MpoaykTt: OMe3® (oMempason), Kancybl 20 mr

Batch No. / Cepust Ne: B2103229

Batch Quantity / O6bem
cepuu: 2000000 NO

'AR No / AHaauTuqecknii oTuer Ne:
2002FP21001894

Date of Analysis / laTa
anaausa:  20-09-2021

Copy

}

rolle

Uncon

1

Mfg. Date: / [laTa nponssoacTBa:

08/2021
07/2024

Date of Expiry / T'onen go:

Analysis performed according ND / Auasus nposesen mo HJI: I1 N015479/01-121120

PacTtBOpenne

94%, 95%, 95%, 90%, 94%, 92%

Ne Test / [Toxazatensn Result / Pe3yasTaThl Specification / Hopma
2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CoOTBETCTBYET TPeOOBAHUAM chromatogram of test solution should
BKX 'correspond to the retention time of main peak
CBPKX/BCIKX in the chromat.ogram qf or'rllepraZ(')lle reference
standard solution (section "Assay"). /
BpeMst ynepkuBaHHS OCHOBHOT'O IWKa Ha
XpoMarorpaMMe  HCTIBITYEMOTO  PacTBOpa
JIOMICHO COOTBETCTBOBATH BpeMeHn
yaepkMBaHWS ~ OCHOBHOT'O mika  Ha
XpOMaTOrpaMMe  pacTBOpa  CTaHAapTHOTO
obpasua omerpasona (pa3nmen
«KonuecTBEHHOE OTpeieNiCHIE) ).
3 | Average net fill weight 270.2 mg / 270,2 Mr 270.0 mg + 5.0 % (Between 256.5 mg and
/ Cpeansist Macca 283.5mg) /
COJIEPIKHMOr0 KateyJ 270,0 Mr £ 5,0 % (256,5 mr - 283,5 mr)
4 | Water / Boga 1.1% w/w / 1,1% Not more than 3.0% /
He 6onee 3,0 %
5 | Uniformity of dosage 24/24 Acceptance value (AV) should be less than or
units / QaHopoaHOCTH equal to 15.0./
JI03NPOBAHUS [Tokaszatens npuemiieMocT (AV) 1omkeH
OBITH MeHee WK paBed 15,0.
6 | Dissolution / 0%, 0%, 0%, 0%, 0%, 0% In 0.1 M hydrochloric acid solution - not

more than 10 % of C;;H9N30;S
(omeprazole) is dissolved after 2 h /

B 0,1 M pacrBope XnopHCTOBOAOPORHOI
KUcIoTel - He Gostee 10 % C;H1gN303S
(omenpazon) yepes 2 u.

In pH 6.8 buffer - not less than 75 % (Q) of
C7HsN;05S (omeprazole) is dissolved after
30 min /

B Gydepe pH 6,8 - He Mmeree 75 % (Q)
C17HoN;05S (omenpazon) uepes

30 MuH.

Remarks : The Product conforms to ND/
HMpumeuanue: IIpoaykT cooTBeTcTBYET TpeboBanmam HJL

Conclusion : APPROVED /
3akmwuenue: OJJOBPEHO

Printed By: Krishnamohan Gunturu
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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIM3A

| Product: Omez (Omeprazole), capsules 20 mg MpoaykT: OMe3® (OMENpason), KarcyJsl 20 mMr
Batch No. / Cepus Ne: B2103229 Batch Quantity / O6nem

cepun: 2000000 NO
AR No / Ananntnyecknii orqer No: Date of Analysis / JlaTa
2002FP21001894 anammza:  20-09-2021 ___|
Mfg. Date: / laTa npousBoacTBAa: 08/2021 Date of Expiry / ToacH po:

07/2024

Analysis performed according ND / Ananus nposegen mo H: 11 N015479/01-121120

Ne Test / Mokaszareyn Result / PesyabTaTsi Specification / Hopma

7 | Related substances / [locToponHHe npuMecu

Any individual 0.02%/0,02% Not more than 0.5 %. /
unidentified impurity / He 6omnee 0,5 %
JIrobas equHUYHAs
HEWJEHTU(PULMPOBaHHA
S TIpMeECh
Total impurities / 0.1%/0,1% Not more than 2.0 % /
Cymma mipuMeceit He 6onee 2,0 %
8 | Assay/ 20.2 mg /20,2 mr 18.0mg to 22.0 mg of C;;H;gN;O58
KonnvecrBenHoe (101.2% /101,2%) (omeprazole) in capsule (90.0 to 110.0 % of
onpejeneHne label claim). /

Or 18,0 MI' OO 22,0 MT C17H|9N303S
(omenpason) B karcyne (oT 90,0 mo 110,0 %
OT HOMMHAJIILHOrO COfiepKaHus).

9 | Microbial limits / Mukpo6uogornueckast 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
O6mice 9ncito a3poOHBIX

MHKPOOPTaHN3MOB

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/T

Obmee uncno
IPOXOKEBBIX 1
IUIECHEBBIX MPHUOOB

¢) E. coli Absentin 1 g/ Absentinl g/
OtcytrcTByeTB 1 T OtcyTtctBHEB 1 T

10 | Packaging / YmakoBka | 10 capsules in an aluminum strip.
3 strips and patient information
leaflet in a carton pack. / [To 10
Karlcyl B aIlfOMMHUEBOM CTpHIIE.
Ilo 3 crpuna c¢ WHCTpyKUMER Mo
TIPUMEHEHUIO B NMAYKy 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. / ITo 10 xancyn B aJrtOMHHHEBOM
crpure win B [TA/AJI/IIBX // amroMuHAEBOM
onucrtepe. [To 3 crpuna unn no 3 6nucrepa ¢
WHCTPYKOWEH TI0 TIPUMCHEHHIO B IAYKy

KapTOHHYIO.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanue: [IponykT cooTBeTCTBYET TpebopanuaM HJ 3axawouenue: OJJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIU3A
|Product: Omez (Omeprazole), capsules 20 mg Mpoaykr: Ome3® (oMenpason), Karcyssl 20 mr
Batch No. / Cepust Ne: B2103229 Batch Quantity / O6nem
i _|cepuu: 2000000 NO
AR No / AHannTH4ecKHii oTueT Ne: Date of Analysis / laTa
2002FP21001894 anammza:  20-09-2021
Mfg. Dale: / laTa npoussBoacTBa; 08/2021 Date of Expiry / I'ogen go:

07/2024

Analysis performed according ND / Anaaus nposegen mo H: 1T N015479/01-121120

Ne Test / Ilokazarens Result / PezyabTaThl Specification / Hopma
11 | Labeling / According to ND / B cootrBercTBuu ¢ HJI
Mapxuposka
12| Storage conditions / At temperature below 25 °C. / TTpu Temueparype He Bbie 25 °C.
YcaoBus XxpaHeHus
13 | Shelf life / Cpox 3 years / 3 roma
TOAHOCTH
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