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NPoN3BOACTBA: - ) L
Analysis performed according ND / Auaaus nposeaen mo HJI;

Product: Omez (Omeprazole), capsglg:s_20_m_g;___ |Hpoayxkr: Ome3® (omerpason), kancyabl 20 mr

Batch No / Cepust Ne: B2100401 Batch Quantity / Odvem 2000000 No
B B cepuu: - -

AR No / Ananutungeckuii oruer Ne: 2002FP21000286 Date of Analysis / larta 09/02/2021

- - aHaJH3a:

Date of M{g / laTa 01/2021 Date of Expiry / I'omen po: 12/2023

I1 NO15479/01-260617 (amend Ne 1 from 07.08.2018 /usm.Ne 1 or 07.08.2018)

Cootsercryer TpeboBatusM

N Test / Ilokasarenn Result/ Pesyabratn _Speciﬁcation / Hopma
1 | Description/ [ Complies as prescribed "2' size hard gelatin capsules with colorless
Onncaune transparent body and pink colored transparent

cap having black "OMEZ" imprinting on both
body and cap with double locking system.
Capsule content - white to off-white splierical
pellets.

Tepable xenaTHHOBLIE MpPO3pPayYHblE Karcyllbl
pasmepa «2» ¢ 6ecuBeTHBIM  KOPIYCOM,
PO30BOI KPbILIEUKOH, MapKUPOBKOH YepHoro
useta «OMEZ» Ha obeux 4actax kancyibl.
Conepxxnmoe Kancyn —~ rpanyisl 06e10ro uin
noytu 6enoro ugera.

2 Ide_rltiﬁcation / IloginHHOCTD

2a) | By UV / Y®-cnekrpo- Complies as prescribed/
(potomerpus CooteeTcTByeT TPeBOBaAHUAM

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& - cnekTpbl Moriouieluds  pacTBOPOB
npenapara W craujapriHoro  obpasua
omenpasona B obmactu or 230 go 350 num
AONKHLI MMETL MAKCHMYMbI NIPH OAHOH 1 TOI
HEC UIHIIE BOJIHBL,

Remarks : The Product conforms to ND/
Hpameuanne: [pojykT coorsetcTByeT TpeGosanusm HJT

Conclusion : APPROVED /
Jakiaoueune: OJOGPEHO

Analyst / Checked by /

ITpoeneno: (%L I1poseperio:

Approved by QA In-Charge /
Jokyment ogobpen OOK: %

Date / iata: 10/02/2021 Date / HQata: 10/02/2021

Date / Jlata: 10/02/2021
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Product: Omez (Omeprazole), capsules 20 mg MpoaykT: Ome3® (omenpason), Kancyn bl 20 Mr
Batch No / Cepust No: B2100401 ‘Batch Quantity / O6sem 2000000 No
- " |cepin: -
AR No / Ananuriyecknii oraer Ne: 2002FP21000286 Date of Analysis / laTa 09/02/2021
- ] - lamanusa: -
Date of Mfg / JlaTta 01/2021 [Date of Expiry / Tonen go: 12/2023
HPON3BOJICTRA; I
Analysis performed according ND / Auaauns nposeaen no HJ1:
[1NO15479/01-260617 (amend Ne 1 from 07.08.2018 /uzm.Ne 1 ot 07.08.2018) -
No Test / [Tokazarean Result / PesyabTarn Specification / Hopma
2b) | By HPLC/ B2XX Complies as prescribed/ The retention time of main peak in the
CooreerctByer TpeboBanusm | chromatogram  of  test  solution  should
correspond to the retention time of main peak
in the chromatogram of omeprazole reference
standard solution, as obtained in Assay. /
Bpems ynepxuBaHus OCHOBHOIO nukKa Ha
XpomarorpaMme  HCMLITYEMOTr0  pacTBopa
AOMKHO COOTBETCTBOBATD BpEeMEHH
yAepXKUBaHuUs OCHOBHOTO nuka Ha
XpomaTorpaMMe  pacTBopa  CTaHAapTHOIrO
obpasua omenpasona.
3 | Average net fill weight | 269.7 mg/ 269,7 mr 270.0 mg + 5.0% (Between 256.5 mg and
/ Cpeausisa macca 283.5 mg) /
COAEPRHMOro Kancy.J 270 mr = 5,0% (256,5 mr - 283,5 mr)
4 | Water / Boaa 1.3 %w/w /1,3 % Not more than 3.0% /
He 6onee 3,0 %
5 | Dissolution / 0%, 4%, 2%, In 0.1 M hydrochloric acid solution - not more
Pacreopenne 0%. 0%, 1% tl?an 10 % of C17H9N303S (omeprazole) is
dissolved after 2 1./
B 0,1 M pacrsope xJ0pucTOBOAOPOAIION
KHucoTh - He Gonee 10 % C7H19N30;5S
(omenpason) uepes 2 u.
93%, 94%, 93%, In pH 6.8 buffer - not less than 75 %% (Q) of
92%. 92%, 95% C|7H'|<>N303$ (omeprazole) is dissolved after 4
30 min./ :
B 6ydepe pll 6,8 - ne menee 75 % (Q)
Ci7H19N3OsS (omenpaszon) uepes 30 auH.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeuanne: Ipoaykr coorsercriyer Tpebosannsam HJJ 3akmoucune: OJJOBPEHO
Analyst / Checked by / Approved by QA In-Charge /
[1poseneno: Q&;e poBepeHo: % JokymenT onobpen OOK: M
[ 1
Date / ara: 10/02/2021 Date / Oara: 10/02/2021 Date / ara: 10/02/2021 ]
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[Product: Omez (Omeprazole), capsules 20 mg _|ITpoaykT: Omes® (omenpason), kancynpt 20 Mr
Batch No / Cepus Ne: B210040] Batch Quantity / O6bem 2000000 No
cepuu: -

AR No / Anasurngecknii oryer Ne: 2002FP21000286 Date of Analysis / laTa 09/02/2021

o amajaMsa:
Date of Mfg / TaTa 01/2021 Date of Expiry / T'ogen go: 12/2023
MPOI3BOACTBA: 1 -
Analysis performed according ND / Ananus nposeacn no HJ:
1T NO15479/01-260617 (amend Ne 1 from 07.08.2018 /u3m.Ne 1 or 07.08.2018)

Ne | Test/ oxasarens Result / Pesyabrars: Specification / HO[)M;
6 | Related substances / Iloctoponnue npumczu_ - -

Any individual 0.03% /0,03% Not more than 0.5 %. /

unidentified impurity / He 6onee 0,5 %

Jliobas enuunyHas

HeuaeHTHGHUHpPOBaHHA

51 IPUMECh

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

Cymma npumecei He 6onee 2,0 %

7 | Microbial limits / MukpoGuonorudeckas uncrora

| 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
Obuee yncno aspobHbIX
MUKPOOPraHU3MOB
b) Total Combined Less than 10 CFU/ g/ Not more than 100 CFU/g/
Yeasts and Mould Count He 6onee 100 KOE/ r

Ob6uiee yueno Menee 10 KOE/ rl

JPOAOKEBLIX U
NNECHEBbIX rpudoB

?) E. coli R Absentin | g/ Absentin 1 g/
Orcyrcreyer B [ OtcyrctBHe B 1 1
8 Uniformit):)f dosage 29/29 _Acceptance value (AV) should be not more
units / Oamopomiocr, than 15.0/
posnpoBanns [Moxasarens npuemnenoct (AV) noken

ObITh He bonee 15,0

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeuanne: INpoaykr coorsercTyeT Tpebopanmsm HJJ 3akniouenc: OJOBPEHO
Analyst / Checked by / Approved by QA In-Charge /
[TpoBeneHo: [Tposepeno: /éy HoxymeHT onobpen OOK:

- M
Date / Hara: 10/02/2021 Date / Hara: 10/02/2021 Date / laTa: 10/02/2021 il |
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Eruducl?()mez (Omeprazole), capsules 20 mg [Mpoaykr: Omes® (omenpason), Karcynut 20 mr
Batch No / Cepust Ne: B2100401 Batch Quantity / O6bem 2000000 No
I B - |cepun: -
AR No/ Anasnrnaeckuii oruer Ne: 2002FFP21000286 Date of Analysis / TaTa 09/02/2021
- aHanau3a: o
Date of Mfg / HaTa 01/2021 Date of Expiry / Topen mo: 12/2023
IPOH3BOACTBA: - - - -
Analysis performed according ND / Ananus nposeaen no HJI:
[1 NO15479/01-260617 (amend Ne 1 from 07.08.2018 /usm.Ne 1 ot 07.08.2018)
Ne Test/ IlokasaTen " Result/ PesyabraThl : Specification / Hopma
9 | Assay/ 120.2 mg (101.2%) / 18.0mg to 220 mg of CuHeNOsS |
Y - 4 0
Koanuccrsennoe 20,2 mr (101,2%) (omeprazole) in capsule.(Q0.0 to 110.0% of
onpcacecHiie label claim). /
Or 18,0 mr no 22,0 wmr CpHpyN;O;S
(omemnpazon) B kancyne (o1 90,0 no 110,0 % ot
HOMHHANBLHOIO COAEPKAHHST).
10 | Packaging/ Ynakoska | Package / VYnakoBka - 10 Package / VYmnakomka - 10 apsules in an
capsules in an aluminum strip. | aluminum strip or (PA/AL/PVC) / aluminum
3 strips and patient information | blister. 3 strips or 3 blisters and patient
leaflet in a carton pack. /TTo 10 | information leaflet in a carton pack./ o 10
Kancyn B aNlOMHHWEBOM | Kancyl B allOMHHHEBOM CTPWIE WNH B
crpune. Ilo 3 crpuna c | [TA/AJI/TIBX // amomunuesom 6aucrepe. [To 3
WHCTPYKUMCH O NPMMEHEHHIO | cTpulia WK no 3 GnucTepa ¢ UHCTpYKUMed no
B MAYKY KAPTOHHYIO. MPUMEHEHHIO B [1AUKY KAPTOHHYIO.
11 Labeling / According to ND / B cootserctauu ¢ HJJ
Mapkuposka
N §’torage COnditionsi] Al temperature below 25 °C. / [Tpn Temnepatype ne Boiwe 25 °C.
CAOBNA XpAHEHIIn
13 | Shelf life/ Cpoxk 3 years /3 rona
roAoOCTH

Remarks : The Product conforms to ND/
Hpumeuanne: [poaysr coorsercrayer Tpebopanusam HJL

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Analyst /
[TpoBeneno:

i

Checked by /
[IpoBepeHo:

&

Approved by QA In-Charge /
Hokyment onobpen OOK: %

Date / dara: 10/02/2021

Date / Hara: 10/02/2021

1

Date / lata: 10/02/2021
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