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CERTIFICATE OF ANALYSIS
CEPTHO®HUKAT AHAJIN3A

_Product: Omez (Omeprazole), capsules 20 mg

IMpoaykr: Omes® (omernpason), kancyisr 20 mr

Batch No. / Cepus No:

B2200501

cepuu:

Batch Quantity / O6bem

1990000 NO

AR No / AHaauTH4ecKkHit oTueT Ne:
2002FP22000300

Date of Analysis / laTa
aHamn3a:

14-02-2022

Mfg, Date: / laTa nponssojacTBa:

01/2022

12/2024

Date of Expiry / Toaen go:

Analysis performed accor{liﬂ_gﬁl) / Anajims nposeen mo HA: TI N015479/01-121120

Oopy

Ne

Test / Iloka3aTeb

Result / Pe3yabTarsl

Specification / Hopma

1

Description /
Onucanuve

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. /

Trepasle JKEIaTUHOBEIE
IIpo3payvHEIC Kamlcysl pasmepa 2 ¢
OecCLIBETHBIM  KOPITYCOM, pO30BOi
KpBILLIEYKOHI " MapKUPOBKOH
yepHoro usera «OMEZ» Ha o6enx
yacTax Kancynel. Comepxumoe
Karicyn — rpaHynsl 6enoro usera.

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. /

Trepasie KENaTHHOBLIC TIpo3pavyHbIe
Kamcynasl  pasMepa 2 ¢ GecuBeTHBIM
KOPIYCOM, pO30BOI KpPBIEYKON n

MapKUpoBKoH depHoro ueera «OMEZ» Ha
06enx gacTax karcynbsl. Cogepxumoe Kancyn
— rpaHyJsl GEJI0ro WK NOUYTH GeNloro usera.

CooTBeTcTBYET TPeOOBaHUAM

2 | Identification / IloganHHOCTE
2a) | ByUV/ VY- UV-absorption spectra of both test and
crnekTpodoToMeTpus Complies as prescribed/ standard solutions of omeprazole in the range

230 to 350 nm should exhibit maxima at the
same wavelength. /

Y® - crnekTpsl TOTJIOWIEHWS PACTBOPOR
npernapata U CcTaHAapTHOro  oOpasia
oMenpazona B obnactd oT 230 mo 350 um
JNOJDKHBl MMEThH MakCUMyMBI TIPH OHHON H
TOM K€ JJINHE BOJIHbI.

Remarks : The Product conforms to ND/
IIpumeuanne: [TpoayxT coorBeTcTBYET TpeboBanuam HJI

Conclusion : APPROVED /
3axkarouenne: QJIOGPEHO
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product: Omez (Omeprazole), capsules 20 mg TMpoaykT: Ome3® (omenpason), kancyssr 20 mr
Batch No. / Cepus Ne: B2200501 Batch Quantity / O6bem

- cepun: 1990000 NO
AR No / AHaanTnueckuii oT4yert Ne: Date of Analysis / lata
2002FP22000300 o anajgusa: 14-02-2022
Mfg. Date: / laTa nponsBoacTBa: 01/2022 Date of Expiry / I'ogen ngo:

12/2024

Analysis performed according ND / Ananus nposeaen no H/I: T N015479/01-121120

PacTtBopenue

97%, 100%, 101%, 100%,
101%, 97%

Ne Test / ITokazaTean Result / PesyansTaTsl Specification / Hopma
2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CootBeTcTBYET TpeOOBaHNIM chromatogram of test solution should
BIIKX f:orrespond to the retention time of main peak
CBRIX/BCIKX in the chroma‘fogram o_f or|rllepraz(|)'le reference
standard solution (section "Assay"). /
Bpemst ymepKMBaHHS OCHOBHOTO TIMKa Ha
XpOMaToTpaMMe  HCIBITYEMOTO  pacTBopa
JOJDKHO COOTBETCTBOBATh BpeMeHHN
yOEp)KMBAHUS  OCHOBHOTO HMka  Ha
XpoMaTorpaMMe pacTBOpa CTaHOApPTHOTO
obpasua oMemnpazoia (pasgen
«KOMMIeCcTBEHHOE OTIPSICTICHUEY ).
3 | Average net fill weight | 270.2 mg/270,2 mr 270.0 mg £ 5.0 % (Between 256.5 mg and
/ Cpeanss Macca 283.5 mg) /
COIepPKUMOro KamcyJa 270,0 mMr £ 5,0 % (256,5 mr - 283,5 wmr)
4 | Water / Boaa 0.9% w/w / 0,9% Not more than 3.0% /
He 6omnee 3,0 %
5 | Uniformity of dosage 4.8/4.8 Acceptance value (AV) should be less than or
units / OnHOpoOaHOCTH equal to 15.0./
J03WPOBAHHUS [TokazaTens nmpuemieMoctu (A V) momkex
ObITh MeHee WK paBeH 15,0.
6 | Dissolution / 0%, 0%, 1%, 0%, 0%, 0% In 0.1 M hydrochloric acid solution - not

more than 10 % of C17H[9N3O3S
(omeprazole) is dissolved after 2 h /

B 0,1 M pacTBope xnopHuCTOBOAOPOIHOM
KUACIOTEI - He Gosiee 10 % C7HoN305S
(oMenpazon) uepes 2 4.

In pH 6.8 buffer - not less than 75 % (Q) of
C,7;HsN3;05S (omeprazole) is dissolved after
30 min /

B 6ydepe pH 6,8 - He menee 75 % (Q)
Ci7H9N30sS (omenpason) uepes

30 MuH.

Remarks : The Product conforms to ND/
TIpumexanne: [TpoayKT cooTBeTCTBYET TpeboBanuaM HJI

Conclusion : APPROVED /
3axkmovyenne: QJIOGPEHO
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CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJTA3A

|Product: Omez (Omeprazole), capsules 20 mg MpoaykT: Ome3® (omenpazol), Karcyisl g_Q MT
Batch No. / Cepust Ne: B2200501 Batch Quantity / O6nem

cepuu: 1990000 NO -
AR No / AnaanTn4yecknii otuet No: Date of Analysis / laTa
12002FP22000300 anaauza:  14-02-2022
Mfg. Date: / laTa npou3BoacTBa: 01/2022 Date of Expiry / I'onen go:

12/2024

Analysis performed according ND / Anaau3s nposegen o HJI: 11 N015479/01-121120

3 strips and patient information
leaflet in a carton pack. / ITo 10
Kancynl B aJllOMHUHHEBOM CTpHIIE.
ITo 3 crpuna ¢ WHCTpyKuUMEH 0
TIPUMEHEHHIO B NTaYKy KapTOHHYIO.

[ Ne Test / Ilokasatens Result / PesyanTaTht Specification / Hopma

7 | Related substances / IloctopoHHue npuMecu
Any individual 0.04% /0,04% Not more than 0.5 %. /
unidentified impurity / He 6omnee 0,5 %

JIrobas ennHUYHAasL

HeuJIeHTH QUIMPOBaHHA

s IPUMECh

Total impurities / 0.1%/0,1% Not more than 2.0 % /
CyMMa npuMeceii He 6omnee 2,0 %

8 | Assay/ 20.2 mg /20,2 mr 18.0mg to 22.0 mg of C7H;oN;0;S
KonanuecTBeHHOe (100.9% / 100,9%) (omeprazole) in capsule (90.0 to 110.0 % of
onpe/eeHne label claim). /

Or 18,0 mMr mo 22,0 mMr C;;H;oN;O;S
(omemnpazon) B karcyne (ot 90,0 mo 110,0 %
OT HOMUHAJIBHOTO COAEPKAHUA).

9 | Microbial limits / Mukpo6uosorudeckasi 4HcTOTA

a) Total Aerobic Less than 10 CFU/g / Not more than 1000 CFU/g /
Microbial Count / Memnee 10 KOE/r He 6onee 1000 KOE/r
O61ee ynciao adpoOHBIX

MHKPOOPTaHW3MOB
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
O6mmee uncio
JPOXOIKEBBIX U
TUIECHEBBIX TpHOOB
c) E. coli Absentin 1 g/ Absentin1 g/
OrcyteTByerB I 1 OtcytctBUEe B 1 T
10 | Packaging / YmakoBka | 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. / TTo 10 karncyn B altOMHHHEBOM
ctpurie uma B [TA/AJI/TIBX // amoMuHHeBoM
6nucrepe. Ilo 3 crpuna unu no 3 Gnuctepa ¢
WHCTPYKIMEl 10 NpUMEHEHWI0 B TMavKy
KapTOHHYIO.

Remarks : The Product conforms to ND/
Ipumeyanne: [IponykT cooTBeTcTBYeET TpeboBanusiM HJI

Conclusion : APPROVED /
3axawuenne: OJJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Product; Omez (Omeprazole), capsules 20 mg

MpoxykT: OMme3® (OM_enpa30Ir), KarcyJIsl 20 MT

Batch No. / Cepust Ne: B2200501

Batch Quantity / O6nem
cepun: 1990000 NO

AR No / Anaautnyeckuii oruet Ne:
2002FP22000300

Mfg. Date: / laTa npousBoacTsa: 01/2022

Date of Analysis / laTa
anajmza:  14-02-2022
Date of Expiry / 'ogen no:
12/2024

Analysis performed according ND / Ananus npoeeaen mo H: IT N015479/01-121120

Ne Test / ITokazaTean Result / Pe3yabTaThl Specification / Hopma
11 | Labeling / According to ND / B cootBetcTBuy ¢ HJI
Mapxkuposka
12 | Storage conditions / At temperature below 25 °C. / TIpu Temnepartype He Britue 25 °C.
YcjaoBus XpaHeHUs
13 | Shelf life / Cpok 3 years / 3 roma
rOAHOCTH

Remarks : The Product conforms to ND/

IIpumeuanne: IponykT cootBercrBYeT TpebGoBanusaM HJL

Conclusion : APPROVED /
3axmouenne: OJIOBPEHO
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