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CERTITICATE OFF ANALYSIS
CEPTUOUKAT AHAJIM3A

Product: Omez {_(Jmeprumls). capsules 20_mg_

Mpoaykr: Omes® ( oﬁcnpmon)._Kancynm E_Q MT

Batch No. / Cepns Ne:

B2201228

Batch Quantity / O6nem

- cepun: 2000000 NO
AR No / Ananurndecknii oruet Ne: Date of Analysis / laTa
2002FP22000887 amaausa: 28-04-2022

Mfg. Date: / laTa npousBoacTBa:

03/2022

02/2025

Date of Expiry / T'ogen ao:

Analysis performed according ND / Anasn3 nposeaen no HJI: I N015479/01-121120

Ne Test / [Toka3zaTenn

Result / Pe3yabTarsl

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. /

TBepable KENaTMHOBLIE
Npo3payHble Kancyibl pasMepa 2 ¢
OecUBETHBIM KOPITYyCOM, pPO30BOH
KpbILIEYKOH " MapKHPOBKOMH
yepHoro ugera «OMEZ» Ha obenx
qactax  kancymel.  Copmepxkumoe
KancyJs — rpaHyns! 6enoro nsera.

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. /

TBepusle KENaTHHOBBIE Mpo3payHbIe
Karcynsl  pasMepa 2 € OecLBETHBIM
KOPITYCOM, po30BOH KpBILEYKon "

MapkupoBkoil vepHoro nsera «OMEZ» Hna
0benx yactsx xarcynel. ComepKuMoe Karcyn
— rpanyJibl 6eJ0T0 WM TOYTH Oenoro UBeTa.

2 | Identification / ITogaMHHOCTDL

2a) By UV/VY®-

creKTpoGoTOMETPHSI

Complies as prescribed/
CooTBeTcTBYET TpeboBaHUAM

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@ - crekTpsl OTNONIEHWS  PAcTROPOR
mpermapata W cTaHgapTHOro  obpasia
omeripasona B obmactu ot 230 go 350 am
JIOJDKHBI MMETb MaKCHMYMBbI TpH OAHOWH W
TOI1 K€ JJINHE BOJIHEI.

Remarks : The Product conforms to ND/
IIpumeuanne: [IpoaykT coorBeTcTByeT Tpebopanuam HI

Conclusion : APPROVED /
3axuouenue: OOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAIIN3A

PacTtBopenne

95%, 95%, 94%, 95%,
95%, 95%

|Product: Omez (Omeprazole), capsules 20 mg Mpoxyxt: OMe3® (oMenpasol), Kancyiis 20 vr
Batch No. / Cepus Ne: B2201228 Batch Quantity / O6bem
- B cepun: 2000000 NO
AR No / Avaanruuecknit oTdeT Ne: Date of Analysis / laTa
2002FP22000887 aHagm3a: 28-04-2022
Mfg. Date: / laTa nponsBoacTsa: 03/2022 Date of Expiry / T'ogen 10:
02/2025
Analysis performed according ND / Anaau3s nposeaen no HJI: 1T N015479/01-121120
Ne Test / IlokasaTennb Result / Pe3yabTaTh! Specification / Hopma
2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CooTeercTByeT TpeOGOBaHUAM chromatogram of test solution should
BOKX 'coifspcl)lnd totthe reten;ion time of maifn peak
in the chromatogram of omeprazole reference
CBIMUBEHE standard solution (section "Assay"). /
Bpemsi yaepXKMBaHMA OCHOBHOI'O TNHKa Ha
XpoMarorpamMmme  HCITBITYEMOTO  pacTBOpa
JTOTKHO COOTBETCTBOBATH BpeMEHH
yiepKHBaHUS OCHOBHOIO NMKa Ha
XpoMaTorpaMMe  pacTBOpa  CTaHHApTHOIro
oOpasra oMmernpasoia (pazgen
«KonnyecrseHHOE OMpEnieeHne»).
3 | Average net fill weight | 269.5 mg/269,5 Mr 270.0 mg + 5.0 % (Between 256.5 mg and
/ Cpeansisi Macca 283.5 mg) /
COAEPIKUMOrO0 KaTcyJ1 270,0 Mr % 5,0 % (256,5 mr - 283,5 ™r)
4 | Water / Boga 1.3% w/w/ 1,3% Not more than 3.0% /
He 6ounee 3,0 %
5 | Uniformity of dosage 3.0/3,0 Acceptance value (AV) should be less than or
units / OQHOPOXHOCTH equal to 15.0./
M03UPOBAHUS TMokasaTtens npuemneMocti (AV) nomken
OBITH MeHee uin pareH 15,0.
6 | Dissolution / 2%, 0%, 0%, 0%, 0%, 1% In 0.1 M hydrochloric acid solution - not

more than 10 % of C;;H;oN505S
(omeprazole) is dissolved after 2 h /

B 0,1 M pacTBOpe XJIOpUCTOBOJAOPOTHOM
Kucnotsl - He 6onee 10 % C7H;oN305S
(omempazon) yepes 2 4.

In pH 6.8 buffer - not less than 75 % (Q) of
C17HsN;305S (omeprazole) is dissolved after
30 min /

B Gydepe pH 6,8 - He menee 75 % (Q)
C7HoN303S (omMenpazon) Hepes

30 MuH.

Remarks : The Product conforms to ND/
M pumeuanue: [Iponykr coorBeTcTBYeT TpebopaHusam HJL

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

Product: Omez (Omeprazole). capsules 20 mg ~ |Dpomyxt: OMe3® (omernpasoi), Karcymst 20 mr
Batch No. / Cepus No: B2201228 Batch Quantity / O6bem
- - cepru: 2000000 NO
AR No / AHanuTH9eckuit oTder Ne: Date of Analysis / laTa
2002FP22000887 anajusa:  28-04-2022 B
Mfg. Date: / laTa npousBoacTBa: 03/2022 Date of Expiry / Togen go:
02/2025
| Analysis performed according ND / Ananns nposegen no HJI: TI N015479/01-121120
Ne Test / [Tokasarenn Result / PesyabTaThl Specification / Hopma
7 | Related substances / IlocToporHHe npuMecu
Any individual 0.03%/0,03% Not more than 0.5 %. /
unidentified impurity / He 6onee 0,5 %
Jlrobas enHNYHAS
HeuaeHTU DU POBAHHA
s IPUMeECh
Total impurities / 0.1%/0,1% Not more than 2.0 % /
CyMma npumeceit He 6onee 2,0 %
8 | Assay/ 19.5 mg/ 19,5 mr 180mg to 22.0 mg of C;HgN;O;8
KoanuecTBeHHoe (97.6% / 97,6%) (omeprazole) in capsule (90.0 to 110.0 % of
- onpejesieHUe label claim). /
Or 18,0 mr mo 22,0 mr Cy;HgN;O5S
(omenpazon) B karcyne (ot 90,0 no 110,0 %
. OT HOMWHAJILHOTO COJCPKAHU).
O 9 | Microbial limits / MukpoGuosnornyeckas YucToTa
- a) Total Aerobic Less than 10 CFU/g / Not more than 1000 CFU/g /
5 Microbial Count / Memnee 10 KOE/r He 6omee 1000 KOE/r
OO1ee 4uCno aspoOHbIX
Q MHKpPOOPTaHN3MOB
b) Total Combined Less than 10 CFU/g / Not more than 100 CFU/g /
) Yeasts and Mould Count /| Meuee 10 KOE/r He 6onee 100 KOE/r
O61u1ee yncio
JIPOXKKEBBIX U
MIIECHEBBIX IprOOB
¢) E. coli Absentin 1 g/ Absentin1 g/
OtcytctByer B 1 r OtcytcrBUe B 1 T
10 | Packaging / Ymaxoska | 10 capsules in an aluminum strip. 10 I . {umi )
3 strips and patient information COPSES o e Stp| (or
. PA/AL/PVC // aluminum blister. 3 strips or
leailciin (2 ganton, pack. [/ J1g 0 3 blisters and patient information leaflet in a
Kancyl B aIOMHHHEBOM CTPHIIE. p
Mo 3 crpuna ¢ WHCTpYKIHeH 1O carton pack. / 1o 10 xaricyn B alltOMUHUEBOM
crpune win B ITA/AJI/TIBX // antoMUHIEBOM
MPMMEHERITIO B MKy KapTOHHYIO. onuctepe. [To 3 crpuna vu no 3 6aucrepa ¢
UHCTPYKIMEN @0 MPUMEHEHHI0O B OAayky
KapTOHHYO.

Remarks : The Product conforms to ND/
IMTpumeuanne: I1poaykT cooTBeTcTBYET Tpebopanuam HJI

Conclusion : APPROVED /
3axawyenue: OJJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIU3A
Product: Omez (Omeprazole), capsules 20 mg Mpogykr: OmMe3® (oMernpa3on), KarcyJibl 7?(_)_ MT
Batch No. / Cepust Ne: B2201228 Batch Quantity / O6bem
- cepuu: 2000000 NO -
AR No / AHaanTHuecKkHit oT4eT Ne: Date of Analysis / laTa
2002FP22000887 anaauza: 28-04-2022
Mfg. Date: / laTa npou3BoJcTBA: 03/2022 Date of Expiry / T'ogen no:
02/2025
Analysis performed according ND / Ananus nposeaen no HJI: ITN015479/01-121120
Ne Test / [Toxa3aTens Result / Pe3yabTaThl Specification / Hopma
11 | Labeling / According to ND / B cootercreun ¢ HJI
MapxkupoBka
12 | Storage conditions / At temperature below 25 °C. / TIpu Temnepatype He Bbiue 25 °C.
YcaoBus XpaHenus
13 | Shelf life / Cpox 3 years / 3 rona
TOAHOCTH

Remarks : The Product conforms to ND/

Mpumeuanue: [IponykT coorBercTBYeT TpebosaHusam HJI

Conclusion : APPROVED /
3axarouenue: OJJOBPEHO
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