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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIN3A

Batch No, / Cepusi Ne:

Product: Omez (Omeprazole), capsules 20 mg )
B2201670

Mpoaykr: Omes® (OMCHP%OJW)__M_F

Batch Quantity / O6nem

cepun: 2000000 NO
AR No / AvajTudeckuii otder Ne: Date of Analysis / laTa
2002FP22001019 anaausa: 21-05-2022

Mfg. Date: / laTa npou3BoacTBA:

04/2022

0372025

Date of Expiry / I'ogen go:

Analysis performed according ND / Ananu3s nposegen mo H/I: I1 N015479/01-121120

Ne Test / IlokazaTennb

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. /

Teepasie JKeNlaTUHOBbIE
Mpo3payHble Kalcylbl pasMepa 2 ¢
OeClUBETHBIM  KOPITYCOM, pO30BO¥t
KpBILIEYKON u MapKUpOBKOH
yepHoro 1Bera «OMEZ» Ha obeunx
gacTax  kamcynel.  Coxepxkumoe
KarcyJy — rpaHyJsl Genoro ngera.

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. /

Teepable KenaTHHOBBIE Opo3payHbIe
Kamcyasl  pasMepa 2 ¢ OecuBeTHBIM
KOpPIYycOM,  pO30BOM  Kpbilleykoit

MapkupoBkoil deproro userta «OMEZ» Ha
00enx yacTiax karcyssl. ComepxuMoe Katcy
— rpaHyJIbl 6EJIOTO MITH ITOYTH GENOTo UBeTA.

2 | Identification / IToqinHHOCTDL

2a) | By UV/ V-

crektpodoToMeTpust

Complies as prescribed/
CooTBercTBYeT TpeOOBaHUIM

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® - choekTpbl TOTNOUIEHHWS pacTBOPOB
mperapara W CTaHmgapTHoro  ofpasiia
oMernpazona B obnmacth ot 230 go 350 um
JOJDKHBI MMETh MAaKCHMyMbI IpH OAHOH U
TOM K€ IJTHHE BOJTHBL.

Remarks : The Product conforms to ND/
Ipumevanue; [TpoaykT cooTBeTCcTBYET TpeboBaHusM HJI

Conclusion : APPROVED /
3axawuenne: OJJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTUDOHUKAT AHAJIN3A

Product: Omez (Omeprazole), capsules 20 mg

inOIlyKT: Owme3® (oMemnpasol), KancyJysl 20 mMr

Batch No. / Cepus Ne: B2201670

.AR No / Anajantudeckuii oruet Ne:
2002FP22001019

Batch Quantity / O6nem
cepuu: 2000000 NO
Date of Analysis / lata
anajgu3a: 21-05-2022

Mfg, Date: / JlaTa npoH3BoACTBA: 04/2022

Date of Expiry / 'ouen go:

03/2025
Analysis performed according ND / Ananu3 nposeaen no HJI: TI N015479/01-121120
Ne Test / Iloka3aTeanb Result / Pe3yabTaThl Specification / Hopma
2b) | By HPLC Or Complies as prescribed/ _ The retention time of main peak in the
UPLC/UFLC CooTBeTCTBYET TpeOOoBaHUAM chromatogram of test solution should
BIKX ot correspond to the retention time of main peak
CBOKX/BCIKX in the chromatogram of omeprazole reference

standard solution (section "Assay"). /
BpeMs yAepkuBaHUs OCHOBHOIO MNHKa Ha

XpOMaTOTpaMMe  MCIBITYEMOIO  pacTBOpPa
ZOJKHO COOTBETCTBOBATh BpEMeHH
yAEp’KUBAHUS OCHOBHOIO nuka  Ha

XpoMaTorpaMMe pacTBopa CTaHZAPTHOTO
obpazua oMernpasona (pasmen
«KonuuecTBeHHOE OMpeAeneHe).

3 | Average net fill weight
/ Cpennsas macca
CO/IEPKHUMOTO Karcy.Jl

269.2 mg / 269,2 mT

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 / Boaa

1.0% w/w / 1,0%

Not more than 3.0% /
He 6omee 3,0 %

5 | Uniformity of dosage 3.9/39
units / OgHopoaHoCTL

J03UPOBAHUA

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

ITokaszaTens nmpuemineMoctd (AV) nomxeH
ObITE MeHee WK paseH 15,0.

6 | Dissolution /
PacTBOpenue

3%, 1%, 3%, 2%, 1%, 2%

In 0.1 M hydrochloric acid solution - not
more than 10 % of C;7HsN303S
(omeprazole) is dissolved after 2 h/

B 0,1 M pacTtBope XnopHuCTOBOXOPOIHOMN
KUCIOTHI - He 6os1ee 10 % C;HoN305S
(oMenpa3zon) depes 2 4.

99%, 94%, 95%, 95%, 94%, 99% | In pH 6.8 buffer - not less than 75 % (Q) of

C7HsN;30;S (omeprazole) is dissolved after
30 min/

B 6ydepe pH 6,8 - He meHee 75 % (Q)
C7HoN;0;S (oMemnpazon) uepes

30 MuH.

Remarks : The Product conforms to ND/

IMpumeuanne: [Ipoaykr coorBercTBYeT TpeboBaHmsaM HJL

Conclusion : APPROVED /
3aximouenne: OJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIU3A

_?roduct: Omez (Omeprazole), capsules 20 mg_

Mpoayxr: Omc3® (omenpaszon), K@__m—

BRatch No. / Cepust Ne: B2201670

Batch Quantity / O6bem
cepun: 2000000 NO

AR No / Anaautudeckuii otdet Ne: Date of Analysis / laTa
2002FP22001019 anaausa: 21-05-2022 B
Mifg. Date: / /laTa npoussoacTBAa: 04/2022 Date of Expiry / I'ogen no:

03/2025

TATlalysis performed according ND / Anaaus nposexen no HJI: TI N015479/01-121120

Ne Test / Iloka3zaTennb

Result / Pe3yanTaThl

Specification / Hopma

7 | Related substances / ITocTtoponnue npumMecH

Any individual
unidentified impurity /
JIro0asa eqMHUYHAS
HenaeHTUHULUPOBaHHA
s IIPUMECH

0.04% /0,04%

Not more than 0.5 %. /
He 6onee 0,5 %

Total impurities /
Cymma npumecei

0.1%/0,1%

Not more than 2.0 % /
He 6oinee 2,0 %

8 | Assay/
KoandecTBenHoe
onpejesieHre

20.2 mg /20,2 mr
(101.1%/101,1%)

180mg to 22.0 mg of C;7H;gN3;O0;58
(omeprazole) in capsule (90.0 to 110.0 % of
label claim). /
Or 18,0 MIr Ao 22,0 MT C|7H|9N3O3S
(omenpason) B kancyse (ot 90,0 no 110,0 %
OT HOMHHAJILHOTO COREpIKaHu).

9 | Microbial limits / Mukpo6noaornueckas YucToTa

a) Total Aerobic
Microbial Count /
O011ee YKCII0 adPOOHBIX
MHKpPOOPTaHU3MOB

Less than 10 CFU/g/
Menee 10 KOE/r

Not more than 1000 CFU/g /
He 6onee 1000 KOE/r

b) Total Combined
Yeasts and Mould Count
Ob1iee YHuCIO
JIPOXIKEBBIX 1
JIECHEBBIX MprbOB

Less than 10 CFU/g /
Menee 10 KOE/r

Not more than 100 CFU/g /
He 6onee 100 KOE/r

¢) E. coli

Absentinl g/
OtcyTcrByer B 1 r

Absentin 1 g/
OtcyTcTBUE B 1 T

10 | Packaging / YnakoBka

10 capsules in an aluminum strip.
3 strips and patient information
leaflet in a carton pack. / Ilo 10
Kamncysl B aTlOMUHMEBOM CTpHIIE.
ITo 3 crpuna c WHCTpYKIWER IO
NpUMEHEHHIO B MaUKy 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. / [To 10 xancyn B alltOMMHHUEBOM
crpune win B ITA/AJI/TIBX // amomMuaneBoM
6nucrepe. ITo 3 crpuma wnu o 3 6mucrepa ¢
WHCTPYKIMel M0 INPUMEHeHNI0 B MauKy
KapTOHHYIO.

Remarks : The Product conforms to ND/
Ipumeyanne: [Tponykr cooTBeTcTBYET TpeboBaHusam HJI

Conclusion : APPROVED /
3axiarouenue: OJJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJMN3A

Product: Omez (Omeprazole), capsules 20 mg

| TMpoaykr: OMc3® (OMenpaB(;), KarcyJLl 29__ MP

Batch No. / Cepusi Ne:

B2201670 Batch Quantity / O6bem

|cepuu: 2000000 NO

AR No / AHaauTuyeckuii otTyer Ne: Date of Analysis / laTa
2002FP22001019 aHajuza: 21-05-2022 N
Mfg. Date: / laTa nponsBoacTBa: 04/2022 Date of Expiry / 'ogen no:
03/2025
Analysis performed according ND / Anwanns nposenen mo H/I: 11 N015479/01-121120
Ne Test / IlokazaTean Result / PezyabTaTbl Specification / Hopma
11 | Labeling / According to ND / B cootsetrcteuy ¢ HJI
MapkupoBka
12 | Storage conditions / At temperature below 25 °C. / TIpu Temnepatype e Bbiue 25 °C.
YcaoBus XpaHeHHs
13 | Shelf life / Cpox 3 years / 3 roga
TOAHOCTH

Remarks : The Product conforms to ND/
Ipumeuanue: [IponykT coorBercTBYeT TpeboBanuam HJL

Conclusion : APPROVED /
3axurouenue: OJOBPEHO
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