Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTUODUKAT AHATTH3A

Eod:ct:_Omez (Omeprazole), capsules 20 mg

Mpoaykt: OMes® (omenpasoi), Kancybl 20 mr

Batch No. / Cepust Ne: B2102717 Batch Quantity / Oobem
cepun: 1980000 NO

AR No / Anaaurnuecknii order Ne: Date of Analysis / JlaTa

2002FP21001656 anaamza:  07-08-2021

Mfg. Date: / Jlata NpoH3BOACTBA:

07/2021
06/2024

Date of Expiry / Toxeu no:

| Analysis performed according ND / Ananns nposenen mo HJL: T1 N015479/01-121120

No Test / Tloka3aTenn

1 | Description /
Omucanue

Result / Pesyjibratbl

Specification / Hopma

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. /

Teepasle KETaTHHOBBIE
Mpo3paunble Karcynbl pasmepa 2 ¢
GECUBETHBIM  KOPITYCOM, PO30BOMA
KpBlNEeUKOoi M MapKupoBKOH
aeproro usera «OMEZ» Ha obenx
yactax  karcysiel,  Comepkumoe
Karcyn — rpadyibl 0enoro usera.

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. /

Teepable KENaTUHOBbLIC npo3payHbie
Kancynel  pasmepa 2 € OecuBETHBIM
KOPTTyCOM, PO30BOW KpBIIEeqKOW "

mapkupoBkoil depHoro useta «OMEZ» Ha
obenx vacTsax Karncynel. ComepKuMoe Karcyn
— rpaHyJibl 6€10r0 1K MoYTH 6es10ro LBETa.

2 | Identification / [TloanuAHoOCTL

2a) | By UV / V-

CEKTPOHOTOMETPHS

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® - crekTpbl TOMIOUICHUS pPacTBOPOB
mpenapara W CTamjapTHoro  obpasia
oMenpasoja B obnactu or 230 no 350 um
JOJKHBL VIMETh MAaKCUMYMBI TIPH OIHOW W
TOU e JJTUHE BOJIHDLL.

Remarks : The Product conforms to ND/
Tpumeuanue: [Ipoaykr coorsercTry et TpedoBatnImM /1

Conclusion : APPROVED /
3axmwuenue: OJJOBPEHO

Printed By: Krishnamohan Gunturu

Page 1 of5

Printed Date & Time (IST):

09-08-2021 16:38:49
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CERTIFICATE OF ANALYSIS

CEPTU®HUKAT AHAJIU3A

Product: Omez (Omeprazole), capsules 20 mg MpoaykT: Ome3® (oMemnpazon), Kancynibl 20 mr -
Batch No. / Cepusi Ne: B2102717 Batch Quantity / O6nem

cepan: 1980000 NO
AR No / AHanuTHYeckuii oraer Ne: Date of Analysis / JlaTa
2002FP21001656 ananuza: 07-08-2021 -
Mfg. Date: / JlaTa npousBoacTBa: 07/2021 Date of Expiry / Togen no: -

06/2024

Analysis performed according ND / Ananu3s nposesen no H/L: TI N015479/01-121120

No Test / MoxasaTean Result / PesyabTaThl Specification / Hopma
2b) | By HPLC Or Complies ds prescribed/ The retention time of main peak in (e
UPLC/UFLC CooTBeTcTBYET TPpeBGOBaHUAM chromatogram of test solution should
BOICK 1w F:orrespond to the retention time of main peak
CBOKX/BCIKX in the chroma?ogram o'f omeprazole reference
standard solution (section "Assay"). /
Bpems ynepuBaHHS OCHOBHOI'O MNHKa Ha
XpoOMaTorpaMMe  WCIBITYEMOTO  pacTBopa
JIOTDKHO COOTBETCTBOBATH BpEMEHH
yaepKUBaHWS  OCHOBHOTO [HKa Ha
XpoOMaTorpaMMe  pacTBOpa  CTaHAAPTHOTO
obpa3ua oMenpazona (pa3men
«KonyudecTBeHHOE ONpEAENEHHE ).
3 | Average net fill weight 270.4 mg/270,4 mr 270.0 mg + 5.0 % (Between 256.5 mg and
/ Cpeansisi Macca 283.5 mg) /
COEPKUMOro Kancya 270,0 Mr £ 5,0 % (256,5 Mr - 283,5 mr)
4 | Water / Boaa 1.3% wiw /1,3% Not more than 3.0% /
He 6onee 3,0 %
5 | Uniformity of dosage 3.8/3,8 Acceptance value (AV) should be less than or
units / OgHOpoOHOCTH equal to 15.0./
J03HpPOBaHUS [Mokasarens npueMieMocTy (AV) IomKeH
OBITE MeHee WK paBeH 15,0.
6 | Dissolution / 1%, 1%, 3%, 1%, 0%, 2% In 0.1 M hydrochloric acid solution - not

PacTBopenue

94%, 95%, 97%, 92%,
95%, 91%

more than 10 % of C,;H,sN303S
(omeprazole) is dissolved after 2 h /

B 0,1 M pacTBOpe XJI0pUCTOBOAOPOLHOM
kucioTsl - He 6ostee 10 % C;H 9N30,S
(omenpason) uepes 2 4.

In pH 6.8 buffer - not less than 75 % (Q) of
C,7H,4N;0,S (omeprazole) is dissolved after
30 min /

B Gydepe pH 6,8 - He menee 75 % (Q)
C,7H9N3O;S (omenpason) uepes

30 MuH.

Remarks : The Product conforms to ND/
IMpumeuanne: [ponykr cooTBeTcTBYET TpeboBaHusM HJL

Conclusion : APPROVED /
3akirouenue: OJJOBPEHO

Printed By: Krishnamohan Gunturu

Page 2

of 5

Printed Date & Time (IST):

09-08-2021 16:38:49




Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTUD®UKAT AHAJIHN3A

f_rtﬁu?t: Omez (Omeprazole), capsules 20 m_g

_|Mpoaykr: Ome3® (omenpason), Kancysiet 20 mr

Batch No. / Cepust Ne:

B2102717

CepHH:

Batch Quantity / O6bem

1980000 NO

_AR No / AHATUTHYECKMH oTueT No:
2002FP21001656

Date of Analysis / aTta
aHam3a:

07-08-2021

Mfg. Date: / lata npml;mlcnza:

07/2021

Date of Expiry / T'onen no:
06/2024

Analysis performed according ND / Ananuz nposeaen mo HA: T1 N015479/01-121120

3 strips and patient information
leaflet in a carton pack. / [lo 10
Karicyl B aIOMAHMEBOM CTpWIIE.
Mo 3 crpuna ¢ WHCTPYKIMWEH TIO
IPUMEHEHHIO B MTAYKY KaPTOHHY!O.

No Test / [TokazaTean Result / PesynsTaTel Specification / Hopma

7 | Related substances / Hocroponnue np_uvacu
Any individual 0.02%/0,02% Not more than 0.5 %. /
unidentified impurity / He 6osiee 0,5 %

JIro6as enHUYHAs

HeUIeHTHPHIIMPOBaHHA

s IPUMech

Total impurities / Not detected / He obHapyxeHa | Not more than 2.0 % /
Cymma npumeceii He 6onee 2,0 %

8 | Assay/ 19.8 mg/ 19,8 mr 18.0mg to 22.0 mg of C7HsN;O5S
KoauuecTBeHHOR (98.8% / 98,8%) (omeprazole) in capsule (90.0 to 110.0 % of
ompeaelieHue label claim). /

Or 18,0 mr mo 22,0 mr C,7H¢N;O5S
(omenpason) B xarcyse (ot 90,0 no 110,0 %
OT HOMWHAJILHOTO COACPXKaHM).

9 | Microbial limits / Mukpoouonorniyeckast YHcTOTA

a) Total Aerobic Less than 10 CFU/g/ Not more than 1000 CFU/g /
Microbial Count / Mewnee 10 KOE/r He Gonee 1000 KOE/r
O61iee 4uciTo adpoOHBIX

MHKPOOPraHW3MOB
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
O6uiee vncno
JPOCKEBBIX 1
TIJIECHEBBIX TPUOOB _
¢) E. coli Absentin 1 g/ Absentin 1 g/
OtcytctByeTB I T OtcyTcTBHEe B 1 T
10 | Packaging / Ynaxkoska | 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. / TTo 10 xancyn B anlOMHHMEBOM
ctpune wnu B [TA/AJI/TIBX // anmroMiHnEBOM
6nucrepe. [1o 3 crpumna unu no 3 6aucrepa ¢
UHCTPYKOHEW 10 TPUMEHeHHWI0 B Mauky
KapTOHHY!O.

Remarks : The Product conforms to ND/
Mpumevanwne: [Tpoaykt coorBeTcTByeT TpeboBanusam HJL

Conclusion : APPROVED /
Zaxawdenne: OJOBPEHO

Printed By: Krishnamohan Gunturu
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Printed Date & Time (IST):

09-08-2021 16:38:49




Uncontrolied Copy

CERTIFICATE OF ANALYSIS
CEPTUMHKAT AHAJTM3A

Product: Omez (Omeprazole), capsules 20 mg

NpoaykT: OMe3® (omenpason), kancylibt 20 wr

Batch No. / Cepus Ne:

B2102717 Batch Quantity / O6nem

cepun: 1980000 NO

AR No / Anaanruueckuii otaer Ne: Date of Analysis / laTa

12002FP21001656 anasmsa:  07-08-2021

Mfg. Date: / JlaTa npou3sBoAcTBa: 07/2021 Date of Expiry / I'ogen no:
06/2024

Analysis performed according ND / Ananns nposegen no HJL: 11 NO15479/01-121120

Ne Test / TTokaszaTesb Result / Pe3yabTaTnl Specification / Hopma
11 | Labeling/ According to ND / B cootsercteum ¢ HJT
MapkupoBka
12 | Storage conditions / At temperature below 25 °C. / TIpu Temnepatype He Bbiwe 25 °C.
YcnoBust XpAHEHUS
13 | Shelf life / Cpok 3 years /3 roza
TOAHOCTH

Remarks : The Product conforms to ND/
[pumeaanne: [[ponykr coorsercrayet Tpebosariam HJL

Conclusion : APPROVED /
3axmouenne: OJJOGPEHO
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