CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIH3A

Product: Omez (Omeprazole), capsules 20 mg Hpoxyxr: OMe3® (oMenpa3on), Kancys! 20 mr
Batch No. / Cepus Ne: B2102431 Batch Quantity / O0nbem

cepuu: 2000000 NO
AR No / AHannTHYeCKHH 0T4eT Ne: Date of Analysis / lata
12002FP21001492 anamuza:  15-07-2021
Mfg, Date: / /laTa npou3BoACTBAa: 06/2021 Date of Expiry / T'ogen go:

05/2024

Analysis performed according ND / Ananus nposexen mo HJ/I: IT N015479/01-121120

Ne

Test / Iloka3aTean

Result / PesyabTaThl

Uncontrolled Copy

1

Description /
Onucaune

Hard gelatin trangparent capsules of
size 2 with a colorless body, pink
cap and black marking "OMEZ" on
both parts of the capsule. Capsule
content - white pellets. /

Teepapie KeJNATHHOBbIC
TPO3payvyHBIE Kancymisl pamepa 2 ¢
GECUBETHBIM  KOPITYCOM, pPO30BOi
KPBINIEYKOH M MapKMpOBKOH
yepHoro usera «OMEZ» na ofenx
yacTax kamcynel.  Comepiximoe
KancCyn — rpanyiibl Genoro 1gera.

Specification / Hopma

Hard gelatin transparent capsules of size 2
witll a coluiless body, pink cap and black
marking "OMEZ" on both parts of the
capsule. Capsule content - white to off-white
pellets. /
Teepnpie JKENaTHHOBEIE Mpo3payHbIe
Karcynsl pa3mMepa 2 ¢ OeciBeTHBIM
KOpIycoM,  PO30BOM  KpHIIEYKOH U
MapKHpoBKoit uwepHoro npera «OMEZ» Ha
obenx yactsx Kancyibl. COTepXXUMOoe Karncy
— rpaHyJisl 6€JI0r0 WK oYTH OEIOoTo 1BETA.

Identification / IlogauHHOCTH

2a)

By UV/V®-
crexTpodoTOMETPUL

Complies as prescribed/
CooteercTByeT TpeOOBaHMAM

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& - cuexkTphl IOMIOHICHUS PAacTBOPOB
mopemapata W CTaHAapTHOro  obpasma
oMenpazona B obnmactin ot 230 mo 350 Hm
JIOJDKHBI MMETh MAKCHMYMBI IIPDH OJHOH M
TOM K€ IJINHE BOJHEL

Remarks : The Product conforms to ND/
ITpumeuanne: [Tponykr coorBercTBYeT TpeboBanuam HJJ

Conclusion : APPROVED /
3axmouenne: OJIOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIN3A

Product: Omez (Omeprazole), capsules 20 mg IpoaykT: Ome3® (omenpason), Kancynsl 20 mr
Batch No. / Cepus Ne: B2102431 Batch Quantity / O0nbem

cepun: 2000000 NO
AR No / AnamuTnyecknii oTaer Ne: Date of Analysis / [laTa
2002FP21001492 anmaum3a:  15-07-2021
Mf{g. Date: / /laTa npoH3BOACTBA: 06/2021 Date of Expiry / 'onen go:

05/2024

Analysis performed according ND / Anann3 nposenen mo HJI: TI N015479/01-121120

Ne

Test / Ioxa3aTean

Result / Pe3yanTaThl Specification / Hopma

2b)

By HPLC Or
UPLC/UFLC

BOXX ummn
CBOXX/BCXX

Complies as prescribed/ The retention time of main peak in the
COOTBETCTRYCT TPEOOBAHUAM chromatogramn - of st solution  should
correspond to the retention time of main peak
in the chromatogram of omeprazole reference
standard solution (section "Assay"). /
Bpems yaepXuBaHHS OCHOBHOTO MMKA Ha
XpOMATOrpaMMe  HCTBITYEMOTO  PacTBOpa
JOJDKHO COOTBETCTBOBATh BpEMEHH
yJepKUBaHHSA  OCHOBHOTO  MyKa  Ha
XpOMATOrpaMMe  PacTBOpPa  CTAHIAPTHOrO
obpasna oMeIpasona (pazzen
«KonugecTBEHHOE ONpPENETICHUER ).

Average net fill weight
/ Cpenusist macca
COZIEPIKUMOr0 Kamcya

266.1 mg /266,1 mr 270.0 mg + 5.0 % (Between 256.5 mg and
283.5mg) /
270,0 mr + 5,0 % (256,5 mr - 283,5 mr)

Water / Bona

1.3% wiw/1,3% Not more than 3.0% /
He 6ouee 3,0 %

Uniformity of dosage
units / OnHOpPOIHOCTD
JA03HPOBAHHA

55755 Acceptance value (AV) should be less than or
equal to 15.0. /

MMoka3zarens npuemieMocTH (AV) TomKeH
O61Th MeHee W paseH 15,0,

Dissolution /
PacrsopenHe

2%, 0%, 0%, 0%, 1%, 1% In 0.1 M hydrochloric acid solution - not
more than 10 % of C17H19N3O3S
(omeprazole) is dissolved after 2 h /

B 0,1 M pacTBOpe XJIOPUCTOBOIOPOJHOM
KHuCIoTH - He B6onee 10 % Ci7H9N303S
(oMerpazomn) gepes 2 4.

90%, 94%, 93%, 92%, In pH 6.8 buffer - not less than 75 % (Q) of
93%. 90% C7H19N;30;S (omeprazole) is dissolved after
’ 30 min /
B 6ydepe pH 6,8 - 5e Mmeree 75 % (Q)
C17H9N;03S (omempason) gepes
30 Mum.

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

Ipnmeyanne: [TpoaykT cooTBeTcTBYET TpeboBanmsam HJI

3axarouenne: OJJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIU3A

Product: Omez (Omeprazole), capsules 20 mg

Ipoaykr: Ome3® (oMenpason), kKancynsl 20 mr

Batch No. / Cepns Ne: B2102431 Batch Quantity / O6nem
cepun: 2000000 NO

AR No / Anasurndeckuii oruer Ne: Date of Analysis / laTa

2002FP21001492 anammsa: 15-07-2021

Mfg. Date: / /laTa NnpoH3BOACTBA: 06/2021 Date of Expiry / I'ogen go:
05/2024

Analysis performed according ND / Anann3 nposenen mo HJI: ITN015479/01-121120

Ne Test / lToka3aTens Result / Pe3yabTaThl Specification / Hopma

7 | Related substances / IlocTroponnue npumecn

Any individual 0.02% / 0,02% Not more than 0.5 %. /
unidentified impurity / He 6omee 0,5 %
JIro6as enpuuyHas
HenaeHTUHIpOoBaHHA
1 IPUMECH
Total impurities / 0.1%/0,1% Not more than 2.0 % /
CymMa npumecei He 6onee 2,0 %
8 | Assay/ 19.6 mg/ 19,6 mr 18.0mg to 22.0 mg of C;;H;sN;058
KoanuecTBeHHOE (97.8% / 97,8%) (omeprazole) in capsule (90.0 to 110.0 % of
ornpenegeHne label claim). /

O 18,0 M 70 22,0 Mr Cl7H19N303S
(omemnpazon) B kancyne (ot 90,0 mo 110,0 %
OT HOMHHAJIBHOTO COJICPIKAHUA).

9 | Microbial limits / MukpoOuonorugeckas YHCTOTA

Yeasts and Mould Count / Menee 10 KOE/r
O61ee uucio
JPONOKEBBIX U
IUIECHEBBIX I'PH60B

a) Total Acrobic Less than 10 CFU/g / Not more than 1000 CFU/g /
Microbial Count / Menee 10 KOE/r He 6osee 1000 KOE/r
O61ee urcIo a3poSHBIX

MHKpPOOPraHH3MOB

b) Total Combined Less than 10 CFU/g / Not more than 100 CFU/g /

He 6onee 100 KOE/r

¢) E. coli Absentin1l g/
OtcyrctByerB 1 T

Absentin 1l g/
OtcyrctBuc B 1 1

10 | Packaging / YnaxoBka | 10 capsules in an aluminum strip.
3 strips and patient information
leaflet in a carton pack. / Ilo 10| pA/AT/PVC // aluminum blister. 3 strips or
Karcya B aJIIOMHHHEBOM CTpHIIC.
IMo 3 crpuma ¢ MHCTpYKIMEH IO
NPAMEHCHHMIO B IAYKy KapTOHHYIO,

10 capsules in an aluminum strip or

3 blisters and patient information leaflet in a
carton pack. / ITo 10 xancyn B aIOMHHHEBOM
crpure win B ITIA/AJU/TIBX // amomMuHuEBOM
onuctepe. [lo 3 cTpuna munu no 3 6nucTepa C
HHCTPYKIMEH T0 NPHMEHEHUIO B IauKy

KapTOHHYIO.

Remarks : The Product conforms to ND/

Tpumeyanne: IIpoayKT cooTBeTCTRYET TpeboBanmsam HJT

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product: Omez (Omeprazole), capsules 20 mg Mpoaykr: Ome3® (omenpason), kancynsl 20 mr
Batch No. / Cepust Ne: B2102431 Batch Quantity / O0bem

cepun: 2000000 NO
AR No / AnatuTH4eckHuii oTyer Ne: Date of Analysis / laTa
2002FP21001492 anamu3a: 15-07-2021
Mfg. Date: / /laTa npoussoacrsa: 06/2021 Date of Expiry / T'oaen no:

05/2024

Analysis performed according ND / Anamus nposenen o H/I: 1T N015479/01-121120

r

e
) COop \‘r‘;
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[

Uncontrolle

Ne Test / Iloka3aTennb Result / Pe3yanTaTnl Specification / Hopma
11 | Labeling / According to ND / B coorrerctuu ¢ HJI
MapxkupoBKka
12 | Storage conditions / At temperature below 25 °C. / IIpu Temneparype ne Bbuue 25 °C.
YciaoBus XpaHeHHs
13 | Shelf life / Cpox 3 years /3 roma
TOHOCTH

Remarks : The Product conforms to ND/

ITpumeuanne: Iponykr coorBeTcTBYET Tpebosanam HI

Conclusion : APPROVED /
3axmouenne: OJJOGPEHO
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