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CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIU3A

| Product: Omez (Omep;azole_), cap_sules_ZO ;ng

_HpO)lyKT:_OM63®_ (oMenpazon), Karcyibl 20 mr

Batch No. / Cepus Ne: B2104569 Batch Quantity / O6sem
- cepun: 2000000 NO
AR No / Anamutudecknii oTdet Ne: Date of Analysis / laTa
2002FP21002481 anaamsa: 17-12-2021
Mfg. Date: / JlaTa npoH3BOACTBA: 11/2021 Date of Expiry / T'ogen go:
10/2024

Analysis performed according ND / Anaaus nposenen no H/I: IT N015479/01-121120

Ne Test / Iloka3zaTennb

Result / Pe3yabTaTsl

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. /

Teepanie JKEITaTUHOBLIE
TIpo3pavHble KamlcylTsl pasMepa 2 ¢
OecuBeTHBEIM KOpIYCOM, pO30BOIi
KpbIIeYKoit u MapKUpPOBKOWH
yeproro uBera «OMEZ» Ha o0benx
yactax kancynel. Cojepxumoe
Karcyn — rpaHyJibl 6enoro upera.

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. /

Teepusie KEJTAaTHHOBEIE Mpo3pavuHbIe
Kamcynmel  pasmepa 2 ¢ OecuBeTHBIM
KOPTYcOM,  pO30BOH  KpBIIEYKOH U

MapkupoBkoif uwepHoro useta «OMEZ» Ha
0benx yacTax karncynel. CogepXkuMoe karncyn
— rpatynel 6en0ro MY NoYTH OENOro 1BeTA.

2 | Identification / IloginHHOCTD

2a) | By UV/V®-
criekTpodoTomMeTpus

Complies as prescribed/
CootBetcTBYeT TpeGOBaHMM

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@ - crhekTpsl TIOTJIONIEHHS pPacTBOPOB
nperapata W cTaHaapTHoro  obpasna
omernpaszona B obnactu ot 230 mo 350 HM
JIOJOKHBl MMETh MaKCUMYMBI TIPH OJHOMN W
TOI1 )K€ JIJIMHE BOJIHEI.

Remarks : The Product conforms to ND/
Mpumeuanne: ITponykT cooTBeTcTBYET TpeboBannaM HJI

Conclusion : APPROVED /
3axurouenne: OJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJINU3A

Product: Omez (Omeprazole), capsules 20 mg

Mpoaykt: OMe3® (oMenpazon), KancyJrsl 20 Mr

Batch No. / Cepus Ne: B2104569 Batch Quantity / O6bem
cepuu: 2000000 NO .
AR No / AnaanTudeckuii oTveT No: Date of Analysis / Jara
2002FP21002481 anamusa:  17-12-2021
Mfg. Date: / {aTa npou3BoacTBa: 11/2021 Date of Expiry / T'oaen go:
10/2024

Copy
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Analysis performed according ND / Anasus nposexen mo H/I: 11 N015479/01-121120

Ne

Test / Iloka3zaTtein

Result / PesyabTaThl

Specification / Hopma

2b)

By HPLC Or
UPLC/UFLC

B3XX mmn
CBIXX/BCXX

Complies as prescribed/
CooTBeTCcTBYET TpeOOBaHMAM

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"). /

Bpemst yaep)kuBaHWsS OCHOBHOTO TIMKa Ha
XpoMaToTpaMMe  HCIBITYEMOTO  pacTBopa
JOMKHO COOTBETCTBOBATh BpeMeHH
yOep)KMBAaHWA  OCHOBHOTO  TMKa  Ha
XpoMaTtorpaMMe  pacTBopa  CTaHHAPTHOTO
obpasua omernpazona (pazgen
«KonwnuecTBeHHOE OTIpEIETICHAEY ).

Average net fill weight
/ Cpennsisi Macca
COJEPKUMOr0 KANCy.JT

269.9 mg / 269,9 mr

270.0 mg + 5.0 % (Between 256.5 mg and
283.5 mg) /
270,0 MT £+ 5,0 % (256,5 mr - 283,5 mr)

Water / Boaa

1.1%w/w / 1,1%

Not more than 3.0% /
He 6onee 3,0 %

Uniformity of dosage
units / OgHOpOAHOCTH
J03HPOBAHWS

3.4/3,4

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

[TokazaTens npuemieMocTd (AV) IomkeH
OBITE MeHee WITH paBeH 15,0.

Dissolution /
PacTBOpenue

0%, 0%, 0%, 0%, 0%, 0%

94%, 95%, 94%, 98%, 96%, 97%

In 0.1 M hydrochloric acid solution - not
more than 10 % of C;7H;sN303S
(omeprazole) is dissolved after 2 h /

B 0,1 M pacrBope XNoprUCTOBOZOPOAHOI
xuciaoTel - He 6onee 10 % C7HoN303S
(omenpazon) yepes 2 4.

In pH 6.8 buffer - not less than 75 % (Q) of
C,7HsN;05S (omeprazole) is dissolved after
30 min/

B 6ytepe pH 6,8 - He menee 75 % (Q)
C,7H9N30;S (omempazon) uepes

30 mMuH.

Remarks : The Product conforms to ND/
ITpumeuanue: IIponykT coorBeTcTBYET TpeboBanusam HJL

Conclusion : APPROVED /
3axawuenue: OJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A
Product: an_z?Ome_prazole), capsules 20 mg ) Mpoaykr: OMe3® (OMeraBOJ'l),_Ka?C)/HIEE)_MI‘
Batch No. / Cepus Ne: B2104569 Batch Quantity / O6bem

cepuu: 2000000 NO

AR No / Ananurudecknii oTuet Ne: Date of Analysis / laTa

2002FP21002481 ananusa: 17-12-2021

Mfg. Date: / lata npou3BoacTBA: 11/2021 Date of Expiry / T'ogen ao:
10/2024

Analysis performed according ND / Auasins npoBegen no H: IT N015479/01-121120

Ipumevanue: [IpoaykT cooTBeTcTBYET TpeboBanusaM H]I

Ne Test / Ilokazaten Result / PeyabTaTsl Specification / Hopma

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

Jrobas enuHu4Has

HeuaeHT(hULMpOBaHHA

s IPUMeECH

Total impurities / Not detected / He oOHapyxeHa Not more than 2.0 % /
CymmMa npumeceit He 6onee 2,0 %

8 | Assay/ 20.0 mg / 20,0 mr 180mg to 22.0 mg of C;;H;sN;O;38
KonnuecTBennoe (100.2% / 100,2%) (omeprazole) in capsule (90.0 to 110.0 % of
onpeaelieHue label claim). /

Or 18,0 MT 1o 22,0 MF C17H]9N303S
(omenipazon) B Karncyne (ot 90,0 mo 110,0 %
OT HOMHHAJILHOTO COepIKaHMs ).

9 | Microbial limits / Muxpoononoruvyeckast 4HcTOTA

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
O011ee Mo adpoOHBIX

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
Obuiee 9ncno
IIPOCKEBBIX 1
TIECHEBEIX TPUOOB
¢) E. coli Absentinl g/ Absentin1 g/
OrcyterByeTB 1 T OtcyTtcrBHE B 1 T

10 | Packaging / ¥Ynakoeka | 10 capsules in an aluminum strip. . . ;

3 strips and patient information 10" wgpsils A an alum-mum Stl'l.p or
. PA/AL/PVC // aluminum blister. 3 strips or

leaflet in a carton pack. / Tlo 10 blist d patient information leaflet i
R — gy 3 blisters 1n patient information leaflet in a
To 3 crpuna ¢ WHCTpyKIwed no carton pack. / TTo 10 xancyJs B antoMUHHEBOM
DAMEHEHHIO B HaYKY KanToHmvio, | CTPATE WM B ITA/AJI/TIBX // antomMmuBHEBOM
p ¥ KapTOHHYIO. onucrepe. [To 3 crpuna unu 1o 3 Gnucrepa c
HHCTPYKLMEH M0 TPUMEHEHWIO B TAauKy

KapTOHHYIO.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /

3axkmouenne: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTHOHNKAT AHAJIM3A

Product: Omez (Omeprazole), capsules 20 mg
B2104569 Batch Quantity / O6bem

Batch No. / Cepus Ne:

|MpoaykT: OMe3® (OMENpason), KarncyIrsl 20 mr -

cepun: 2000000 NO

AR No / AHanuTudecknii oTuet Ne: Date of Analysis / Hata

2002FP21002481 anajuza: 17-12-2021

Mfg. Date: / laTa nponsBoacTBa: 11/2021 Date of Expiry / I'ogen go:
10/2024

Analysis performed according ND / Ananus nposegen no H/: TI N015479/01-121120

No Test / IlokazaTenan Result / PeayabTaThl Specification / Hopma
11 | Labeling / According to ND / B cootrBerctBuu ¢ HJI
MapkupoBka
12 | Storage conditions / At temperature below 25 °C. / TTpn Temnieparype He Bbime 25 °C.
YcaoBuA XpaHeHHS
13 Shelf life / Cpox 3 years /3 roma
roXHOCTH

Remarks : The Product conforms to ND/
IIpumeuanue: IIpoaykT cooTBeTcTBYET TpeboBaHnaM HJT

Conclusion : APPROVED /
3axkaiouenne: ONJOBPEHO
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