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CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIN3A

Product: Omez (Omeprazole), capsules 20 mg MpoaykTt: OMe3® (OMeNpasoi), Kancy.rbl 20 M
Batch No. / Cepus Ne: B2103092 Batch Quantity / O6nem

cepun: 1990000 NO B
AR No / Avaaurudeckuii oTyet Ne: Date of Analysis / laTa
2002FP21001834 anaausa: 07-09-2021
Mfg. Date: / laTa npou3BOACTBA: 08/2021 Date of Expiry / T'ogen go:

07/2024

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

Ne

Test / IlokazaTtean

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 of the capsule. Capsule
content - white pellets. /

Teepnpre KENaTUHOBbIE
Tipo3payHble KarcyJbl pasMepa 2 C
OecUBETHBIM  KOPMYCOM, PO30BOIi
KpBIIIEYKOW W MapKHPOBKOH
yeproro 1useta «OMEZ» Ha obenx
yacTax Kancynel. Coaep:kumoe
Karncyn — rpaHyJel 6enoro LBeTa.

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. /
Trepnsie KeNaTHHOBEIE Npo3payvHbIe
Kancynel  pasmepa 2 ¢ OECUBETHBIM
KOPITyCOM, po30BOit KpPBILIEYKOi |
MapkupoBkoi depHoro usera «OMEZ» Ha
06enx yacTax xancynbl. COmepXIMoe Karcyi
— rpa”ynsl 6eJ10ro UK MOYTH OCIIOTO LIBETA.

Identification / IloauHHOCTD

2a)

By UV/VYo®-
cniekTpodoTomeTpHs

Complies as prescribed/
CooTBeTCTBYET TpeOOoBaHUAM

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® - cnekTpsl TOTTOWEHHUS pPAacTBOPOB
npemapata W CTaH#apTHOTO  oOpa3la
omemnpaszona B obmact oT 230 no 350 mm
JOMKHBI UMETh MaKCUMYMBI TIpH ONHOM U
TOM e JIJIMHE BOJIHBI.

Remarks : The Product conforms to ND/
Ipumeuanne: [IponykT cooTBeTcTBYET Tpebosanmsam HJT

Conclusion : APPROVED /
Jaxmouenue: OJOBPEHO

Printed By: Krishnamohan Gunturu

Page 1 of 5

Printed Date & Time (IST):

08-09-2021 22:04:12
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CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJTU3A
Product: Omez (Omeprazole), capsules 20 mg MpoayxTt: Ome3® (oMenpason), Kancyns! 20 mr
Batch No. / Cepust Ne: B2103092 Batch Quantity / O6nem '
| cepun: 1990000 NO
AR No / Anagutudecknii oraer Ne: Date of Analysis / laTa
2002FP21001834 anaauza: 07-09-2021
Mfg. Date: / laTa npon3BoACTBAa: 08/2021 Date of Expiry / Togen fno:

07/2024

Analysis performed according ND / Anaaus nposegen mo HJI: TI N015479/01-121120

PacTBopeHue

97%, 95%, 94%, 96%,
95%, 97%

Ne Test / [ToxasaTenn Result / Pe3yabTaTnl Specification / Hopma
2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CooTBeTcTBYET TpeOOBARUAM chromatogram of test solution should
BOKX f:orrespond to the retention time of main peak
CBYKX/BCIKX in the chromatogram of omeprazole reference
standard solution (section "Assay"). /
Bpemst ymepXWBaHHWA OCHOBHOTO mxKka Ha
XpoMaTorpaMMe  WCIIBITYEMOrO  pacTBOpa
IIOJKHO COOTBETCTBOBATb BpeMeHH
yIepKUBaHWA OCHOBHOTO mMka ~ Ha
XpoMaTorpaMMe  pacTBOpa CTaHIapTHOTO
obpasua oMenpasona (pa3men
«KonuecTBEHHOE OTIpEJIENIEHIEY ).
3 | Average net fill weight | 268.4 mg/268,4 Mr 270.0 mg £ 5.0 % (Between 256.5 mg and
/ Cpennsas macca 283.5 mg) /
COIePIKUMOTO KaTcyJl 270,0 mr + 5,0 % (256,5 mr - 283,5 ™r)
4 | Water / Boaa 1.2% w/w / 1,2% Not more than 3.0% /
He 6omee 3,0 %
5 | Uniformity of dosage 3.6/3,6 Acceptance value (AV) should be less than or
units / OqHOpoAHOCTD equal to 15.0./
J03UPOBAHUA ITokazarens mpruemnemMoctu (AV) nomkes
6bITh MeHee WK paBeH 15,0.
6 | Dissolution / 0%, 0%, 0%, 1%, 0%, 0% In 0.1 M hydrochloric acid solution - not

more than 10 % of C;HsN;05S
(omeprazole) is dissolved after 2 h /

B 0,1 M pacTBope XnOpHUCTOBOAOPOAHOIM
KkucinoTsl - He 6oee 10 % Ci7H;oN3O;S
(omenpazon) yepes 2 4.

In pH 6.8 buffer - not less than 75 % (Q) of
C;7HsN505S (omeprazole) is dissolved after
30 min/

B 6ydepe pH 6,8 - ne menee 75 % (Q)
C7H;9N30;S (omenpazon) uepes

30 MUH.

Remarks : The Product conforms to ND/
Mpumeuanue: [IpoaykT coorsercrByer TpeboBanmsam HJI

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

Printed By: Krishnamohan Gunturu

Page 2

of 5
Printed Date & Time (IST):

08-09-2021 22:04:12




CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Product: Omez (Omepra_zole), capsules 20 mg

Batch No. / Cepus Ne:

B2103092

HponykT: OMe3® (oMenpasoi), Kancybl 20 mr

Batch Quantity / O6bem

i cepuu: 1990000 NO
AR No / Anagutudecknii orver Ne: Date of Analysis / laTa
2002FP21001834 anajgusa: 07-09-2021

Mfg. Date: / laTa npoH3BoacTBa:

08/2021
07/2024

Date of Expiry / I'ongen go:

j&nalysis performed according ND / Anasins nposenen mo H/: TI N015479/01-121120

3 strips and patient information
leaflet in a carton pack. / Tlo 10
Karmcyn B aJIOMHHWCBOM CTpMUIIE.
[To 3 crpuna c vHCTpyKUMER TIO
NIPUMEHEHH0 B 1aYKy KapTOHHYFO.

Ne Test / [Moka3zaTeanb Result / Pe3ynbTaTh! Specification / Hopma

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

JIro6ast enuHnuHas

HEWICHTU(PHULIMPOBAHHA

s IpUMECh

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

8 | Assay/ 19.9 mg/ 19,9 mr 18.0mg to 22.0 mg of C;H;sN;O;S
KonuuecTBeHHOE (99.6% / 99,6%) (omeprazole) in capsule (90.0 to 110.0 % of
onpeaeaeHue label claim). /

Ot 18,0 MIrr 1o 22,0 MT C17H|9N303S
(omenipason) B Karrcyise (o1 90,0 mo 110,0 %
OT HOMHHAJILHOTO COiepKaHus).

9 | Microbial limits / Mukpo6uonoruieckast HHCTOTA

a) Total Aerobic Less than 10 CFU/g / Not more than 1000 CFU/g /
Microbial Count / Mewnee 10 KOE/r He 6onee 1000 KOE/r
Oburee uncno a’3poOHBIX

MUKPOOPTaHI3MOB
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
Oob1ee yncno
IPOMOKEBBIX 1
MJIECHEBBIX TPHOOB _
¢) E. coli Absentin 1 g/ Absentin1 g/
OtcytecTByeT B 1 T OtcyTeTBe B 1 T
10 | Packaging / Ymaxorka | 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. / ITo 10 kancyn B aTtOMUHHEBOM
crpune w8 ITA/AJI/TIBX // anroMuHneBOM
onucrepe. [To 3 crpuna unu no 3 6aucrepa ¢
WHCTpYKIWEN TI0 TPUMEHECHWI0 B TMauky
KapTOHHYIO.

Remarks : The Product conforms to ND/
IMpumeuanne: TIpoaykT cooTBeTcTBYET TpeboBannam HJL

Conclusion : APPROVED /
3axaruenue: OJOBPEHO

Printed By: Krishnamohan Gunturu

Page 3 of 5

Printed Date

& Time (IST): 08-09-2021 22:04:12
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CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIU3A

[Product: Omez (Omeprazole), capsules 20 mg Mpoayxt: OMe3® (omenpazon), Kancyibl 20 mr
Batch No. / Cepusi Ne: B2103092 Batch Quantity / O6nem
! cepun: 1990000 NO -
AR No / Anaantudecknii oTder Ne: Date of Analysis / Hara
2002FP21001834 anaausa; 07-09-2021
Mfg. Date: / laTa npon3BoACTBA: 08/2021 Date of Expiry / T'open xo:

07/2024

Analysis performed according ND / Ananus nposeaen no H: TI N015479/01-121120

YcioBusa xpaHeHus

Ne Test / IlokasaTeanb Result / PesyabTaThi Specification / Hopma
11 | Labeling / According to ND / B coorserctru ¢ HIT

MapkupoBka
12| Storage conditions / At temperature below 25 °C. / TTpu temnepatype He Bbime 25 °C.

13 | Shelf life / Cpox 3 years /3 roza

TOOHOCTH

opy

Remarks : The Product conforms to ND/

Mpumeganne: [TpoIyKT COOTBETCTBYET TpeOOBAHUAM HJ

Conclusion : APPROVED /
Zakmouenue: OJJOBPEHO

Printed By: Krishnamohan Gunturu

Page 4

of 5

Printed Date & Time (IST): 08-09-2021 22:04:12
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