CERTIFICATE OF ANALYSIS
CEPTUOHKAT AHAJIN3A

Product: Omez (Omeprazole), capsules 20 mg MpoayxTt: OMes® (omenpason), KancyJisr 20 vr
Batch No. / Cepus Ne: B2200801 Batch Quantity / Oobem
B cepuu: 1990000 NO .
AR No / AHaauTnuueckuii oraer Neo: Date of Analysis / laTa
2002FP22000510 anaauza: 12-03-2022
Mfg. Date: / laTa npou3BoAcTBA: 02/2022 Date of Expiry / T'ogen go:
B 01/2025
Analysis performed according ND / Anaans nposegen no H/I: TI N015479/01-121120
Ne Test / ITokasaTean Result / Pe3yabTaThl Specification / Hopma
1 | Description / : Hard gelatin transparent capsules of size 2
Onucanne Hard gelatin transparent capsules of | with a colorless body, pink cap and black
size 2 with a colorless body, pink | marking "OMEZ" on both parts of the
cap and black marking "OMEZ" on | capsule. Capsule content - white to off-white
both parts of the capsule. Capsule | pellets. /
content - white pellets. / Teepnbte ’eTaTHHOBbIE Npo3payHble
Trepnbie JKENAaTAHOBBIE | Kalcynikl  pasMepa 2 ¢ OecuBeTHBIM
npospayHele Kancynel pasMepa 2 ¢ | KOPITyCOM,  PO30BOW  KpBIUIEYKOW U
fecLBETHEIM KOPITYCOM, pO30BOi#i | MapkupoBkoil yepnoro useta «OMEZ» na
Kpbllleykoit U MapKUpoBKoii | o0eux wacTax karcynsl. ColepXuMoe Karcy
vepHoro usera «KOMEZy Ha 00enx | — rpaHyIsl Genoro Win MoYTH fenoro ugera.
yactsx karncymel.  Colepxumoe
;? KarcyJ — IrpanyJsl 6eoro upeTa.
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2 | Identification / Togaunnoctn
2a) | By UV/VYO- UV-absorption spectra of both test and
CrieKTpodoTOMETPHS Complies as prescribed/ standard solutions of omeprazole in the range
CooTBercTBYeT TpeboBaHUAM 230 to 350 nm should exhibit maxima at the
same wavelength. /
VY@ - chekTpsl ITOTTOIIEHWSA PACTBOPOB
mperapara W CTaHAapTHoro  ofpasua
oMenpazona B obmactu ot 230 mo 350 um
IOJKHBI MMeTh MakCUMYMBI TIPY OJHOR W
TOM K€ JJIMHE BOJTHEI.

Remarks : The Product conforms to ND/
Mpumeuanne: [IponykT coorBeTcTBYET TpeboBanusam H/J

Conclusion : APPROVED /
3akmouenue: OJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIM3A

Batch No. / Cepust Ne:

| Product: Omez (Omeprazole), capsules 20 mg

"pOHyKF Omes® (oMerpazol), KancyJibl ZQ_ MTF

B2200801

Batch Quantity / O6bem
cepun: 1990000 NO

AR No / Anaantudeckmii oTuer Ne: Date of Analysis / daTa

2002FP22000510 aHaausa: 12-03-2022

Mfg. Date: / laTa npousBoacTBa: 02/2022 Date of Expiry / T'oaen go:
01/2025

Xnalysis performed according ND / Auanus nposeaen no HJI: IT N015479/01-121120

Test / Iloka3zaTeab

Result / PesyabTaTbl Specification / Hopma

2b) | By HPLC Or

UPLC/UFLC

B3XX nmn
CBD3XX/BCXKX

The retention time of main peak in the
chromatogram of test solution should
correspond to the retention time of main peak
in the chromatogram of omeprazole reference
standard solution (section "Assay"). /

BpeMs ynepkKUBaHHS OCHOBHOTO [IHKa Ha
XpoMarorpaMme  HUCITBITYEMOTO  pacTBopa
NOJDKHO COOTBETCTBOBATh BpPEMEHU
YIEpKUBAHUS OCHOBHOT0 NUKa  Ha
XpoMaTrorpamMMe pacTBOpa CTaHAapTHOTO
obpazua oMelpaszona (paznmen
«KonndyecTBeHHOE ONpEAENeHue»).

Complies as prescribed/
CooTBeTrcTBYeT TPeOOBAHUAM

Average net fill weight
/ Cpeansist Macca
COAEPKUMOTO KATICYJI

267.5 mg/267,5 mr 270.0 mg £ 5.0 % (Between 256.5 mg and
283.5mg) /

270,0 mr £+ 5,0 % (256,5 Mr - 283,5 mr)

Water / Boaa 1.0% w/w / 1,0% Not more than 3.0% /
He 60nee 3,0 %
Uniformity of dosage 1.5/1,5 Acceptance value (AV) should be less than or
units / OqHopoaHoCcTH equal to 15.0./
M03UPOBAHHS IMokasartens mpuemieMoctH (AV) nomkeH

OBITH MeHee ui paseH 15,0.

Dissolution /
PacTBOpenue

1%, 1%, 3%, 0%, 3%, 0% In 0.1 M hydrochloric acid solution - not
more than 10 % of C17H19N303S
(omeprazole) is dissolved after 2 h /

B 0,1 M pactBope XIOpUCTOBOLOPOIHON
kncnotel - He 6onee 10 % C;HoN3058

(oMempason) gepes 2 4.

In pH 6.8 buffer - not less than 75 % (Q) of
Ci7H;9N3;0;S (omeprazole) is dissolved after
30 min /

B 6ydepe pH 6,8 - He menee 75 % (Q)
C7H9N30;S (omenpazon) gepes

30 mMuH.

100%, 99%, 101%, 100%,
100%, 99%

Remarks : The Product conforms to ND/
TIpumeuanue: [TponykTt cooTBeTcTBYET TpeboBaHnaM HJT

Conclusion : APPROVED /
3akuarwuenue: OJJOBPEHO
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Product: Omez (Omeprazole), c;psules 20 mg

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIN3A

IMpoaykr: Omes® (Mmpa'mﬂ_): KATICYITHI f_’_(SL

Batch No. / Cepus Ne:

B2200801

Batch Quantity / O6bem

cepun: 1990000 NO
AR No / AHaauTH4YeckHrii oTgeT Ne: Date of Analysis / {aTa
2002FP22000510 aHaam3a: 12-03-2022

Mfg. Date: / laTa nponsBoacTBa:

02/2022
01/2025

Date of Expiry / 'ogen go:

Analysis performed according ND / Ananu3s nposeaen no HJ: TT N015479/01-121120

Ne

Test / ToxasaTeab

Result / PeayanTaTsl

Specification / Hopma

7

Related substances / [locTopoHHue NpUMecH

Any individual
unidentified impurity /
JTrobas eqHUYHAS
HeWJIeHTH I IpORaHHA
s IPUMECH

0.04% / 004%

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

Total impurities /

Not detected / He obHapyxeHa

Not more than 2.0 % /

3strips and patient information
leaflet in a carton pack. / Tlo 10
Kancyll B aTIOMUHHCBOM CTpHIIE.
ITo 3 crpuna c WHCTpykuMed 10
NPUMEHEHUIO B MAYKY KapTOHHY!O.

CymMa npumeceit He 6omnee 2,0 %

8 | Assay/ 19.8 mg/ 19,8 Mr 18.0mg to 220 mg of C;;H;gN;O;S
KoanuecTBeHHOE (98.8% / 98,8%) (omeprazole) in capsule (90.0 to 110.0 % of
onpenaeeHHe label claim). /

or 18,0 MIr 1o 22,0 M C]7H[9N303S
(omenpazon) B xaricyne (ot 90,0 no 110,0 %
OT HOMHHAJIBHOTO COEPyKaHNA).

9 | Microbial limits / MukpoGuosornyeckasi YMcTOTa

a) Total Aerobic Less than 10 CFU/g / Not more than 1000 CFU/g /
Microbial Count / Menee 10 KOE/r He 6omee 1000 KOE/T
Ob1iee gucno a’pobHEIX

MHKPOOPTraHIU3MOB
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
Obmee vucno
JIPOOKEBBIX U
JIECHEBHIX rprboB
¢) E. coli Absentin 1 g/ Absentin 1 g/
OtcyrcTByer B 1 I OrtcyTtetue B 1 r
10 | Packaging / Ymaxoska | 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 karcyn B alltoMUHHUEBOM
crpurie win B ITA/AJI/TIBX // anroMUHIEBOM
omicrepe. [To 3 crpuma uny no 3 Gnuctepa ¢
UHCTPYKUME 10 MPUMEHCHUI0 B MaukKy
KapTOHHYIO.

Remarks : The Product conforms to ND/
TMpumeuanne: [ponykr coorBercTBYet TpeboBanmsiM HJI

Conclusion : APPROVED /
3axmouenune: OJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A
Product: Omez (Omeprazole), capsules 20 mg Hpoayrr: Omes® (oMelpasol ), Kancysibl 20 mr
Batch No. / Cepns Ne: B2200801 Batch Quantity / Obbem
cepun: 1990000 NO
AR No / AHaJiuTHYeCKHUIT oT4eT No: Date of Analysis / IaTa
2002FP22000510 ananuza;  12-03-2022
Mfg. Date: / JlaTa npousBoacTBa: 02/2022 Date of Expiry / I'open go:
01/2025
Analysis performed according ND / Ananu3s nposenen mo H/: TT N015479/01-121120
Ne Test / [loka3aTenb Result / Pe3yabTaTsl Specification / Hopma
11 | Labeling / According to ND / B cootserctBumn ¢ HJI
MapkupoBka
12 | Storage conditions / At temperature below 25 °C. / Tlpu Temnepatype re Boime 25 °C.
YcjioBus XpaHeHHSA
13 Shelf life / Cpox 3 years /3 rona
TOAHOCTH
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeuanne: IponykT coorBeTcTBYET TpeboBanmsM HJI 3axkmouenne: OJJOBPEHO
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