Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTH®UKAT AHAJIU3A

Product: Omez (Omeprazole), capsules20mg

Batch No. / Cepns Ne:

B2200052

Batch Quantity / OGbem

[poayxTt: Ome3® (omenpasoin), Kancyiibl 20 mr '

cepuu:

12002FP22000044

AR No / Anaaurudeckuii orTuet No;

AHaAJu3a:

1990000 NO

Date of Analysis / laTa

13-01-2022

MTg.Date: / JlaTa npoM3BOACTBA:

12/2021

11/2024

Date of Expiry / I'ogen g0:

Analysis performed according ND / Auanu3s nposeaen no H/I: I1 N015479/01-121120

Ne Test / Iloka3aTe/b

Result / PesynbTaTbl

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. /

Teepnrle KeJaTHHOBbIE
npo3paulble Kancyisl pasMepa 2 ¢
OECIIBETHBIM KOPILyCOM, pPO30BOM
KPBILIEYKOH u MapKUPOBKOMH
yepHoro upeta «OMEZ» Ha o0eux
yacTax  kancyibl.  Conepaumoe
Ka@cyJ — IpaHyJibl 6eJ1oro nBeTa.

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. /

Teepasie JKENAaTMHOBbIE [po3pauHble
Kancynel  pa3smepa 2 ¢ OeclBETHbIM
KOPITyCOM, po3osoit KpBIIeYKOi U

MapkupoBKoH uepHoro useta «OMEZ» Ha
o6eux yacTsax Kamcyisl. Cogepkumoe KancyJ
— rpaHyJbl 6€J10ro Wiy nouTy 6enoro ugera.

2 | Identification / ITopuinuuoCcTL

2a) | By UV /Y-

cnekTpodoToMeTpus

Complies as prescribed/
CooTBeTCTBYET TPeOOBAHUAM

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® - choexTpsl NOMIOWIEHUS PAacTBOPOB
npernapara 4 CTaHZapTHoro  obpa3sua
oMernpazona B obnactu oT 230 go 350 Hm
JIOJKHBl UMETh MaKCUMYMBI HpPH ONHON u
TOH JKe AJIMHE BOJIHBI.

Remarks : The Product conforms to ND/
IIpumeuanue: [Ipoayxr coorBeTcTBYET TpeboBanusaM HJI

Conclusion : APPROVED /
3akawyenne: OJOBPEHO
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Uncontrolled Copy

Product: Omez (Omeprazole), capsules 20 mg
Batch No. / Cepun Ne:

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIU3A

IpoaykTt: Ome3® (omernpazoi), Karcyibl 20 mr

B2200052

Batch Quantity / O6bem

B cepuu: 1990000 NO
AR No / AnanutHdecknii ordet Ne: Date of Analysis / laTa
2002FP22000044 anasauza: 13-01-2022

Mfg, Date: / laTa npon3BoAcTBa:

12/2021

11/2024

Date of Expiry / I'oaen go:

Analysis performed according ND / Anann3 nposeaen no H/: TIN015479/01-121120

Ne Test / Ilokasarenn Result / PesyabTatbl 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
BYKX wm f:orrespond to the retention time of main peak
CBOKX/BCIKX in the chromafogram qf or?eprazc')le reference
standard solution (section "Assay"). /
Bpems ynepxuBaHUA OCHOBHOTO MMKAa Ha
XpoMaTorpaMMme  MCIBITYEMOTO  pacTBOpa
JIOJDKHO COOTBETCTBOBATh BpeMeHU
YIepKUBaHUST ~ OCHOBHOTO mika  Ha
XpomarorpaMme  pacTBOpa  CTaHIapTHOro
obpasua OMelpaszona (pa3nen
«KonnuecrBeHHOE onpeAcICHNEY ).
3 | Average net fill weight | 268.5 mg/268,5 mr 270.0 mg £ 5.0 % (Between 256.5 mg and
/ Cpennsia Macca 283.5 mg) /
COACPIKUMOro Kancya 270,0 mr + 5,0 % (256,5 mr - 283,5 mr)
4 | Water/ Boaa 1.2% w/w / 1,2% Not more than 3.0% /
He 6onee 3,0 %
5 | Uniformity of dosage 44/4,4 Acceptance value (AV) should be less than or
units / OaHopoaHocThL equal to 15.0./
A03UPOBAHMS [Nokasarens npuemneMocTy (AV) nomxeH
ObITh MeHee UK pageH 15,0.
6 | Dissolution / 0%, 0%, 0%, 1%, 1%, 0% In 0.1 M hydrochloric acid solution - not

PacTBOopeHue

91%, 93%, 94%, 95%,
94%, 95%

more than 10 % OfC|7H19N303S
(omeprazole) is dissolved after 2 h /

B 0,1 M pacTBope XJ1I0pUCTOBOJOPOAHOI
KHcaoThl - He 6onee 10 % C;H;oN;0;S
(omempazoi) uepes 2 4.

In pH 6.8 buffer - not less than 75 % (Q) of
C17H9N303S (omeprazole) is dissolved after
30 min/

B 6ydepe pH 6,8 - e menee 75 % (Q)
Cy7HoN;0;S (omenpazon) uepes

30 MuH.

Remarks : The Product conforms to ND/

IIpumeuanue: ITpoaykT cooTBeTcTBYET Tpebosanusam HJJ

Conclusion : APPROVED /
3akmouenune: OJOBPEHQO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIM3A

_F_r(ﬂ uct: Omez (Omeprazole), capsules 20 mg

Ipoaykr: Ome3® (omenpaso), KancyJibl DO

Batch No. / Cepus Ne:

B2200052

cepHu:

Batch Quantity / O6bem

1990000 NO

AR No / AHaauTH4YecKHnii oTdyeT Ne:

Date of Analysis / laTa

2002FP22000044 anaamsza: 13-01-2022
Mfg, Date: / /laTa npou3sBOACTBA: 12/2021 Date of Expiry / I'oaen go:
11/2024

Analysis pe;'formed according ND / Auasius nposenen no HJ: 1 N015479/01-121120

Ne

Test / Tokaszareinb

Result / PesyabTaThl

Specification / Hopma

7

Related substances / [locTopoHHue npuMecH

Any individual
unidentified impurity /
JIro6as enuHU4HAaA
HeUJeHTUPULIMPOBaHHA
s IpUMech

0.04% / 0,04%

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

Total impurities /
CymMma npumecei

0.1%/0,1%

Not more than 2.0 %/
He Gonee 2,0 %

3 strips and patient information
leaflet in a carton pack. / Ilo 10
KarncysJ B AJIIOMHHHEBOM CTpUIIE.
[To 3 crpunma ¢ MHCTpyKUMed Mo
NPUMEHEHUIO B MAaYKy KapTOHHYIO.

8 | Assay/ 19.8 mg/ 19,8 Mr 18.0mg to 22.0 mg of C;;H;oN;0;S
Kosu4yecTBenHoe (99.2% 7 99,2%) (omeprazole) in capsule (90.0 to 110.0 % of
onpeaeJicHne label claim). /

Or 18,0 mr mo 22,0 mr C;7H;oN50;S
(omcmpazon) B kancyJte (ot 90,0 mo 110,0 %
OT HOMHHAJIEHOTO COZEPKAHUS).

9 | Microbial limits / Mukpo6uoornyeckas 4ucroTa

a) Total Aerobic Less than 10 CFU/g / Not more than 1000 CFU/g/
Microbial Count / Menee 10 KOE/r He 60nee 1000 KOE/r
O6uiee yucno a3poOHbIX

MHUKPOOPTaHU3MOB
b) Total Combined Less than 10 CFU/g / Not more than 100 CFU/g /
Yeasts and Mould Count | Meree 10 KOE/r He 60nee 100 KOE/r
O61ee yucino
JPOXMIKEBBIX H
[UIECHEBBIX TPUOOB
c) E. coli Absentin 1 g/ Absentin1 g/
OtcytctByeTB I T OtcytcTBue B 1 1
10 | Packaging/ YnaxoBka | 10 capsules in an aluminum strip.

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 kancys B anioOMUHUEBOM
crpune uin B [TA/AJI/TIBX // antoMHHUEBOM
6nucrepe. [To 3 crpuna unu no 3 Giucrepa ¢
UHCTPYKUMEH 10 MPUMEHEHHIO B Mauky
KapTOHHY!O.

Remarks : The Product conforms to ND/
IIpumeuanue: [Iponyxr coorsercTBYET TpebopanusM HIL

Conclusion : APPROVED /
3akawyenne: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIM3A

[Product: Omez ( Omeprazole), capsules 20 mg g

Batch No. / Cepun Ne:

IpoayxTt: Ome3® (oMenpa3on), Karcysl _2:_0 M

B2200052 Batch Quantity / O6bem

cepun: 1990000 NO

AR No / Ananutudeckuii oTuer Ne: Date of Analysis / JlaTta

2002FP22000044 anasuusa: 13-01-2022

Mfg. Date: / JaTa npou3BoAcTBa: 1272021 Date of Expiry / 'ogen go:
11/2024

Analysis performed according ND / Auaaus npoeenen no HJL: ITN015479/01-121120

TrOAHOCTH

Ne Test / IlokazaTesb Result / PesyabTaTbl Specification / Hopma
11 | Labeling/ According to ND / B coorercrBuu ¢ HJ|
MapkupoBka
12| Storage conditions / At temperature below 25 °C. / I1pu Temneparype se Bbie 25 °C.
YcaoBus XpaHEHHS
13 | Shelflife / Cpok 3 years/3 roma

Remarks : The Product conforms to ND/
IIpumeuanue: ITpoayxr coorBercTByeT TpeboBadusam HJI

Conclusion : APPROVED /
3akirouenne: OJJOBPEHO
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