CERTIFICATE OF ANALYSIS

Uncontrolled Copy

CEPTUOUKAT AHAJIU3A
Product: Omez ( Omeprazole), capsules 20 mg Mpoayxr: OMe3® (oMernpasol), KancyJibl 2§ MP a
Batch No. / Cepus Ne: B2103848 Batch Quantity / O6bem

- cepHum: 2000000 NO B
AR No / Anaautnyecknii oTuer No: Date of Analysis / laTa
2002FP21002164 anaamza:  31-10-2021
Mfg. Date: / laTa npoussoicTBa: 09/2021 Date of Expiry / T'ogen xo:

08/2024

Analysis performed according ND / Anannz nposenen mo HJI: TT N015479/01-121120

Ne Test / MokazaTens

Result / Pe3yabTarsi

Specification / Hopma

1 | Description /
Onncanue

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. /

Teepmele KeJTaTUHOBEIE
Mpo3payHBIe Karcyssl pazMepa 2 ¢
OecLIBETHBIM KOPIYCOM, PpO30BOIi
KPBILIEYKOH " MapKUpPOBKOH
yepHoro useta «OMEZ» Ha obenx
yactax kancynsl. Comepumoe
KarncyJ — rpaHyIbl 6enoro ygera.

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. /

Tsepasle KeNaTHHOBbIE Mpo3padHLle
Karcynsl  pasMepa 2 ¢ OeclBETHBIM
KOPILYyCOM, poO30BOIi KpBILIEeuKOon "

MapkupoBkoif uepHoro usera «OMEZ» wna
06eux yacTax xancynsl. Conepxumoe Karcyn
— rpaHyJibl 6enoro MM no4TH 0eoro 1Bera.

2 | Identification / I[TognuaHOCTL

2a) | By UV/V®-

cnekTpodoToMeTpus

Complies as prescribed/
CooTrBeTcTByeT TpeOGOBaHUAM

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. /

Y® - cnekTpsl TOMIOWIEHHS pacTBOPOB
npemapara W crapjaptHoro  obpasua
omerpazona B obmactn ot 230 mo 350 HM
JIODKHBI MIMETh MaKCHMyMBI TIpW OXHOW U
TOM K€ JUITMHE BOJIHBI.

Remarks : The Product conforms to ND/
IMpumeuanne: [ponykr coorseTcTBYET TpeboBannam HJI

Conclusion : APPROVED /
3akaruenue: OJIOGPEHO
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CERTIFICATE OF ANALYSIS
CEPTH®UKAT AHAJIU3A

Product: Omez (Omeprazole), capsules 20 mg -

MpoaykTr: OMe3® (OMeﬁpa30n), KarcyJIbl 20 ~

Batch No. / Cepus Ne: B2103848 Batch Quantity / O6bem
- cepun: 2000000 NO
AR No / Ananutudecknii oruer Ne: Date of Analysis / laTa
2002FP210021641 anaamza:  31-10-2021
Mfg. Date: / JlaTa nponuzsoacrea: 09/2021 Date of Expiry / T'ogen xo:
08/2024

Analysis performed according ND / Anasms nposenen no HJI: TI N015479/01-121120

PacTtBOpenne

92%, 93%, 92%, 94%, 91%, 90%

Ne Test / Moka3aTenn Result / Pe3yabTaTnt 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
BOCK i f:orrespond to the retention time of main peak
CBRIKX/BCIKX in the chroma‘fogram qf or'r'lepraZ(')'le reference
standard solution (section "Assay"). /
Bpemst ymepXHBaHMS OCHOBHOTO MHKa Ha
XpOMaTorpaMMe  HCITBITYEMOTO  pacTBOpa
DOMKHO COOTBETCTBOBATh BpPEMEHHN
yIEpXWBAaHUS  OCHOBHOIO nWKa  Ha
XpoMaTorpaMMe  pacTBOpa  CTaHAAPTHOTO
oOpa3ua oMernpazona (pasnen
«KonndecTBeHHOE OTIPEIETIEHNED).
3 | Average net fill weight | 268.4 mg/268,4 mr 270.0 mg + 5.0 % (Between 256.5 mg and
/ CpexHssi Macca 283.5 mg) /
COEPKUMOr0 KATICYJ 270,0 mr £ 5,0 % (256,5 mr - 283,5 mr)
4 | Water / Boaa 1.1% w/w / 1,1% Not more than 3.0% /
He 6onee 3,0 %
5 | Uniformity of dosage 3.0/3,0 Acceptance value (AV) should be less than or
units / OaHopoaHOCTH equal to 15.0./
JI03MPOBAHUA TTokasatens npuemaeMoct (AV) KomkeH
OBITH MeHee WK paBeH 15,0.
6 | Dissolution / 0%, 0%, 0%, 0%, 0%, 1% In 0.1 M hydrochloric acid solution - not

more than 10 % of C;H;oN305S
(omeprazole) is dissolved after 2 h /

B 0,1 M pacTBope xnoprcTOBOAOPOAHOM
KkucnoThl - He 6omnee 10 % C;H oN3;058
(omMenpazon) uepes 2 u.

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 Menee 75 % (Q)
C,7H9N50;S (omemnpazoi) uepes

30 MuH.

Remarks : The Product conforms to ND/
Mpumeuanue: [Tpoaykr coorBercTBYeT TpeboBanuaM HJI

Conclusion : APPROVED /
3axaroyenne: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIU3A

Product: Omez (Omeprazole), capsules 20 mg.

MpoaykTt: OMe3® (oMenpazon), KarcyJsbl 20w

2002FP21002164

Batch No. / Cepns Ne: B2103848 Batch Quantity / O6bem
. CepHH: 2000000 NO
AR No / AHanuTHuecKkuii otuet Ne: Date of Analysis / laTa

anayuza:  31-10-2021

Mfg, Date: / laTa nponsBojcTBa:

09/2021

Date of Expiry / 'ogen go:
08/2024

Analysis performed according ND / Ananns nposegen mo HJI: TI N015479/01-121120

3 strips and patient information
leaflet in a carton pack. / Ilo 10
Kancysl B QTIOMHUHHEBOM CTPHIIE.
ITo 3 crpuna c wHCTpyKUUEH 10
TIPUMEHEHHUIO B MTaUKy KapTOHHYIO.

Ne Test / IlokazaTennb Result / PesyabraThl Specification / Hopma

7 | Related substances / [locroponHue npumecu
Any individual 0.03%/0,03% Not more than 0.5 %. /
unidentified impurity / He 6onee 0,5 %

JIrobas enuHUYHAs

HeuaeHTH GULMpPOBaHHA

s TIpUMeEcCh

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

8 | Assay/ 20.2 mg /20,2 mMr 18.0mg to 220 mg of C;7H;gN;OsS
KonuuyecreeHnoe (100.8% /100,8%) (omeprazole) in capsule (90.0 to 110.0 % of
onpeeeHne label claim). /

Or 18,0 MIT 10 22,0 MT C17H19N3O3S
(oMenipazon) B xamcyse (ot 90,0 mo 110,0 %
OT HOMMHAJIBHOT'O COJISPXKaHUA).

9 | Microbial limits / Mukpo6ronoruveckast HHcTOTA

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
Oobr1ee uncio adpoOHBIX

MUKPOOPTaHU3MOB
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
Ob11ee Yo
TPOXOKEBBIX U
ITECHEBBIX rpuboB
¢) E. coli Absentin 1 g/ Absentin1 g/
OrcytcTByeTB 1 T OtcytctBUE B 1 T
10 | Packaging / Ynaxoska | 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. / ITo 10 xarcyn B alFOMAHHEBOM
crpune iy B [TA/AJI/IIBX // antoMuHEEBOM
omucrepe. [To 3 crpuna wunn no 3 6nucrepa ¢
WHCTPYKIWEH 110 TpUMEHEHHI0 B MavyKy
KapTOHHYO.

Remarks : The Product conforms to ND/
IMpumeuanue: [Iponykr cootBeTcTBYET TpeGoBannaM HJI

Conclusion : APPROVED /
Jakiouenne: OJOBPEHO
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Uncontrolle

CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIN3A

[Product: Omez (Omeprazole), capsules 20 mg

IpoaykT: OMe3® (omeripa3on), KarcyJibl 20 1\;1-_ B

Batch No. / Cepust No:

B2103848 Batch Quantity / O6bem

cepum: 2000000 NO

AR No / AHasuTH4YecKHii oTyeT Ne: Date of Analysis / JlaTa

2002FP21002164 anajuza:  31-10-2021

Mfg, Date: / lata nponsBoactea; 09/2021 Date of Expiry / T'oxen no:
08/2024

Analysis performed according ND / Anajms nposegen no HJL: 11 N015479/01-121120

YcaoBusi XpaHeHHs

Ne Test / ITokazaTens Result / PesyabTaTnl Specification / Hopma
11 | Labeling / According to ND / B coorerctBum ¢ HJI

Mapknuposka
12 | Storage conditions / At temperature below 25 °C. / TTpu Temneparype He Boime 25 °C.

13

Shelf life / Cpox
TOAHOCTH

3 years / 3 roza

Remarks : The Product conforms to ND/
Tpumeyanne: ITponyKT cooTBeTCTBYET TpeboBaHusaM HJT

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO
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