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CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIN3A

|Product: Omez (Omeprazole), capsules 20 mg

__I"pOHyKT: Owmes® (omeripason), KaricyJibi 2_er

Batch No. / Cepust Ne:

B2201050
cepum:

AR No / Ananurnyeckull oTueT Ne:
2002FP22000731

|aHaau3a;

Batch Quantity / O6bem

2000000 NO

Date of Analysis / JlaTa

11-04-2022

Mfg. Date: / /laTa npon3BoacTea:

03/2022

02/2025

Date of Expiry / T'ogen go:

Analysis performed according ND / Anaaus nporenen mo HT: T1 NO015479/01-121120

Ne

T(gtTHOKa3aTeﬂb

Result / PesyabTathl

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. /

Teepmeie JKEJIaTUHOBLIC
TIPO3pavHbBle Karcylrsl pazmepa 2 ¢
OecuBeTHBHIM KOPITYCOM, PO30BOIf
KpbIIIEYKOH W MapKUPOBKOM
gepHoro 1Beta «OMEZ» Ha 06enx
yactax  karcynel.  ComepikiMoe
KarcyJ — rpaHyJibl 6enoro Ugera.

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 JeJTATHHOBEIC MIpo3pavHbIe
Kancyymel  pasMepa 2 ¢ OecUBETHBIM
KOPIYCOM,  pO30BOH  KpBIIEYKOW M
MapkupoBkoit depHoro usera «OMEZ» Ha
06enx yacTax karcyibel. CogepxuMoe Karcyst
— rpadynibl 6eJoro WiIn nouTH 6ey1oro LBETa.

Identification / TlogaunHocTh

2a)

By UV/Vo-
crnekTpohoToMeTpHs

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. /

V® - cCrexkTpbl TOTJIOWIEHUS pPacTBOPOB
npeliapata W CTaHgapTHoro  ofOpasua
oMenpaszona B obnactu ot 230 no 350 HM
JIONIKHb! UMETh MaKCUMYMBI TIpH OOHOW M
TOM e JUTNHE BOJHEI.

Remarks : The Product conforms to ND/
Ipumeyanue: IponykT cooTBercTBYET TpeboBanuam HJI

Conclusion : APPROVED /
3akmouenue: QJIOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A

‘Eroduct: Omez (Omeprazole), capsules 20 mg
Batch No. / Cepus No: B2201050

IpoaykT: Ome3® (omernpason), KarncyJisl 2_£_)_Mr
Batch Quantity / O6sem
|cepum: 2000000 NO

AR No / Ananutuueckuii oruer No:
2002FP22000731

Date of Analysis / JlaTa
anaanza:  11-04-2022

Mfg. Date: / Jlata npon3BoacTBA; 03/2022 Date of Expiry / I'ogen go:

02/2025

Analysis performed according ND / Ananus nposeaex mo HI: TT N015479/01-121120

B3XKX v
CBOXX/BCXX

Ne Test / [Toka3aTenn Result / PesyabTaThl Specification / Hopma
2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CooTBeTCTBYeT TpeGoBaHMAM chromatogram of test solution should

correspond to the retention time of main peak
in the chromatogram of omeprazole reference
standard solution (section "Assay"). /

BpeMst yoep)KWBaHHA OCHOBHOTO TIMKAa Ha
XpoMmaTorpaMMe  MCIBITYEMOTO  pacTBopa
ZIOTKHO COOTBETCTBOBATh BpeMeHH
yAep)KHBaHWs OCHOBHOTO mMka  Ha
XpomatorpaMMe pacTBOpa CTaHAAPTHOTO
obpasua oMernpasona (paznen
«Konn4yecTBEHHOE OTIPENENEHUED ).

/ Cpeansis Macca
COIePXKHUMOT0 KaTICy i

3 | Average net fill weight | 269.2 mg/269,2 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 /Boaa 1.0% w/w / 1,0% Not more than 3.0% /

He 6omnee 3,0 %

5 | Uniformity of dosage 49/49
units / OqHopoaHoOCTB

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

95%, 95%

J03UPOBAHUS IMTokazatens npuemineMocTi (AV) nomkeH
OBITE MeHee UMM paBeH 15,0.
6 | Dissolution / 0%, 0%, 0%, 0%, 0%, 0% In 0.1 M hydrochloric acid solution - not
PactBopenne more than 10 % of C;;H,oN3;05S

(omeprazole) is dissolved after 2 h /

B 0,1 M pacrtBope xnopHcTOBOJOPOAHOM
KUcIOTHI - He 6omee 10 % C7H oN503S
(omermpazon) yepes 2 u.

95%, 94%, 96%, 95%, In pH 6.8 buffer - not less than 75 % (Q) of

C7HsN;05S (omeprazole) is dissolved after
30 min/

B 6ydepe pH 6,8 - ne Menee 75 % (Q)
C7H9N30;S (omemnpazon) uepes

30 MuH.,

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Mpumeuanne: [Iponykt cooTBeTcTBYET Tpebosanusm HJL 3axawouenne: OJIOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHATTU3A

Fgroduct: Omez (Omeprazole). capsules 20 mg

Hpoaykr: Owme3® (oMenpasodr), KarncyJsl 20_ M )

Batch No. / Cepust Ne: B2201050

Batch Quantity / O6sem

- cepum: 2000000 NO
AR No / Ananurnyecknii orget Ne: Date of Analysis / IaTa
12002FP22000731 |anaamsa:  11-04-2022 o
Mfg. Date: / [laTa npon3R/IcTRA: 03/2022 Date of Expiry / I'ogen go:
02/2025

Analysis performed according ND / Anasns npogenen no H/I: T1 N015479/01-121120

Ne Test / Hokasarenb

Result / Pe3syabTaTnl

Specification / Hopma

7 | Related substances / [locToponnne npumecu

Any individual 0.05% /0,05%
unidentified impurity /
JIrobas equHUYHAS

Heu enTUGHUIPOBAHHA

s IpUMech

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

Total impurities / 0.1%/0,1%

Cymma npuMecein

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

8 | Assay/ 20.6 mg /20,6 mr
KonnvecrBeHHoe (102.8% / 102,8%)
omnpeJeieHne

18.0 mg to 22.0 mg of C|7H19N303S
(omeprazole) in capsule (90.0 to 110.0 % of
label claim). /
Or 18,0 mr po 22,0 mr Cp;HoN;O05S
(omenpazon) B xancyne (ot 90,0 mo 110,0 %
OT HOMHHAJIEHOTO COIEPXKAHNA).

9 | Microbial limits / MukpoGnoJiorn4eckas YHcToTa

a) Total Aerobic
Microbial Count /
OGiiiee 4uCI0 adpOOHBIX
MHKPOOPTaHHU3MOB

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

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

b) Total Combined
Yeasts and Mould Count
Qo11ee 9nCIo
JIPOKIKEBBIX 1
TUIECHEBBIX I'pHOOB

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

Not more than 100 CFU/g /
He 6oinee 100 KOE/r

¢) E. coli Absentin 1 g/

OrcyteTByeTB 1 T

Absentin 1 g/
OtcyrcTBHE B 1 T

10 | Packaging / YnakoBka

10 capsules in an aluminum strip.

10 capsules in an aluminum strip or

3 strips and patient information
leaflet in a carton pack. / Tlo 10
Kalcysl B AJOMUHHEBOM CTpHIIE.
[lo 3 cTpuna ¢ UHCTPYKLHUEH MO
IPUMEHEHHIO B aYKy KapTOHHYIO.

PA/AL/PVC // aluminum blister. 3 strips or
3 blisters and patient information leaflet in a
carton pack. / Tlo 10 xancyn B anfoMMHHEBOM
crpune unn B ITA/AJI/TIBX // anmroMuHNneBoM
6nucrepe. [o 3 crpuma wnm no 3 6nucTepa ¢
MHCTpYKIME 10 TMpUMEHEHWI0 B TAdKy
KapTOHHYIO.

Remarks : The Product conforms to ND/
Mpumeuanue: [IponykT coorBeTcTBYET TpeboBanusM HJT

Conclusion : APPROVED /
3axmouenue: OJOBPEHO
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Copy

Uncontrolled |

CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJHN3A

Product: Omez (Omeprazole), capsules_26 mé

' -HpOIlyKT: Owmes® (omempason), kancynsi 20 mr

Batch No. / Cepust Ne:

B2201050

Batch Quantity / O6bem
|cepun: 2000000 NO

AR No / Anaaurudecknii oruet Ne:
2002FP22000731

Date of Analysis / laTa
anaamza:  11-04-2022

02/2025

Mfg. Date: / JlaTta nponsBoacTBa: 03/2022 Date of Expiry / Toaen no:

Analysis perfor;ned accoﬁng ND / Anasaus nuposeges no HA: T N015479/01-121120

Ne Test / IlokazaTesan Result / PesyabTaThl Specification / Hopma
11 | Labeling / According to ND / B cootBetcTBHE ¢ HJ
MapkupoBka
12 | Storage conditions / At temperature below 25 °C. / TTpu Temmiepatype He Boiie 25 °C.
YcsioBHSI XpaHeHUs
13 | Shelf life / Cpox 3 years / 3 ropa
rOAHOCTH

Remarks : The Product conforms to ND/

IMpumeuanne: [Iponykr coorBeTcTBYET TpeboBaHnaM HJI

Conclusion : APPROVED /
3axkmouenue: OJOBPEHO
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