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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Product: Omez (Omeprazole), capsules 20 mg

MpoxykT: OMe3® (omenpason), Kancybl 26: MT B

Batch No. / Cepns Ne: B2102325 Batch Quantity / O6bem
cepun: 1960000 NO

AR No / AHaauTHaecKHi oTdyeT Ne: Date of Analysis / JlaTta

2002FP21001451 ananusa: 07-07-2021

Mfg. Date: / /laTa npousBoAcTBA: 06/2021 Date of Expiry / T'ogen go:
05/2024

Analysis performed according ND / Anaauns nposejen no HJL: T N015479/01-121120

Ne Test / Iloka3zaTean

Result / PesyanTaThbl

Specification / Hopma

1 | Description /
OnHcanue

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. /

Teepavie JKeITaTUHOBBIC
npo3payHele Karcyjsl pazmepa 2 ¢
fectBETHEIM  KOPITYCOM, pO30BO
KpBILIEYKOH " MapKUpPOBKOH
gyeproro 1seta «OMEZ» Ha obenx
yacTax  kamcynel.  ConepxuMoe
Kancys — rpaHymbl 6enoro upera.

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. /

Trepablie »KenaTHHOBbIE Npo3pavHbie
Kamcysiel  pasMepa 2 ¢ OECIBETHBIM
KOpPITycOM,  pO30BOM  KpbIleYkol W

MapkHUpoBKoi uyepHoro usera «OMEZ» Ha
00enx yacTsax karcyssl. ComepXUMoe Karcyn
— rpadyJiel 6enoro unu nouTu G6enoro LseTa.

2 | Identification / [TogauHHOCTE

2a) | By UV/ V-

cuekTpodoTromMeTpus

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@ - cCrekTpbl DOIIOLIEHHS pPacTBOPOB
npenapara W CTaHAapTHOro  obpasua
oMenpasona B obnactu ot 230 go 350 HMm
MOJDKHBl WMETh MaKCUMyMBl TIpU OIHOW W
TOM e JMHE BOJTHLI,

Remarks : The Product conforms to ND/
Mpumeuanne: [Tpoaykr coorsercrByeT Tpebosannsm HJL

Conclusion : APPROVED /
3akarouenne: OJJOBPEHO

Printed By: Krishnamohan Gunturu

Page 1 of 5

Printed Date & Time (IST):

07-07-2021 20:03:52




Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJTH3A

IProduct: Omez (Omeprazole), capsules 20 mg MpoaykT: Ome3® (oMmenpazon), kancyib 20 mr |
Batch No. / Cepust Ne: B2102325 Batch Quantity / O6bem
cepun: 1960000 NO
AR No / Anaanradeckuii order Ne: Date of Analysis / lara
2002FP21001451 ananmsa: 07-07-2021
Mfg, Date: / JlaTa npon3BoacTsa: 06/2021 Date of Expiry / T'ozen no:
05/2024
Analysis performed according ND / Ananus nposejen mo HJ/L: Tl N015479/01-121120 |
Ne Test / IToxazaTenan Result / PesynbTaTbl Specification / Hopma
2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CooTBeTCTBYET TPeOOBaHUAM chromatogram of test solution should
BOWCK W f:orfsp(l)lnd to the reten;ion time of maifn peak
in the chromatogram of omeprazole reference
CEDYCHEISE standard solution (section "Assay™). /
Bpems YASpKMBaHMS OCHOBHOIO [IMKA Ha
XpOMaTorpaMMe  HCIBITYEMOTO  pacTBopa
TOTDKHO COOTBETCTBOBATH BpEMeHH
yAepKIBaHUs OCHOBHOTO nuka  Ha
XpoMaTorpaMMe — pacTeopa  CTaHIapTHOTO
obpazua OMenpa3ona (paznen
«KonundgecTBeHHOE ONIpeneNeHAEN).
3 | Average net fill weight 2714 mg/271,4 mr 270.0 mg = 5.0 % (Between 256.5 mg and
/ Cpeansast macca 283.5 mg) /
COAEPKUMOro Kancya 270,0 Mr & 5,0 % (256,5 Mr - 283,5 wmr)
4 | Water / Boaa 1.5% wiw /1,5% Not more than 3.0% /
He 6omee 3,0 %
5 | Uniformity of dosage 40/4,0 Acceptance value (AV) should be less than or
units / OMHOPOAHOCTH equal to 15.0./
JO3HUPOBAHUSA IToxasarens npremineMocty (AV) nonxen
ObITh MeHee Wi paseH 15,0.
6 | Dissolution / 0%, 2%, 0%, 0%, 3%, 0% In 0.1 M hydrochloric acid solution - not
PacTBOpeHHnE more than 10 % of C,;H;gN;03S
(omeprazole) is dissolved after 2 h /
B 0,1 M pacTBope XI0pHCTOBOXOPOAHOM
kucioThl - He Gornee 10 % Ci7H oN30,5
(oMenpason) uepes 2 4.
99%, 97%, 96%, 96%, In pH 6.8 buffer - not less than 75 % (Q) of
96%. 99% C|7H!9N303S (omeprazole) is dissolved after
’ 30 min /
B 6ydepe pH 6,8 - He meHee 75 % (Q)
C,7H,sN;0O;S (omenpason) uepes
30 muH.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeuanne: Tpoaykr coorsercipyer Tpedosanusm HJQ 3akawuenne: QIOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTHOUHKAT AHAJIM3A

|Product: Omez (Omeprazole), capsules 20 mg ~ |MpoayxT: Ome3® (omenpason), Kancynbt 20 mr
Batch No. / Cepust Ne: B2102325 Batch Quantity / O6bem
L cepau: 1960000 NO
AR No / Anaauruuecknii oryer Ne: Date of Analysis / Hara
2002FP21001451 ananmusza: 07-07-2021
Mfg. Date: / JlaTa Npou3BOACTBA: 06/2021 Date of Expiry / l'ogen no:
05/2024
Analysis performed according ND / Anaunus nposenen mo HJL: T1 N015479/01-121120

Ne Test / Mokazarens Result / PesyabTaThi Specification / Hopma

7 | Related substances / ITocToponHue NnpHMecH
Any individual 0.02%/0,02% Not more than 0.5 %. /
unidentified impurity / He 6osee 0,5 %

JIro6as eauHUYHAS

HeWIeHTHPUTINPOBAHHA

A IPUMeECh

Total impurities / 0.1% / 0,1% Not more than 2.0 % /
Cymma npumeceit He 6Gonee 2,0 %

8 | Assay/ 20.0 mg /20,0 mr 18.0mg to 22.0 mg of C;;H;yN;0,8
KosmyecTBenHoe (100.2 % / 100,2%) (omeprazole) in capsule (90.0 to 110.0 % of
onpeeieHHe label claim). /

Or 18,0 mr mo 22,0 mr C,;H;sN;O5S
(omenpazoxr) B karrcyne (ot 90,0 mo 110,0 %
OT HOMHHAJILHOTO COAEPIKAHUA),

9 | Microbial limits / MukpoOHoaoruyeckas 4HCcTOTA

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
O6wee yueo 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 Gonee 100 KOE/r
Oduwee uncno
IPOKIKEBBIX U
IUIECHEBLIX I'PHOOB
c) E. coli Absentin 1 g/ Absentin 1 g/
OtcyTeTByeTB I T OTtcyTctBHe B I T

10 | Packaging / Ynakoska | 10 capsules in an aluminum strip.

3 strlps. and patient information | capsules in an aluminum strip or

leaflet in a carton pack. / Tlo 10| pa/A1/PVC // aluminum blister. 3 strips or

Karcyn B TOMUHHCBOM  CTPUIIC. | 3 b)isters and patient information leaflet in a

Tlo 3 cTpuma ¢ WHCTPYKUWEH TIO | copiop pack. / TTo 10 xancyn B antoMHHHEBOM

MPUMEHEHHIO B Ia4Ky KapTOHHYIO. | orppme unm B TIA/AJI/TIBX // amoMuHIEBOM
6nucrepe. ITo 3 crpuna wnu no 3 6nucrepa ¢
WHCTPYKIMeEil 1O TIPUMEHEHUI0 B  TIAYKY
KapTOHHYIO.

Remarks : The Product conforms to ND/
TMpumeuanne: [TpoaykT cooTBETCTBYET tpeboranuam HJl

Conclusion : APPROVED /
3axmouenne: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTHOHEKAT AHAJTH3A

[Product: Omez ( Omeprazole), capsules 20 mg

MpoaykT: Omes® (oMenpason), KancyJrbl 20 mr

Batch No. / Cepus Ne:

B2102325 Batch Quantity / O6bem

cepum: 1960000 NO

AR No / Auanuradeckuii oryer Ne: Date of Analysis / lata

2002FP21001451 ananmsa: 07-07-2021

Mfg. Date: / /IaTa TIpon3BoACTBA: 06/2021 Date of Expiry / l'onen go:
05/2024

Analysis performed according ND / Auasus nposeen mo HJL: TI N015479/01-121120

No Test / IToxazaTeanb Result / Pe3ynbTaThl Specification / Hopma
11 | Labeling / According to ND / B cootercranu ¢ HJI
MapkupoBka
12| Storage conditions/ At temperature below 25 °C. / TIpn Temnepartype He Bbie 25 °C.
Yc0BUs XpaHeHus
13 | Shelf life / Cpoxk 3 years/ 3 rona
TOAHOCTH

Remarks : The Product conforms to ND/
Mpumeuanne: [IpoaykT cooTBeTcTBYET Tpebosanusm HJI

Conclusion : APPROVED /
3axmawdenne: OJJOBPEHO
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