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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIIN3IA

_l_)roduct: Omez (01_neprazole), capsules 20 mg

MpoaykT: Ome3® (oMepa3on), KancyJrsl 20 mr

Batch No. / Cepus Ne: B2200649

|cepmu:

AR No / AnasuTnueckuii oraer Ne:
2002FP22000493

Batch Quantity / O6bem
2000000 NO

Date of Analysis / JaTa
aHaxu3a:

09-03-2022

Mfg. Date: / JlaTa npou3BoacTsa:

02/2022

Date of Expiry / I'ogen f0:

01/2025

_Analysis performed according ND / Auanus nposexen o H/I: IT N015479/01-121120

rolled Copy

Ne

Test / IlokazaTean

Result / PesyabTaThl

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 KENaTUHOBLIC
TIpo3payHBIc Kancyibl pa3Mepa 2 ¢
OecuBEIHbIM - KOPILYCUM,  PO30BOHI
KPBILIEUKOMH u MapKUPOBKOMH
yepHoro usera «OMEZ» nHa obeunx
yacTsx  Karcynmel.  CopmepxkuMoc
KarcyJ — rpaHyJibl 6eoro ugera.

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. /
Teepnpie KEJaTHHOBBIC Mpo3payHble
Kancynel pa3smepa 2 ¢ OecUBETHBIM
KOPITyCOM, po30BOI KpBIIeyKoi H
MapkupoBkoil depHoro nsera «OMEZ» Ha
00enx HacTsax kancymbsl. CogepRuMoe Katcyn
— TpaHyJBl 6ENOTo WM NOYTH 6eNoTo UBeTA.

Identification / TlogiuHHOCTD

2a)

By UV./V®-
cniexTpodoToMeTpus

Complies as prescribed/
CooTBeTcTBYyET TpehoBaHUIM

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® - choexkTpsl TOTIOLIEHHUS pPacTBOPOB
mperiapara W CTaHmapTHoro  obpasua
oMenpasona B obmactu or 230 po 350 HMm
NOJDKHBI UMETh MaKCHMyMbl TIpH ONHOI 1
TOi e JJTMHE BOJTHEIL.

Remarks : The Product conforms to ND/
ITpumeuanne: [IponykT cootBercTBYeT TpeboBaHuaM HJL

Conclusion : APPROVED /
Zakmouenue: OJOBPEHO
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CERTIFICATE OF ANALYSIS

/ CpenHsist Macca
CONEPIKNMOTO KANCY T

CEPTU®UKAT AHAJIN3A
Il’roduct: Omez (Omeprazole), capsules 20 mg Mponykr: OMe3® (omenpason), kancybl 20 mr
Batch No. / Cepust Ne: B2200649 Batch Quantity / O6bem
I cepun: 2000000 NO -
AR No / Aranntudeckuii otyer Ne: Date of Analysis / laTa
2002FP22000493 anajmsza:  09-03-2022
Mfg. Date: / laTa nponsBoacTBa: 02/2022 Date of Expiry / l'onen no:
01/2025
Analysis performed according ND / Anaaus nposeaen mo HJI: IT N015479/01-121120
Ne Test / ITokazarean Result / PeyabTaThi Specification / Hopma
2h) | Ry HPT.C. Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CooTBeTCTBYET TpeGOBaHUAM chromatogram of test solution should
BYKX f:orrespond to the retention time of main peak
CBRKX/BCIKX in the chroma‘fogram qf or'r'lepraz?’le reference
standard solution (section "Assay"). /
BpeMss yIepKHUBaHWUA OCHOBHOTO nHUKa Ha
XpoOMaToTpaMMe HCIBITYEMOTO  pacTBOpa
TOIDKHO COOTBETCTBOBATH BpEMCHH
YAEp)KUBaHUS ~ OCHOBHOIO nuKka  Ha
XpoMaToTpaMMe  pacTBOpa  CTaHIapTHOI'O
obpasma omMmeTnpazona (pazmen
«KonuyecTBeHHOE ONpeaeNeHue» ).
3 | Average net fill weight | 269.3 mg/269,3 mr 270.0 mg + 5.0 % (Between 256.5 mg and

283.5 mg) /
270,0 mMr £ 5,0 % (256,5 mr - 283,5 ™Mr)

PacrBopenue

99%, 99%, 96%, 97%, 99%, 99%

4 | Water /Bojaa 1.2% w//1,2% Not more than 3.0% /
He 6onee 3,0 %
5 | Uniformity of dosage 32 /32 Acceptance value (AV) should be less than or
units / OIHOpPoOOHOCTH equal to 15.0./
J03UPOBAHUS [Tokasatens npuemnemocty (AV) mosmkeH
6bITH MeHee WK paBeH 15,0.
6 | Dissolution / 0%, 0%, 0%, 0%, 0%, 0% In 0.1 M hydrochloric acid solution - not

more than 10 % of C]7H]9N3O3S
(omeprazole) is dissolved after 2 h /

B 0,1 M pacTBope XIopHuCTOBOAOPOIHON
KUCTOTHEI - He 6onee 10 % C;H 9N305S
(oMenpazon) yepes 2 .

In pH 6.8 buffer - not less than 75 % (Q) of
C;H;sN30;S (omeprazole) is dissolved after
30 min /

B 6ydepe pH 6,8 - He meHee 75 % (Q)
C7H9N;0;S (omenpazoin) uepes

30 MuH.

Remarks : The Product conforms to ND/
Mpumeuanue: [IpoaykT cooTBeTCTBYET TpeboBanmsiM HJT

Conclusion : APPROVED /
‘Zakmouenne: OJIOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIU3A

[Product: Omez (Omeprazole), capsules 20 mg _ [IpoaykT: Omes® (omelrpasoin), Karcyirsi 20 mr
Batch No. / Cepust Ne: B2200649 Batch Quantity / O6bem

cepun: 2000000 NO S
AR No / AHaauTndeckuit orqer Ne: Date of Analysis / laTa
2002FP22000493 anaausa: 09-03-2022
Mfg. Date: / laTa npon3BoAcTBA: 02/2022 Date of Expiry / 'ogen no:

01/2025

X;alysis performed according ND / Anaaus nposesen no H: TT N015479/01-121120

3 strips and patient information
leaflet in a carton pack. / TTo 10
Kamcyn B aTIOMWHUEBOM CTpHIIE.
Ilo 3 crpuma ¢ WHCTPYKUMER IO
NpPHUMEHEHHIO B MAYKy KapTOHHY!O.

No Test / IToxasareab Result / PesynsTathl Specification / Hopma

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

JIro6asa eqHUYHAA

HeuneHTUUIMPOBAHHA

g IPUMeCh

Total impurities / 0.1%/0,1% Not more than 2.0 % /
CymMMma npumMeceit He 6onee 2,0 %

8 | Assay/ 20.2 mg /20,2 mr 180 mg to 220 mg of C;HyN;O,8
KonuuecTBeHHOE (100.8% / 100,8%) (omeprazole) in capsule (90.0 to 110.0 % of
onpeesicHUe label claim). /

O 18,0 MIr A0 22,0 MI C17H]9N303S
(oMenpason) B kancyne (ot 90,0 no 110,0 %
OT HOMUHAJILHOTO COACPIKAHMS).

9 | Microbial limits / Muxpo6uonornieckast 9AcTOTa

a) Total Aerobic Less than 10 CFU/g / Not more than 1000 CFU/g /
Microbial Count / Menee 10 KOE/r He 6omee 1000 KOE/r
O0Luee yncino aspoOHbIX

MHKPOOPTaHN3MOB
b) Total Combined Less than 10 CFU/g / Not more than 100 CFU/g /
Yeasts and Mould Count /| Menee 10 KOE/r He 60nee 100 KOE/r
Of1mee gncno
JIPOXKIKEBBIX U
MJEeCHEBLIX IprubOB
¢) E. coli Absentin1 g/ Absentin 1 g/
OtcyrctByerB 1 T OtcyterBue B 1 r
10 | Packaging / Ynakoska | 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 karncyn B amtOMUHHEBOM
crpure Wi B [TA/AJI/TIBX // anroMuHueBOM
6muctepe. [To 3 crpuna mnu o 3 6muctepa ¢
UHCTPYKLMeH [0 TIPUMEHEHNI0 B Tauky
KapTOHHYIO.

Remarks : The Product conforms to ND/
Ipumeuanne: ITpoaykT cooTBETCTBYET TpeboBaHuaM HJT

Conclusion : APPROVED /
3axmwouenne: OXOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIN3A
Product: Omez (Omeprazole), capsules 20 mg - Mpoaykr: Ome3® (omenpawn), kancynsl 20 yr -
Batch No. / Cepus Ne: B2200649 Batch Quantity / O6bem
L cepun: 2000000 NO -
AR No / Ananntudecknii order Ne: Date of Analysis / Jata
2002FP22000493 anaamsa:  09-03-2022
Mfg. Date: / lata nponsBoacTBa: 02/2022 Date of Expiry / I'oaen go:
01/2025
Analysis performed according ND / Ananu3s npoenen mo H/I: TI N015479/01-121120
Ne Test / [loxazaTeanb Result / PesyasTaTsl Specification / Hopma
11 | Labeling / According to ND / B cootsercTBuyn ¢ HJI
MapxupoBKa
12 | Storage conditions / At temperature below 25 °C. / TIpn Temneparype He Bbinre 25 °C.
YcaoBus XpaHeHHs!
13 | Shelf life / Cpox 3 years / 3 rona
TOIHOCTH
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Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ITpumeuanne: [poaykT coorBercTBYET TpeboBaHnAM HJL 3axarwdenue: OJOBPEHO
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