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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

—fl'oduct: Omez (Omeprazole), capsules 20 mg_

Mpoaykt: OMes® (oﬁenpa‘mn}. KaTcy bl 20 mr

Batch No. / Cepus Ne:

B2200398

Batch Quantity / O6bem

CepHn: 2000000 NO
AR No / AHasuTHYecKHii oTdeT Ne: Date of Analysis / laTa
2002FP22000232 anajauza: 08-02-2022

Mfg. Date: / JlaTa npou3RoCTRA:

01/2022

12/2024

Date of Expiry / I'oaen go:

Analysis performed according ND / Ananus nposegen mo H/: 11 N015479/01-121120

Ne

Test / Iloka3zaTennb

Result / PesyabTarsl

Specification / Hopma

1

Description /
Omnucanue

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 ’KENaTUHOBLIE
npo3payHble Kancyisl pasMepa 2 c
OeCIBETHBIM  KOPITYyCOM, pPO30BOi
KphILLIEYKO u MapKUPOBKOH
yepHoro uBera «OMEZ» Ha obeunx
qacTsx  kancynel.  Comepxkrmoe
KancyJ1 — rpaHynbl 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. /
Teepasie JKellaTUHOBLIS [po3payHbIe
Kamcynmel  pasMepa 2 ¢ OecUBETHBIM
KOpITyCOM, po30BOW KPBIIUEYKOiT "
MapkupoBKoil yepHoro ngera «OMEZ» Ha
0benx yacTax karcynsl. CouepX Moe Kamncy
— rpaHyJel 6€J0T0 WITH MOYTH OeNIoTo 1IBETA.

Identification / IlogtMHHOCTD

2a)

By UV /V®-
crniekTpodoToMeTpHs

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@ - cnexkrpbl TOTTONICHUS pPacTBOPOB
mnpenapara W CTaH@apTHOTO  ofpasma
oMemnpazona B obmactu oT 230 mo 350 HM
IO/DKHBI UMETh MAaKCHMyMBbI TIpH OXHON W
TOM e JUTWHE BOJHBI.

Remarks : The Product conforms to ND/
Ipumevanne: [ponykr cooTBercTBYeT TpeboBanuaM HJI

Conclusion : APPROVED /
3axmouenne: OJIOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTUOHKAT AHAJIN3A

|Product: Omez (Omeprazole), capsules 20 mg_

l'lp;uyKTT Owmes3® (oMenpazon), KamcyJIbl 20 mr

Batch No. / Cepus Ne: B2200398 Batch Quantity / O6bem
i cepun: 2000000 NO ~
AR No / Ananutnyecknii ordet No: Date of Analysis / laTa

aHaJju3a:  08-02-2022

12002FP22000232

NTg. Date: / laTa npoH3BoACTRA:

01/2022

12/2024

Date of Expiry / T'ogen go:

| Analysis performed according ND / Ananus nposenen o HJL: 11 N015479/01-12112¢0

Ne Test / lloka3aTean Result / PesyansTaTnl Specification / Hopma

2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CooTBeTCTBYET TpeOOBaAHHAM chromatogram of test solution should
BYKX i correspond to the retention time of main peak
CBAXX/BCIKX in the chromatogram of omeprazole reference

standard solution (section "Assay"). /

Bpemst ynepkHBaHWS OCHOBHOT'O TNHKA HAa
XpoMarorpaMMe  WCIIBITYEMOTO  pacTBopa
JIOTDKHO COOTBETCTBOBATD BpPEMEeHH
YACPKUBAHWSA OCHOBHOTO MUKa  Ha
XpoMaTorpaMMe  pacTBopa CTaHIapTHOro
obpazma oMmemnpazona (pazmen
«KonuyectBeHHOE ONpeIENEHUE ).

3 | Average net fill weight
/ Cpennsisi Macca
COAEPIKIUMOr0 KamcyJi

269.4 mg /269,4 Mr

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

4 | Water/Bonaa

1.0% w/w / 1,0%

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

5 | Uniformity of dosage
units / QoHopoaHocTL
03UPOBAHUSA

25725

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

[MTokazarens npuemneMoctu (AV) nomkeH
OBITH MeHee Wi paBeH 15,0.

6 | Dissolution /
PacTtBopenue

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

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

In 0.1 M hydrochloric acid solution - not
more than 10 % of C7HoN305S
(omeprazole) is dissolved after 2 h /

B 0,1 M pacTtBope X10pHCTOBOAOPOAHOM
KNCTOTH] - He Gonee 10 % C;7HoN3O;5S
(omenpazon) gepes 2 U.

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

B 6ydepe pH 6,8 - He menee 75 % (Q)
C17HsN305S (omenpazon) gepes

30 mMun.

Remarks : The Product conforms to ND/
IMpyumeyanue: [TpoaykT cooTBeTCTBYET TpeboBaHusaM HJI

Conclusion : APPROVED /
3akarouenue: OJOBPEHO
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Printed Date
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTHO®HUKAT AHAJIN3A

r_I_’l:o_duct: Omez (Omeprazole), capsules 20 mg

HpO_JIyKT: Ome3® (oMerpaszon), KarcyJibl g_(_l Mr

Batch No. / Cepus Ne:

B2200398

Batch Quantity / O6nem
Cepun: 2000000 NO -

_AR No / AHannTuuecKkuit oTdeT No:
2002FP22000232

Date of Analysis / laTa
anaausza: 08-02-2022

Mfg. Date: / JlaTa NpoH3BOACTBA:

01/2022

12/2024

Date of Expiry / T'oaen go:

Analysis performed according ND / Ananus npoeeact no HJI: IT N015479/01-121120

Ne Test / [lokasatean Result / Pe3yabTaThl Specification / Hopma

7 | Related substances / ITocToponHue npumMecn
Any individual 0.05% /0,05% Not more than 0.5 %. /
unidentified impurity / He 6onee 0,5 %

JIro6ag eqnHAYHAS

HeuneHTU QUIIPOBaHHA

s IPUMECH

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

8 | Assay/ 20.2 mg /20,2 Mr 180mg to 220 mg of C;H;oN;0;S
KosinyecTBenHoe (101.2%/101,2%) (omeprazole) in capsule (90.0 to 110.0 % of
onpeaeaeHue label claim). /

Or 18,0 mr mo 22,0 mr C;;H;oN;05S
(omenpazon) B xarcyne (ot 90,0 mo 110,0 %
OT HOMWHAJIBHOTO COAEPKaHH).

9 | Microbial limits / Mukpo6noaoruveckast UMcToTA

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
Oo1ee yrcno aIpoOHbIX

MHUKPOOPTaHU3MOB
b) Total Combined Less than 10 CFU/g / Not more than 100 CFU/g /
Yeasts and Mould Count | Mence 10 KOE/r He 6onee 100 KOE/r
Ob1mee uncno
JPOMOKEBBIX U
NJECHEBBIX TPUOOB
c) E. coli Absentinl g/ Absentin 1 g/
OrtcyterByerB I T OrcytetBUe B 1
10 | Packaging / Ynaxoska | 10 capsules in an aluminum strip. . . .
3 strips and patient information 10, [capsiiies] in " alum.mum SIEPa OF
; PA/AL/PVC // aluminum blister. 3 strips or
fcaflse lin wa featon jpack. 7 ov 0 blisters and patient information leaflet in
KallCyl B AalllOMMHHEBOM CTpPHITE. 3 blisters and p 4
o' 8 GrpHna 'c MECEYEAC/TD carton pack. / TTo 10 xancyn B alFOMMHHEBOM
crpure win B [TA/AJI/TIBX // amoMuHHEBOM
MPUMEHCHHIO B NTATKY KAPTOHHYIO. | & rerepe. TIo 3 cTpuma win mo 3 Gt
p P JHCTEpa C
VHCTPYKLMEl 10 NpUMEHeHWI0 B Mayky
KapTOHHYIO.

Remarks : The Product conforms to ND/
IIpumeuanne: IIponykT coorBeTcTBYET TpeboBaHusM HT

Conclusion : APPROVED /
3axkmouenue: OTOGPEHO
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CERTIFICATE OF ANALYSIS
CEPTUHOHUKAT AHAJIN3A

Incontrolled Copy

1

L

_l’_ro_duct: Omez (Omeprazole), caps;les 20 mg

Batch No. / Cepus Ne: B2200398

Batch Quantity / O6bem
CepHM: 2000000 NO

_AR No / AvaautHuecknii oruer No:
2002FP22000232

Date of Analysis / laTa
aHaqu3a: 08-02-2022

Mfg. Date: / laTa npon3BoacTea: 01/2022

Date of Expiry / Togen go:
12/2024

Analysis performed according ND / Ananaus nposenen mo HJ: TI N015479/01-121120

Ne Test / HokasaTeanb

Result / PesynbTaTshl

Specification / Hopma

11 | Labeling /
MapxurpoBka

According to ND / B cootsercTenu ¢ HJI

12 | Storage conditions /
YcaoBuA XpaHEeHUd

At temperature below 25 °C. / TIpu Temnepatype He Britue 25 °C.

13 | Shelf life / Cpok
TOHOCTH

3 years / 3 rona

Remarks : The Product conforms to ND/

ITpumeuanue: IIponykT cooTBeTCTBYET TpeboBanusam HJL

Conclusion : APPROVED /
3akawuenne: OJOBPEHO

WI-GLOB-QA-0669-1.0

Printed By: K Narayana Swamy
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Mpoaykt: OMe3® (oMeTIpa3on), Kancyb! 20 mr ]
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