Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIH3A

Product: Omez (Omeprazole), capsul(; ZO_mg

IMpoaykT: OMe3® (omenpazon), kKancyibl 20 mr

Batch No. / Cepna Ne:

B2102329

CepHH:

Batch Quantity / O6bem

1970000 NO

AR No / AHaauTHYeCKNii oTdeT No:
2002FP21001475

Date of Analysis / laTa
aHajusa:

14-07-2021

Mfg. Date: / laTa npou3BoacTBa:

06/2021

05/2024

Date of Expiry / Topen no:

| Analysis performed according ND / Anasnns nposeaen mo H/I: T1 N015479/01-121120

Ne

Test / IToka3zareanb

Result / PesyabTaThl

Specification / Hopma

1

Description /
Onucanue

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

Teepasie KETaTUHOBLIE
Npo3payHble Kamncyybl pasmepa 2 ¢
OecIBETHEIM  KOPITYCOM, PO30BOi
KPBIIIEYKOi 1 MapKUpOBKO#
yeproro usera «OMEZ» wa 06enx
yacTax  Karcynol.  Comepxumoe
Karncyya — rpaHyibl 6enoro 1pera.

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. /
Teepabie JKENATUHOBbIC npo3payHbie
Kamcyyel  pasmepa 2 ¢ OeCHBETHLIM
KOPTTyCOM,  pO30BOM  KpBIleuko#t W
mMapkupoBkoil uepHoro neera «OMEZ» Ha
06ewx yactax karcymsl. ColiepXuMoe Karcym
— rpaHyIsl 6enoro unu noutu 6enoro uBeTa.

Identification / TloanuuHoCTL

2a)

By UV /Y-
CTIeKTPO(hOTOMETPHS

Complies as prescribed/
CooTBeTCTBYET TpeOOBAHUSM

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® - crnexrpbl NOCJOLIEHUS pacTBOPOB
npenapata W CTaHAapTHoro  obpasua
oMenpazona B obmacty oT 230 g0 350 um
IOJDKHBI UMETh MaKCUMyMbBl TpH OFHOH W
TOM K& IUTHHE BOJTHEI.

Remarks : The Product conforms to ND/
Tpumeuanne: [TpoaykT coorBeTcTBYET TpebosanuaM HJL

Conclusion : APPROVED /
3akmouenne: OJIOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIN3A

}r—oduct: Omez ( Ome_prazole),apsules 20 mg

MpoaykT: Omez® (omenpa_:-zon), KancyJbl 2_0 M

Batch No. / Cepns Ne: B2102329

Batch Quantity / O6bem

- cepun: 1970000 NO

AR No / AHanaTH4eckmii oTget No: Date of Analysis / laTa

2002FP21001475 anaausa:  14-07-2021

Mfg. Date: / Jlata nipou3BoAcTBa: 06/2021 Date of Expiry / I'onen no:
05/2024

Analysis performed according ND / Ananus nposenen mo H/{: Tl N015479/01-121120

Ne Test / okaszarenn
2b) | By HPLC Or
UPLC/UFLC
B2XX numu
CBDOXX/BCXKX

Result / PeyabsTaTsl

Complies as prescribed/
CooTBeTcTBYeT TpeboBaHUIM

Specification / Hopma

chromatogram of test solution

standard solution (section "Assay"). /

XpOMaTorpaMMe  HCITbITYEMOTO
JIOJIKHO COOTBETCTBOBATE
YAEpPKUBaHMS OCHOBHOTO T1Ka
XpoMaTorpaMMe  pacTBopa
obpasua omMenpasosna
«KonnuecTtBeHHOE onpene/IeHHE ).

The retention time of main peak in the

should
correspond to the retention time of main peak
in the chromatogram of omeprazole reference

Bpems ynepiuBaHUs OCHOBHOIO nMKa Ha
pacTBopa
BpEMeEHH

Ha

CTaHAAPTHOTO
(pa3nen

3 | Average net fill weight
/ CpeaHsist Macca
COMEPKUMOTO KATICY.T

266.2 mg / 266,2 Mr

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

270.0 mg + 5.0 % (Between 256.5 mg and

4 | Water / Boaa

1.4% wiw / 1,4%

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

5 | Uniformity of dosage 32732
units / OgHopoaHOCTH

AO3UPOBAHHSA

equal to 15.0. /

OBITH McHee uin pased 15,0.

ITokazarens npuemnemocTu (AV) nomkeH

Acceptance value (AV) should be less than or

6 | Dissolution /
PacTBOpeHue

2%, 0%, 0%, 0%, 1%, 0%

95%, 98%, 93%, 92%, 92%, 92%

more than 10 % of C,7HN;O;S
(omeprazole) is dissolved after 2 h /

(omenpaszon) uepes 2 u.

30 min /

B 6ydepe pH 6,8 - He menee 75 % (Q)
C17H9N30;S (omenpazon) yepes

30 MuH.

In 0.1 M hydrochloric acid solution - not

B 0,1 M pacTBope XJI10pHCTOBOAOPOAHOM
KucIoThl - He 6omee 10 % C,;HyN;0;S

In pH 6.8 buffer - not less than 75 % (Q) of
C7H9N;303S (omeprazole) is dissolved after

Remarks : The Product conforms to ND/

[Ipumeyanne: [TponykT cooTseTcTRYET Tpebosannsm HIL

Conclusion : APPROVED /
3akaouenue: OJOBPEHO

Printed By: Krishnamohan Gunturu

Printed Date & Time (IST):
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIH3A

froduct: Omez (_Omeprazo]e), capsules 20 mg

HPOEKT_: Omes® (omenpason), kKancynsl Z_Q_Mr

Batch No. / Cepusn Ne:

B2102329

CepPHH:

Batch Quantity / O6nem

1970000 NO

.AR No / AHaanTHueckuit oTder Ne:
2002FP21001475

Mfg. Date: / /lata npon3BoacTBa:

06/2021

05/2024

Date of Analysis / laTa
amaausa: 14-07-2021
Date of Expiry / 'opgen go:

Analysis performed according ND / Ananus nposegen mo HJL: T1 N015479/01-121120

3 strips and patient information
leaflet in a carton pack. / Tlo 10
Karcyn B aTIOMHHHCBOM CTPHITC.
TTo 3 cTpuma c WHCTpyKOWEH 1o
MPUMEHEHHUIO B TTAUKY KapTOHHYIO,

No Test / ITokaszarean Result / PesyabTaTbl Specification / Hopma

7 | Related substances / H_oém[ﬁmue_ n_pumecu
Any individual 0.02%/0,02% Not more than 0.5 %. /
unidentified impurity / He 6onee 0,5 %

JIrobas enuHNYHAS

HenneHTHHIMpoRaHHA

s IPUMech

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

8 | Assay/ 20.0 mg / 20,0 Mr 180mg to 22.0 mg of C;H;N;05S
KoauuyecTBeHHOE (100.0% / 100,0%) (omeprazole) in capsule (90.0 to 110.0 % of
onpeesieHne label claim). /

Or 18,0 wmr mo 22,0 mr C;HN;O;S
(omenpazon) B karcyne (ot 90,0 mo 110,0 %
OT HOMHHANILHOTO COAEPIKaHN).

9 | Microbial limits / MukpoGuoiornyeckasi 4HCTOTA

a) Total Aerobic | Less than 10 CF_ﬁ/g /- Not more than 1000 CFU/g /
Microbial Count / Memnee 10 KOE/r He 6onee 1000 KOE/r
O61ee 9ucio aspoOHBIX

MUKPOOPraHu3MOB
b) Total Combined Less than 10 CFU/g / Not more than 100 CFU/g /
Yeasts and Mould Count /| Menee 10 KOE/r He 6onee 100 KOE/r
Ob1uee wwcno
JIPOSCKEBRIX U
TUIECHEBBIX TPUOOB - -
¢) E. coli Absentin 1 g/ Absentin 1 g/
OtcyrcTByerB I T OrcyTcTBHE R 1 T
10 | Packaging / Ynakosxka | 10 capsules in an aluminum strip.

10 capsules in an aluminum strip or
PA/AL/PVC // aluminum blister. 3 strips or
3 blisters and patient information leaflet in a
carton pack. / Tlo 10 kancyn B aliOMAHUEBOM
crpure uni B [TA/AJI/IIBX // anroMMHUEBOM
6nucrepe. Ilo 3 crpuna nnu no 3 Gnucrepa c
VHCTPYKIOMEH 10 TPHMEHEHUI0 B ITauKy
KapTOHHYIO.

Remarks : The Product conforms to ND/
Mpumeuanne: ITponykt coorsercTByeT Tpebosanusm HJI

Conclusion : APPROVED /
3axkmwuenne: OJJOBPEHO

Printed By: Krishnamohan Gunturu
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A

Product: Omez (Omeprazole), capsules 20 mg IpoaykT: OMe3® (oMenpaszon), KancyJbl 20 mr
Batch No. / Cepus Ne: B2102329 Batch Quantity / O6bem

cepum: 1970000 NO
AR No / AHaquTHYIecKHH oTyeT No: Date of Analysis / laTta
2002FP21001475 aHaauza: 14-07-2021 B
Mf{g, Date: / JlaTa npon3BoAcTBAa: 06/2021 Date of Expiry / 'onen go:

05/2024

Analysis performed according ND / Ananu3s nposeged mo H/I: T1 N015479/01-121120

Ne Test / IloxazaTeanb Result / PesyasTaThi Specification / Hopma
11 Labeling / According to ND / B cootserctBun ¢ HJ B

Mapkuposka

12| Storage conditions / At temperature below 25 °C. / TTpu Temnepatype He Bhiute 25 °C.
YcaoBusi XpaHeHHs

13 | Shelf life / Cpok 3 years / 3 rona
TOAHOCTH

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

Ipumeyanue: ITponykT coorBeTcTBYET Tpebosanusm HII 3axmouenune: OJJOBPEHO
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