Uncontrolled Copy

_Froduct: Omez (Omeprazole), capsules 20 mg
Batch No. / Cepus Ne:

B2200265

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJTN3A

cepun:

Batch Quantity / Odnem

1990000 NO

AR No / Anaautudeckuii oTuert Ne:
2002FP22000166

Date of Analysis / JaTa
anajansa:

01-02-2022

Mfg. Date: / lata npoussoacTBa:

01/2022
12/2024

Date of Expiry / T'oaen go:

Analysis performed according ND / Anaaus nposegen mo H: TI N015479/01-121120

Ne

Test / IlokazaTenn

Result / PeynsTaTh!

Specification / Hopma

1

Description /
Onucanmne

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. /

Teepusie KeTaTHHOBEIE
Tpo3pavHble Kalcylsl pa3Mepa 2 ¢
OeclBeTHBIM KOPITYCOM, pO30BO#H
KpBIIIEIKOW W MapKUpOBKOH
uepHoro usera «OMEZ» Ha obenx
yactax  kancynel. Coaepxumoe
KarcyJ — rpanyITsl 6eoro IBeTa.

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. /
Treparie JKEJTaTHHOBEIC
Karicynsl  pasmepa 2 ¢ OecuseTHbIM
KOPITyCOM, po30BOii KPBILICYKOii u
MapkupoBkoil yepHoro msera «OMEZy» Ha
obenx yactax kancyibl. CoaepxuMoe Karcys
— rpaHyJnel Genoro Ny MoyTH HeNoro uBera.

TIpo3pavHbIe

Identification / TlognuuHOCTD

2a)

By UV/Vo-
crextpodoToMeTpus

Complies as prescribed/
CooTBeTcTBYeET TpeGOBaHNAM

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® - cnekTpbl MNOITOUIEHHN pPacTBOPOB
mperapata W CTaHOapTHoro  obpazua
omMenpasona B obmactn ot 230 go 350 HM
DOJDKHBI MMETb MaKCUMYMBI NPW OAHON U
TOH XK€ IUTUHE BOJTHBI.

Remarks : The Product conforms to ND/
Ipumeuanue: [IponykT coorBeTcTBYET TpeGoBanmsm HJI

Conclusion : APPROVED /
Jakmouenne: OJOBPEHO

WI-GLOB-QA-0669-1.0

Page 1 of 5




Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

mduaz Omez“(Omeprazole), capsules 20 mg

Batch No. / Cepusa Ne: B2200265

' Npoaykr: OMe3® (pm_cnﬁlz.gn), KarcyJibl EU____MF

Batch Quantity / O6nem

cepun:

1990000 NO

'AR No / Ananurndeckuii otuer No:
2002FP22000166

Date of Analysis / JaTa

AHAJHU3A:

01-02-2022

Mfg. Date: / [lata nponu3BoacTBa:

01/2022

Date of Expiry / T'oaen po:

12/2024

_.Analvsis performed according ND / Anaau3s nposeaen mo H: TI N015479/01-121120

PacTropenue

97%, 99%, 97%, 96%,
94%, 96%

Ne Test / IMokazaTenn Result / PesynsTaTsi 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
correspond to the retention time of main peak
gggﬁ(‘g‘émx in the chromatogram of omeprazole reference
standard solution (section "Assay"). /
Bpems ynmepxwBaHWS OCHOBHOTO THKAa Ha
XpOMarorpaMMe — UCIBITYEMOro  pacTBopa
ZOTKHO COOTBETCTBOBATh BpeMeHuU
YAEpKUBaHWA  OCHOBHOTO IIWKa Ha
XpoMaTorpaMMe — pacTBopa CTaHIapTHOTO
obpasua oMernpasola (pazmen
«KonmuuecTreHHOE OTIpeHeiieHIEY ).
3 | Average net fill weight 267.7 mg/ 267,7 Mr 270.0 mg + 5.0 % (Between 256.5 mg and
/ Cpeansas macca 283.5mg) /
COAEPKHMOr0 KancyJa 270,0 mr = 5,0 % (256,5 mr - 283,5 mr)
4 | Water / Boaa 1.0% wiw / 1,0% Not more than 3.0% /
He 6onee 3,0 %
5 | Uniformity of dosage 1.6/1,6 Acceptance value (AV) should be less than or
units / OgHOpoaHOCTH equal to 15.0./
A03UPOBARAA [Moxaszatens npuemnemocty (AV) momkeH
661TL Menee unu paseH 15,0.
6 | Dissolution / 0%, 0%, 0%, 0%, 0%, 0% In 0.1 M hydrochloric acid solution - not

more than 10 % of C,;HgN;0:S
(omeprazole) is dissolved after 2 h /

B 0,1 M pacTBope XI0pHCTOBOOPOAHOI
kucnoThl - ge 6onee 10 % C,7H4N;0;S
(omenpazon) uepes 2 u.

In pH 6.8 buffer - not less than 75 % (Q) of
C7HyN30;S (omeprazole) is dissolved after
30 min /

B 6ydepe pH 6,8 - ne menee 75 % (Q)
Ci7HyN304S (omenpazon) uepes

30 MuH.

Remarks : The Product conforms to ND/
IIpumedanne: Tponykr cooTBeTcTBYET Tpeboanuam ]

Conclusion : APPROVED /
3axnwuenune: OJIOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDPHUKAT AHAJIU3A
_PL_oduct: Omez (Omeprazole), capsules 20 mg IMpoaykT: Ome3® (omemnpazo), kancyirbt 20 mr
Batch No. / Cepus Ne: B2200265 Batch Quantity / O6bem
B cepun: 1990000 NO o
AR No / Avanutu4deckHii oTuer Ne: Date of Analysis / Jata
2002FP22000166 amaauza:  01-02-2022
Mfg. Date: / lata npon3BoacTBa: 01/2022 Date of Expiry / Togen no:
12/2024

Analysis performed according ND / Ananns nposegen mo H/: ITN015479/01-121120

Ne Test / IlokazaTenn Result / Pe3yabTaTsi Specification / Hopma

7 | Related substances / ITocroponnue npumecn
Any individual 0.04% / 0,04% Not more than 0.5 %. /
unidentified impurity / He 6onee 0,5 %

Jobas ennHUaHas

HEeHAECHTHOUIIMPOBAHHA

S pAMeCch

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

8 | Assay/ 20.1 mg /20,1 Mr 180mg to 220 mg of C;H;sN;O;8
KonnuecrBennoe (100.7% / 100,7%) (omeprazole) in capsule (90.0 to 110.0 % of
onpexeieHHe label claim). /

Or 18,0 mr mo 22,0 mr C,7HoN;O;S
(omenpason) B kancyne (ot 90,0 no 110,0 %
OT HOMUHATEHOTO COACPIKAHNS).

9 | Microbial limits / MukpoGuoiornyeckass YHCTOTA

a) Total Aerobic Less than 10 CFU/g / Not more than 1000 CFU/g /
Microbial Count / Menee 10 KOE/T He 6onee 1000 KOE/r
Obmee uncno a3poOHBIX

MHKPOOPTaHH3MOB
b) Total Combined Less than 10 CFU/g / Not more than 100 CFU/g /
Yeasts and Mould Count /| Meunee 10 KOE/r He 6onee 100 KOE/r
Ob1mee gucno
NPONOKEBBIX W
TJTECHEBBIX TPUOOB
¢) E. coli Absentin 1 g/ Absentin 1 g/
OtcyterByer B 1 T OtcyTerBue B 1 T
10 | Packaging / Ynakoska | 10 capsules in an aluminum strip. 10 1 . Lumi :
3 strips and patient information Seie o Eh Sen str1.p -
. PA/AL/PVC // aluminum blister. 3 strips or
leaflet in a carton pack. / Ilo 10 3 blisters and patient information leaflet in a
KArcyJl B alFOMUHUEBOM CTpUTIE. K p
s S R T carton pack. / H‘o 10 kamncyn B amfoMHUHUEBOM
crpune niu B [TA/AJU/TIBX // anfoMuHIEBOM
TIPUMEHEHUIO B MAYKy KapTOHHYTO.
6mncrepe. [To 3 crpuna wimm no 3 davcTtepa ¢
WHCTPYKUMEH TI0 TIpUMEHEHWIO B TadKy
KapTOHHYIO.

Remarks : The Product conforms to ND/
IMpumedanue: [IponykT cooTBeTcTBYET TpeboanmsaM HJI

Conclusion ;: APPROVED /
3akawuenue: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIN3A

Product: Omez (Omeprazole), capsules 20 mg

Batch No. / Cepun Ne: B2200265

[pomyer: Ome3® (0M_enga30n_)_,__§§1_19)541p[_2?1§4?

Batch Quantity / O6bem

[ ceprn: 1990000 NO o
AR No / AnanaTudeckHii oTyer No: Date of Analysis / laTa
2002FP22000166 awanusa:  01-02-2022
Mfg. Date: / lata npon3soacTBa: 01/2022 Date of Expiry / Togeu go:
12/2024

Analysis performed according ND / Auanu3z nposenen mo H/I: TT N015479/01-121120

Ne Test / ITokazaTean Result / Pe3yasTaThl Specification / Hopma

11 | Labeling/ According to ND / B cootretcteum ¢ HJ]

Mapkuposka

12 | Storage conditions /
YclioBHS XpaHneHust

At temperature below 25 °C. / Tlpn Temnepatype He eime 25 °C.

13 | Shelf life / Cpox
TOAHOCTH

3 years / 3 rona

Remarks : The Product conforms to ND/

IMpumeyanue: IIpoaykt cooTeTcTRYET TpeboBanmsam HIT

Conclusion : APPROVED /
3akmouenne: OJIOBPEHO
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ELECTRONIC SIGNATURES
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