Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIM3A
Product: Omez (Omeprazole), capsules 20 mg Mponykr: OMe3® (oMenpazon), kancysibl 20 Mr
Batch No. / Cepus Ne: B2201546 Batch Quantity / O6bem
|cepum: ~ 2000000 NO
AR No / AHanuTndeckuii orver Ne: Date of Analysis / JaTa -
2002FP22000995 anaamsa: 16-05-2022
Mfg. Date: / JaTa npon3BoacTBa: 04/2022 Date of Expiry / Togen 1o:
03/2025

Analysis performed_according ND / AHanu3 mposejie no HL: 11 N015479/01-121120

Ne

Test / Iloka3zaTeanb

Result / Pe3yabTaThl

Specification / Hopma

1

Description /
OnucaHue

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. /

Teepable KeaTUHOBBIE
Mpo3pavudble Karncynsl pa3Mepa 2 ¢
GECLBETHBIM  KOPITYCOM, PO30BOIA
KpbILIEYKOH u MapKUpPOBKOIA
yepHoro usera «OMEZ» Ha obenx
yacTsax  kancynsi.  ComepxnmMoe
KaIcyJ — rpaHyiibl 6enoro nBera.

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. /
Trepmsie *KeJlaTHHOBEIE TIpO3payHbIe
Kancynel pasMepa 2 C  OeciBeTHBIM
KOpILYCOM, pO30BOit KpBILLIEYKO v
MapkupoBkoii gepHoro msera «OMEZ» nHa
o6enx yacTsx karncyibl. ComepXkiMoe Karcyi
— rpanyJbl Geioro WK o4ty 6enoro 1Bera.

Identification / TloamuHHOCTL

2a)

By UV /V®-
criekTpodoTOMETpUS

Complies as prescribed/
Co0TBeTCTBYET TPeOOBAHHAM

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@ - crHekTpbl TMOITOMEHUA pPacTBOPOB
mpemapata W CTaHAapTHoro  obGpasma
oMenpasona B obnactn ot 230 no 350 Hm
JOJDKHBE! MMEeTh MaKCHMyMbI TIpH OJHOW W
TOH ke UIMHE BOJIHBI.

Remarks : The Product conforms to ND/
IMpumeuanne: [ponykt cooTBeTcTByeT TpeboBanuam HJT

Conclusion : APPROVED /
Zaxmwuenne: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHATH3IA

Product: Omez (Omeprazole), capsules 20 mg

MpoaykT: OMe3® (oMenpasor), Karcyisl 20__1\}

Batch No. / Cepust Ne: B2201546

Batch Quantity / O6bem
cepuu: 2000000 NO

AR No / Anaautngecknii otyer No:
2002FP22000995

Date of Analysis / {laTta
anagusa: 16-05-2022

Mfg. Date: / laTa nponsBoAcTBa: 04/2022 Date of Expiry / I'ogen fo:

03/2025

Analysis performed according ND / Anaaus nposegen no HJI: 11 N015479/01-121120

B3XX mnu
CBDOXX/BCXX

Ne Test / Ilokazarenn Result / Pe3yibTaThl Specification / Hopma
2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the |
UPLC/UFLC CooTBeTcTByeT TpeOOBaHHUAM chromatogram of test solution should

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

BpeMsi ymep>KWBaHMsS OCHOBHOTO TIHKAa Ha
XpoMaTOTpaMMe  HCIBITYEMOro  pacTBopa
JOJKHO COOTBETCTBOBATh BpPEMEHH
yIepXUBaHMS ~ OCHOBHOTO  TIMKa  Ha
XpOMaTorpaMMe  pacTBopa  CTaHAApTHOTO
obpasua oMernpazona (pasznen
«Konu4ecTBeHHOE ONPENETICHHED).

/ Cpennsisi Macca
COIePIKHUMOT0 Kamey.

3 | Average net fill weight | 273.1 mg/273,1 Mr 270.0 mg £ 5.0 % (Between 256.5 mg and

283.5mg) /
270,0 mMr £ 5,0 % (256,5 Mr - 283,5 wmr)

4 | Water / Bonxa 1.1 % wiw/1,1% Not more than 3.0% /

He 6onee 3,0 %

5 | Uniformity of dosage 4.0/4,0
units / OaropoanocThL

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

JI03UPOBAHUA Tlokazarens mpremMieMocTH (AV) nomxeH
OBITE MeHee WiTH paBed 15,0.
6 | Dissolution / 2%, 0%, 0%, 1%, 3%, 0% In 0.1 M hydrochloric acid solution - not
PacTBOpeHne more than 10 % of C;;H;9N;05S

(omeprazole) is dissolved after 2h /

B 0,1 M pacTBope XJIOpHCTOBOAOPOAHOM
kxucnotsl - He Gormee 10 % Ci7HoN;05S
(oMempazon) yepes 2 4.

95%, 92%, 95%, 95%, 98%, 91% | In pH 6.8 buffer - not less than 75 % (Q) of

C,7HsN;0;8 (omeprazole) is dissolved after
30 min /

B 6ydepe pH 6,8 - He meHee 75 % (Q)
C7H9N505S (omenpason) uepes

30 MuH.

Remarks : The Product conforms to ND/

Hpumeuanue: [Ipoaykr cooTBeTcTBYET TpeboBaHusaMm HJI Zakmouenne: OJJOGPEHO

Conclusion : APPROVED /
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJTHU3A

Product: Omez (Omeprazole), capsules 20 mg Mpoaykt: Ome3® (omernpaszon), kKarcyiisl 20 mr
Batch No. / Cepust Ne: B2201546 Batch Quantity / O6bem
cepuu: 2000000 NO
AR No / AnaauTudeckuii otaet Ne: Date of Analysis / lata
2002FP22000995 anagmsa: 16-05-2022 |
Mfg. Date: / JlaTa npon3BoacTBa: 04/2022 Date of Expiry / 'oaen no:
03/2025
Analysis performed according ND / Auass nposenen no HJL: TI NO15479/01-121120

Ne Test / Iloxa3aTenan Result / Pe3yabsTaTnbl Specification / Hopma

7 | Related substances / IlocToponHne npumMecu
Any individual 0.04% / 0,04% Not more than 0.5 %. /
unidentified impurity / He 6onee 0,5 %

JIro6asg eqnHUIHAsS

HenJeHTH pHuIpOBaHHa

s TIPUMECH

Total impurities / 0.1%/0,1% Not more than 2.0 % /

CymmMa npumeceit He 6onee 2,0 % _

8 | Assay/ 199 mg/ 19,9 mr 18.0mg to 22.0 mg of C;;H;yN;O58
KonanuecTBeHHOE (99.4% / 99,4%) (omeprazole) in capsule (90.0 to 110.0 % of
onpeaesieHUe label claim). /

Oor 18,0 MI' 10 22,0 MT C|7H19N303S
(omempason) B karncyine (ot 90,0 mo 110,0 %
OT HOMHHAJILHOTO COJIEPKaHMS).

9 | Microbial limits / Mukpo6noJsiornyeckast YHCTOTA

a) Total Aerobic Less than 10 CFU/g / Not more than 1000 CFU/g /
Microbial Count / Memnee 10 KOE/r He 6onee 1000 KOE/r
O61nee YKcio a3pOOHBIX

MHKPOOPTaHH3MOB
b) Total Combined Less than 10 CFU/g / Not more than 100 CFU/g /
Yeasts and Mould Count /| Menee 10 KOE/r He 6omtee 100 KOE/r
O61uee yrcio
IPOOKEBBIX U
TIECHEBBIX TPUOOB
¢) E. coli Absentin 1 g/ Absentin 1 g/
OtcyTcTBYeTB 1 T OtcyTtctBUe B 1 T

10 | Packaging / Ynaxoska | 10 capsules in an aluminum strip. 10 ] . lumi .

3 strips and patient information CAPpSES, il 2 O S'[I‘l'p or
. PA/AL/PVC // aluminum blister. 3 strips or
Igafics in (&) eavton) pacl i IS L0 blisters and patient information leaflet in a

KarcyJl B aJFOMHHWCBOM CTpPHITE. A p
Tlo 3 crpuma ¢ WHCTpYKiHeH Mo carton pack. / ITo 10 kancyn B amloOMUHIEBOM
i = s e crpune win B ITA/AJI/TIBX // anoMuHIEeBOM
prmMe R B IRY SRR TR0z 6aucrtepe. ITo 3 crpuna wmm o 3 6amcTepa ¢
WHCTpyKUMell 10 TIpUMEHEHWI0 B MadKy

KapTOHHYIO.

Remarks : The Product conforms to ND/
Tpumeuanue: [IponyKT cooTBeTCTBYET Tpebopanusam HJI

Conclusion ;: APPROVED /
Sakaouenne: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Product: Omez (Omeprazole), capsules 20 mg TpoaykT: OMe3® (omMenpasoin), KancyJb! 20 Mr
Batch No. / Cepus Ne: B2201546 Batch Quantity / O6bem

- cepun: 2000000 NO
AR No / AHaguTnueckuit order Ne: Date of Analysis / laTa
2002FP22000995 anajgusa: 16-05-2022
Mfg. Date: / laTa nmpoH3BoACTBA: 04/2022 Date of Expiry / T'ogen xo:

03/2025

Analysis performed according ND / Ananus nposeaes wo HA: IT N015479/01-121120

Ycaosust XpaHeHus

Ne Test / ITokazareasn Result / PesyabTaThl Specification / Hopma
11 | Labeling / According to ND / B cootrerctum ¢ HJJ
MapkupoBKka
12 | Storage conditions / At temperature below 25 °C. / TIpn Temneparype He Bbiue 25 °C.

13 | Shelf life / Cpok

TOAHOCTH

3 years / 3 rona

Remarks : The Product conforms to ND/

Ipumevanne: [poaykt coorBercTBYeT TpeboBaHuaM HJI

Conclusion : APPROVED /
Zakmouenne: OJIOBPEHO
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