CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIM3A

IProduct: Omez (Omeprazole), capsules 20 mg Mpoaykt: OmMe3® (oMenpaszon), kancys! 20 mr
Batch No. / Cepns Ne: B2104163 Batch Quantity / O6bem
- cepun: 1990000 NO e
AR No / AHanuTu4yecKnii oTaeT Ne: Date of Analysis / JlaTa
2002FP21002315 aHanusza: 29-11-2021 .
Mfg, Date: / [IaTa npouzBoAcTBAa: 11/2021 Date of Expiry / 'ogen mo:
10/2024

Analysis performed according ND / Anan3s nposeges ro HJL: TT N015479/01-121120

No Test / Iloka3zaTejnb

Result / PezyabTaTsl

Specification / Hopma

1 | Description /
Onucanue

Opy

™~
L I

Incontrolled

| ]
J

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. /

Trepnpie KenaTWHOBbIE
TIpo3padHEIe Karlcymsl pasMepa 2 ¢
GeCLIBETHBIM  KOPIYCOM, pPO30BOH
KpBIIEYKO W MapKUPOBKOH
yepHoro usera «OMEZ» na o6eux
yacTax kancynsl. Coaepxumoe
Karcys — rpaHyJibl Oenoro 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. /

Teeparie KeIaTUHOBbIE TIpo3payHbie
Karcynsl  pasmepa 2 ¢ OECUBETHBIM
KOpIycoM,  pO30BOHl  KpBIEYKOil U

MapkHpoBkoif wepHoro nsera «OMEZ» Ha
obenx yacTsx xancyiel. CofiepkUMoe Kamncy
— rpanynsl 6€Ioro Wiu noyTH Oenoro UBeTa.

2 | Identification / ITognuHHOCTL

2a) | By UV/V®-

criekTpodoToMeTpHs

Complies as prescribed/
CooTBercTByeT 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. /

YO - cnexTpsl TMOTNOLICHUS pPacTBOPOB
npenapara W CcraHgapTHoro  ofpasua
oMenpasona B obmactr ot 230 mo 350 HM
JOIDKHBI MMETh MaKCUMyMbI TpH OAHOH M
TOM e JIJIMHE BOJIHBI.

Remarks : The Product conforms to ND/
Opumeuanue: ITpoaykt coorBeTcTBYET TpeboBanusiM HJI

Conclusion : APPROVED /
3axawuenne: O1OBPEHO
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CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJTU3A

Product: Omez (Omeprazole), capsules 20 mg

MpoaykTt: OMe3® (oMernpason), Kancyubl 20 Mr

Batch No. / Cepus Ne:

B2104163

cepHM:

Batch Quantity / O6bem

1990000 NO

AR No / Araautmyeckuii oTyert Ne:
2002FP21002315

Date of Analysis / laTa
anajuza: 29-11-2021

Mfg. Date: / laTa npoH3BoACTBA:

11/2021

Date of Expiry / l'ogen go:
10/2024

Analysis performed according ND / Anasus nposegen no HJI: TI N015479/01-121120

PacTtBopenue

97%, 94%, 96%, 97%, 94%, 93%

Ne Test / IlokazaTenn Result / PesyabTaTsl Specification / Hopma
2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CooTBeTCcTBYET TpeOOBaHHAM chromatogram of test solution should
BKX 1 f:or;esp(})lnd to the reten;ion time of maifn peak
in the chromatogram of omeprazole reference
CBIKX/BOKX standard solution (section "Assay"). /
Bpems yaepKHBaHWS OCHOBHOIO TIHKA Ha
XpoMarorpaMMe  WCIBITYEMOTO  pacTtBopa
JOJKHO COOTBETCTBOBATh BpEMEHH
yAEpKUBAHUS OCHOBHOTO  TIHKa  Ha
XpoMarorpaMMe — pacTBopa CTaHIAapTHOTO
oOpa3sua omMmernpazona (pazmen
«KonuuecTBeHHOE OTIpCAETEHUEY ).
3 | Average net fill weight | 269.0 mg/269,0 mr 270.0 mg £ 5.0 % (Between 256.5 mg and
/ Cpennsist Macca 283.5 mg) /
COJIEPIKMMOTO KATICYJT 270,0 Mr+ 5,0 % (256,5 mr - 283,5 ™mr)
4 | Water / Boaa 1.3% w/w / 1,3% Not more than 3.0% /
He 6oiee 3,0 %
5 | Uniformity of dosage 2.5/2,5 Acceptance value (AV) should be less than or
units / OaHOPOAHOCTH equal to 15.0./
JO3UPOBAHUSA [TokaszaTens mpueMneMocTy (AV) nojkeH
OBITH MeHee MM paBeH 15,0.
6 | Dissolution / 0%, 0%, 1%, 0%, 2%, 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 XnopHuCTOBOAOPOHOM
KucaIoThI - He 6omee 10 % C7H N3OS
(oMenpazon) yepes 2 4.

In pH 6.8 buffer - not less than 75 % (Q) of
C7HsN;0;8S (omeprazole) is dissolved after
30 min /

B 6ydepe pH 6,8 - He Meree 75 % (Q)
C17HoN30;S (oMempazon) uepes

30 MuH.

Remarks : The Product conforms to ND/
IIpumeuanne: [IpoLyKT COOTBETCTBYET TpeboBanusm HJJ

Conclusion : APPROVED /
3akarouenne: OJJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

Product: Omez (Omeprazole), capsules 20 mg

Mpoaykr: OMe3® (oMernpazon), kancynsl 20 mr

Batch No. / Cepus Ne: B2104163

Batch Quantity / O6bem
cepuu: 1990000 NO

AR No / AvaaurnyeckHii order Ne:
2002FP21002315

Date of Analysis / Jara
ananusa; 29-11-2021

Mfg. Date: / laTa npou3BoAcTBA:

11/2021

Date of Expiry / I'ogen go:
10/2024

Analysis performed according ND / Auanu3s npoeeger no H/I: TT N015479/01-121120

Ne Test / [ToxazaTean Result / PeyabTaThl Specification / Hopma

7 | Related substances / [locToponnne npumecu
Any individual 0.03% /0,03% Not mwore than 0.5 %. /
unidentified impurity / He 6omnee 0,5 %

JIro6as epHUYHAS

HenaeHTUuULMpoBaHHA

s IpUMeCh

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

8 | Assay/ 199 mg/ 19,9 mr 18.0mg to 22.0 mg of C;HgN;0;8
Konu4uecTBeHHOE (99.5% / 99,5%) (omeprazole) in capsule (90.0 to 110.0 % of
onpejecHue label claim). /

Or 18,0 mr mo 22,0 mr C;;H;¢N;O5S
(omenpazon) B karncyie (o1 90,0 o 110,0 %
OT HOMHHAJILHOI'O COEPIKaAHMA).

9 | Microbial limits / Muxpo0uonorndeckas HHCTOTA

a) Total Aerobic
Microbial Count /
Oo1ee yncno a3poOHBIX
MHKPOOPraHW3MOB

Less than 10 CFU/g /
Menee 10 KOE/r

Not more than 1000 CFU/g /
He 6onee 1000 KOE/r

b) Total Combined
Yeasts and Mould Count
Ob1ee yucno
JIPOXKIKEBBIX U
TUIECHEBBIX MpHOOB

Less than 10 CFU/g /
Metee 10 KOE/r

Not more than 100 CFU/g /
He 6omee 100 KOE/T

¢) E. coli

Absentin1g/
OtcyTrcTByeTB I T

Absentin 1 g/
OrcyTtetBHe B 1 T

10

Packaging / YnakoBka

10 capsules in an aluminum strip.
3 strips and patient information
leaflet in a carton pack. / ITo 10
Kancyn B aTIOMWHHCBOM CTpHIIE.
[To 3 crpuna ¢ MHCTPYKLMEHR IO
MPUMeHEHNI0 B TaYKy 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 kancyn B amFOMUHUEBOM
crpune wiu B TTA/AJI/TIBX // anroMWHUEBOM
onucrepe. Tlo 3 crpuna unu no 3 Gnucrepa ¢
WHCTPYKUMEl M0 NPUMEHEHHIO B TAYKy
KapTOHHY'O.

Remarks : The Product conforms to ND/
ITpumeuanne: [Iponyxr cooTBeTcTBYET TpeboBaHmam HJL

Conclusion : APPROVED /
3axkmwuenne: OJJOBPEHO
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Copy

Uncontrolled

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIHIA

[Product: Omez (Omeprazole), capsules 20 mg

B2104163 Batch Quantity / O6nem

Batch No. / Cepus Ne:

cepun: 1990000 NO o
AR No / Ananurudecknii order Ne: Date of Analysis / [laTa R
2002FP21002315 anaausa: 29-11-2021
Mfg. Date: / laTa npoussoacTea: 11/2021 Date of Expiry / I'ogen no:

10/2024

Analysis performed according ND / Anaius npoeeaen no HJI: TI N015479/01-121120

Ne Test / IlokazaTenb Result / PesyanTaThl Specification / Hopma
11 | Labeling / According (0 ND /B cootsercraun ¢ HJI
MapkupoBka
12 | Storage conditions / At temperature below 25 °C. / TIpu temneparype He Bpime 25 °C.
YcnoBus XpaHeHus
13 Shelf life / Cpox 3 years / 3 roza
roJHOCTH

Remarks : The Product conforms to ND/
Hpumeuanue: [TpoaykT cooTBeTcTBYET TpeboBaHusaM H]

Conclusion : APPROVED /
3axmovenue: OJOBPEHO
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