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CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIU3A
Product: Omez (Omeprazole), capsules 20 mg Mponykr: OmMe3® (oMenpazon), Kancyiel 20 mr
Batch No. / Cepns Ne: B2200643 Batch Quantity / O6bem
- |cepum: 1990000 NO )
AR No / Anaautnveckuii orver Ne: Date of Analysis / laTa -
2002FP22000407 o anajmuza: 28-02-2022
Mfg. Date: / JlaTa npon3BoACTBA: 02/2022 Date of Expiry / Togen g0:
01/2025

Analysis performed according ND / Anaans nposegen no H/: 1T N015479/01-121120

Ne Test / loka3zaTeanp

Result / Pe3yasTaTsi

Specification / Hopma

1 | Description /
OnucaHue

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. /

TBepablie KENaTUHOBbBIE
TIpo3payHble Kamncyibl pazmepa 2 C
OeClBETHEIM  KOPIYCOM, pO30BOii
KpBIIIEeYKoit U MapKUpPOBKOH
yepHoro 1neera «OMEZ» Ha o0enx
yactax kancynel. Cogaepxkumoe
KaricyJs — rpaHynbl 6eoro LBeTa.

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. /

Teepupre JKENATUHOBBIE Npo3pavyHbIe
Kamcyipl  pasmepa 2 ¢ BGecuBerHsiM
KOPILyCOM, PO30B0Oii KpBILEYKON "

MapkupoBkoi depHoro mpera «OMEZ» Ha
o6cHx yacTsx karcyibl. Coaepxumoe karcys
— rpanyJisl 6eNoro Wi no4ty Genoro usera.

2 | Identification / [logauHHOCTDH

2a) | By UV/ V-

cekTpodoTOMETPHs

Complies as prescribed/
CootBetcTByeT TpeGOBaHMAM

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® - crnektpel TOTNOUIEHUS pPacTBOPOB
npenapara Hd  CTaHAapTHoro  oOpasua
oMemnpazona B obmactn oT 230 mo 350 HM
JNOJGKHBI UMETh MaKCUMyMBI TIpH OofHOH U
TOIi )K€ UIMHE BONHEIL.

Remarks : The Product conforms to ND/
Ipumevanne: IponykT cooTBeTcTBYET TpeboBaHnsaM HJI

Conclusion : APPROVED /
3axkmouenune: OJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJTU3A

Product: Omez (Omeprazole), capsulgs 20 mg

Mpoaykr: OMg®_(OMC]'Ipa30JT), KarcyInst 20 mr

Batch No. / Cepns Ne: B2200643

Batch Quantity / O6bem
cepun: 1990000 NO

AR No / Anaantudeckmii oruer Ne:
2002FP22000407

Date of Analysis / laTta
anaguza:  28-02-2022

Mfg. Date: / lata npou3BoacTBa: 02/2022 Date of Expiry / T'ogen no:

01/2025

Halysis performed according ND / Anannz nporefen no HA: TT N015479/01-121120

CBOXX/BCXX

Ne Test / ITokazaTeasn Result / PesyabTaTsl Specification / Hopma

2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CooTBeTcTBYET TpeOOBAHNAM chromatogram of test solution should
BOKX v correspond to the retention time of main peak

in the chromatogram of omeprazole reference
standard solution (section "Assay"). /

BpeMs ymepkrBaHHMS OCHOBHOTO [THKa Ha
XpoMaTorpaMMe — HCIBITYEMOro  pacTBOpa
TOJKHO COOTBETCTBOBATb BpEeMeHU
yIepKUBAHUS OCHOBHOTO IMKa  Ha
XpoMaTorpaMMe  pacTBopa CTaHIapTHOTO
o0pazna omemnpasona (paznen
«KonnaecTBeHHOE OTIPEAETICHUEN ).

/ Cpeansist Macca
COIEPIKUMOro KarcyJ

3 | Average net fill weight 271.6 mg/271,6 Mr 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 1.1% w/w / 1,1% Not more than 3.0% /

He Goree 3,0 %

5 | Uniformity of dosage 2.0/20
units / OqHopoaHocTL

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

JO03UPOBAHUS IToxasarens npueMineMocth (AV) gomkeH
OLITL MeHee MK paBeH 15,0.
6 | Dissolution / 0%7)%, 2%, 0%, 0%, 1% In 0.1 M hydrochloric acid solution - not
PacrBopenne more than 10 % of C;HoN;05S

(omeprazole) is dissolved after 2 h /

B 0,1 M pacTBope xnopHuCTOBOAOPOAHOM
xucnotel - He 6omee 10 % C;7HoN;05S
(oMenpazon) yepes 2 4.

96%, 98%, 96%, 96%, 98%, 95% | In pH 6.8 buffer - not less than 75 % (Q) of

C,7H sN;05S (omeprazole) is dissolved after
30 min/

B Gydepe pH 6,8 - He meree 75 % (Q)
C7H9N;0;S (omemnpazoin) uepes

30 MuH.

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Mpumeuanne: [Ipoaykt cooTBeTcTBYET TpeboBaHmaM HJJ 3axmouenne: OJJOGPEHO
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJTHU3A

Product: Omez (Omeprazole), capsules 20 mg

Ipoaykt: Ome3® (omenpazon), kancysl 20 mr

Batch No. / Cepusa Ne: B2200643

Batch Quantity / O6sem

cepun: 1990000 NO
AR No / AHastuTHYecKMii oTueT Ne: Date of Analysis / laTa
2002FP22000407 anannza: 28-02-2022

Mfg. Date: / lata npon3BoAcTBAa:

02/2022

01/2025

Date of Expiry / I'ogen )10_:

Analysis performed according ND / Auasns nposeaen no H/I: TT N015479/01-121120

Ne Test / [TokasaTeanb Result / PesyasTaTsl Specification / Hopma
7 | Related substances / [IocToponnne npumecn
Any individual 0.03%/0,03% Not more than 0.5 %. /

unidentified impurity /
JIro6as equHuyHas
HeWAEeHTHHHUIMPOBAaHHA
s IpUMeECh

He 6omee 0,5 %

Total impurities /
CyMMa nipuMeceit

0.1%/0,1%

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

8 | Assay/ 19.8 mg/ 19,8 mr 18.0mg to 22.0 mg of C;HN;0;58
KoauuecTreHHOE (99.2% / 99,2%) (omeprazole) in capsule (90.0 to 110.0 % of
onpeaeieHne label claim). /

Or 18,0 MT 0 22,0 MT C[7H]9N303S
(omenpaszon) B karncyne (ot 90,0 o 110,0 %
OT HOMUHAJILHOIO COMIEPXKaHMU).

9 | Microbial limits / Mukpo6uosorudyeckast Y4HCTOTA

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
Ob1u1ee Yncio a3poOHBIX

MHUKPOOPTaHH3MOB
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
Qobi1ee YuCiIo
ZPOXKIKEBBIX U
[JIECHEBBIX rpuboB
c) E. coli Absentinl g/ Absentin 1 g/
OrcyrctByerB I T OtcyTctBue B 1 T
10 | Packaging / ¥Ynaxoska | 10 capsules in an aluminum strip.

3 strips and patient information
leaflet in a carton pack. / Tlo 10
Kamcyn B allOMUHUEBOM CTpHIIE.
Ilo 3 crpuna ¢ MHCTpPYKUMER 1O
TIPUMCHEHHIO B TTAYKy 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. / TTo 10 xarcyn B antoMHHUEBOM
crpurte uma B ITA/AJI/TIBX // amromyuHIEBOM
onucrepe. Ilo 3 crpuna uinu no 3 6aucrepa ¢
WHCTPYKUMEH 1O TpPHMCHCHUI0 B MHadky
KapTOHHYIO.

Remarks : The Product conforms to ND/

TIpumeuanue: [Iponykr coorBeTcTBYET TpeboBanusam HJL

Conclusion : APPROVED /
3axmiouenne: OJJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Product: Omez (Omeprazole), capsules 20 mg

IMMponykr: OMe3® (oMeTpa3on), KancyJis! 20 mr

Batch No. / Cepus Ne: B2200643

Batch Quantity / O6sem

_ |cepmm: 1990000 NO
AR No / Anagutnueckuii orver Ne: Date of Analysis / laTa
2002FP22000407 anaansza: 28-02-2022 ]
Mfg. Date: / laTa npon3BojcTBa: 02/2022 Date of Expiry / F'ogen go: R
01/2025

Analysis performed according ND / Ananu3s nposesen no HJI: 1T N015479/01-121120

Ne Test / loxasaTens Result / PesyabTaTsl Specification / Hopma
11 | Labeling / According to ND / B coorsetctBun ¢ HJI
Mapkuposka

12 | Storage conditions /
YcaoBusa XpaHeHus

At temperature below 25 °C. / TTpw Temneparype He Boitre 25 °C.

13 | Shelf life / Cpoxk
TOAHOCTH

3 years / 3 roza

Remarks : The Product conforms to ND/

Ipumevanne: IIponykr coorBeTcTBYET TpeboBanuaM H/T

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO
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