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CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIU3A

Product: Omez (Omeprazole), capsules 20 mg

HpOE)—’KT: Owmes3® (omMernpason), Kan?yibr 20 mr

Batch No. / Cepust Ne: B2104489 Batch Quantity / O6bem
B cepuu: 1990000 NO
AR No / AnaauTH4eckuit ordyeT Ne: Date of Analysis / laTa
2002FP21002632 anaausa:  31-12-2021
Mfg. Date: / JJaTa npoH3BoacTBAa: 12/2021 Date of Expiry / 'ogen mo:
11/2024

Analysis performed according ND / Anasin3 nposeaen no HJI: 11 N015479/01-121120

Ne

Test / IToka3zaTenab

Result / PeaynbTaTshl

Specification / Hopma

1

Description /
Onucanne

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. /

Trepable JKEJaTHOBbIE
MIpO3payHbIe Kancyasl pasMepa 2 ¢
OecuBETHLIM  KOPIYCOM, PO30BOii
KpbIIEYKOi " MapKUPOBKOW
yepHoro usera «KOMEZ» Ha obenx
vactax kancynsl. Cogpepxumoe
Karncyy — rpanyJsst 6enoro Lsera.

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. /
Teepaple KETaTHHOBBIE
Kafncynpl  pasmepa 2 ¢ OecuBeTHBIM
KOpOycoM,  po30BOH  KpBIICHKOH W
MapkupoBkoii depHoro usera «OMEZ» Ha
o6enx yacTax kancyybl. CoaepxuMoe Karncy
— rpanyibl GENOro WK MoYTH OENOoro 1BeTa.

MIpo3pavHbIE

Identification / IloaTuHHOCTEL

2a)

By UV/Vo-
criekTpodoToMeTpys

Complies as prescribed/
CooTBercTBYeT TpeOOBaHUSIM

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. /

VO - croexTpbl TOINOUIEHWA pPacTBOPOB
npenapata M CTanpapTHoro  ofpasua
oMernpasona B obmactd oT 230 mo 350 HM
JIOJDKHB MUMETh MaKCUMYyMBI TPU ORHOW W
TOM ’Ke JJIMHE BOJHBI.

Remarks : The Product conforms to ND/
Ipumeuanne: [IponykT cooTBeTcTBYET TpeboBanuam HJI

Conclusion : APPROVED /
3akawyenne: 0JJOGPEHO
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CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJINU3A
Product: Omez (Omeprazole), capsules 20 mg ~ |[Mpoaykr: Omes® (omenpaszon), kancysi 20 mr B
Batch No. / Cepust Na: B2104489 Batch Quantity / O6bem

cepum: 1990000 NO

AR No / Ananutuuecknii oruer Ne: Date of Analysis / lata

2002FP21002632 amanamsa;  31-12-2021

Mfg. Date: / laTa npousBoacTBAa: 12/2021 Date of Expiry / T'ogen go:
11/2024

Analysis performed according ND / Ananus nposenen no HJ: IT N015479/01-121120

Ne

Test / TlokazaTesb

Result / Pe3yjabTaThl Specification / Hopma

2b)

By HPLC Or
UPLC/UFLC

B2XX wiu
CBDBXX/BCIXKX

Complies as prescribed/ The retention time of main peak in the

CootgercTBYeT TpeOOBaHUIM chromatogram of test solution should
correspond to the retention time of main peak
in the chromatogram of omeprazole reference
standard solution (section "Assay"). /
Bpemst yaepKuBaHHS OCHOBHOTO THKa Ha
XpoMaTorpaMMe — HCTIBITYEeMOTO  pacTBoOpa
JOJDKHO COOTBETCTBOBATh BpeEMeHU
yOEPXKMBAHUA ~ OCHOBHOTO  TWKa  Ha
XpOMATOTPAMME  pacTRopa  CTAHMAPTHOTOQ
obpasua oMeTnpazona (pa3zmen
«KonuvecTBEHHOE OTIpesiCNEHUEN).

Average net fill weight
/ Cpeansist Macca
COIEPKUMOTO KATCY.J

269.3 mg/269,3 mr 270.0 mg + 5.0 % (Between 256.5 mg and
283.5mg) /
270,0 Mr £ 5,0 % (256,5 mr - 283,5 wmr)

Water / Boaa

1.2% wiw/1,2% Not more than 3.0% /
He 6omee 3,0 %

Uniformity of dosage
units / OgHOpOAHOCTH
JTO3UPOBAHHS

2.6/2,6 Acceptance value (AV) should be less than or
equal to 15.0./

[okasarens mpuemnemMoctr (AV) momkeH
OLITH MeHee WIIW paBeH 15,0.

Dissolution /
PacrBopenue

1%, 0%, 0%, 0%, 0%, 0% In 0.1 M hydrochloric acid solution - not
more than 10 % of C;;H9N303S
(omeprazole) is dissolved after 2 h/

B 0,1 M pacTBOpEe X10pHUCTOBOAOPOIHOMN
KUcoTHI - He Gonee 10 % C7HoN305S
(omenpazon) gepes 2 4.

97%, 99%, 100%, 97%, In pH 6.8 buffer - not less than 75 % (Q) of
97%. 96% C17H9N30;S (omeprazole) is dissolved after
’ 30 min/

B 6ydepe pH 6,8 - He menee 75 % (Q)
C7HsN3O;S (omenpazon) gepes
30 MHH.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
I pumeuanne: [IponyxTt coorBercrByeT TpeboBanusM HJT 3akaouenue: OJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUDHUKAT AHAJIU3A
Product: Omez (Omeprazole), capsules 20 mg M poaykT: Omes® (oMenpason), Karcysel 20 mr
Batch No. / Cepusn Ne: B2104489 Batch Quantity / O6bem
| - cepuu: 1990000 NO
AR No / AHannTHYecKknii oTgeT Ne: Date of Analysis / lata
12002FP21002632 anagau3a:  31-12-2021
Mfg, Date: / laTa npon3BoacTBa: 12/2021 Date of Expiry / Togen go:

11/2024

Analysis performed according ND / Auanu3s npoBeen mo H: TT N015479/01-121120

No Test / IlokazaTenanb Result / Pe3yabTaThbl Specification / Hopma

7 | Related substances / [loctoponHue npumMecn

Not more than 0.5 %. /
He 6oiree 0,5 %

Any individual 0.03%/0,03%
unidentified impurity /
JIro0as enuunyHas
HeneHTU GULUUpOBaHHA

A TIpPUMECH

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

Total impurities / 0.1%/0,1%

CymMa niprMeceit

8 | Assay/ 20.1 mg /20,1 mr 18.0mg to 22.0 mg of C7HN3O38
Kosu4yecTBeHHOE (100.3% / 100,3%) (omeprazole) in capsule (90.0 to 110.0 % of
onpegeeHue label claim). /

Or 18,0 mr mo 22,0 mr C;H_9N3;O5S
(omemnpazon) B karcyne (ot 90,0 mo 110,0 %
OT HOMHHAJILHOIO COASPIKAHWS).

9 | Microbial limits / Muxkpononornyeckast 4HCTOTA

a) Total Aerobic Less than 10 CFU/g/
Microbial Count / Mesnee 10 KOE/r
Ob1mee 9ucio adpoOHBIX
MHKPOOPraHH3MOB

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

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

b) Total Combined
Yeasts and Mould Count
Ob11ee YHCITO
IPOIKEBBIX U
IUIECHEBBIX TPHOOB

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

c) E. coli

Absentin 1 g/
OtcyterByeTB 1 T

Absentin1 g/
OtcytctBHE B 1 T

10

Packaging / Ynakoeka

10 capsules in an aluminum strip.
3 strips and patient information
leaflet in a carton pack. / ITo 10
Kalcyl B ATIOMUHHEBOM CTPHIIE.
Tlo 3 crpuma c HHCTpyKLHER IO
TTPUMEHEHHIO B TTa4Ky KAPTOHHY!O.

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 xancyn B antoMHHIEBOM
ctpune iy B [TA/AJI/ITBX // anroMiuHIEBOM
6micrepe. [1o 3 cTpuna nnu no 3 6nuctepa ¢
HHCTPYKIMEH [0 TPUMEHEHWI0O B MadvKy
KapTOHHYIO.

Remarks : The Product conforms to ND/
IMpumeuanne: [IponykT cooTBeTcTBYET TpeboBanysam HJI

Conclusion : APPROVED /
3akawyvenne: OJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIM3A

Product: Omez (Omeprazole), capsules 20 mg

IMponyxr: OmMe3® (oMemnpason), Karcyiibl 20 mr

Batch No. / Cepusi Ne: B2104489 Batch Quantity / O6bem
cepmu: 1990000 NO

AR No / AHaJiuTHYecKHi oTdeT Ne: Date of Analysis / laTa

2002FP21002632 a”Haaumsa:  31-12-2021

Mfg. Date: / laTa npon3BoAcTBAa: 12/2021 Date of Expiry / T'ogen go:
11/2024

Analysis performed according ND / Ananuz nposenen o H/I: T1 N015479/01-121120

YcjaoBus XpaHeHHsd

Ne Test / ITokazarean Result / Pe3yabTaThl Specification / Hopma
11 | Labeling / According to ND / B coorBercTBuu ¢ HJI

MapkupoBka
12 | Storage conditions / At temperature below 25 °C. / TIpu Temneparype He e 25 °C.

13

Shelf life / Cpox
TOAHOCTH

3 years / 3 roga

Remarks : The Product conforms to ND/

I pumeuanne: [T1poaykT cooTBeTcTBYET TpeboBannsm HJI

Conclusion : APPROVED /
Zakmouenne: OJIOGPEHO
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