CERTIFICATE OF ANALYSIS

CEPTHUOUKAT AHAJINU3A

Product: Omez (Omeprazole), capsules 20 mg IIpoaykr: OmMe3s® (oMernpazoi), Kancyisl 20 mr
Batch No. / Cepus Ne: B2102720 Batch Quantity / O6nem

cepun: 2000000 NO
AR No / Ananurnyecksid order Ne: Date of Analysis / laTa
2002FP21001669 agamm3a:  10-08-2021
Mfg. Date: / laTa npoH3BOACTBA: 07/2021 Date of Expiry / 'oaen po:

30-06-2024

Analysis performed according ND / Ananu3s nposenen mo H/: IT N015479/01-121120

Ne

Test / Iloxa3zaTenan

Result / PesyabTaTnl

Specification / Hopma

1

Description /
Omnucanne

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. /

Tsepasie KeTaTHHOBBIC
npo3paydble Kancyosl pasMepa 2 ¢
OecIBETHBIM KOPIIYCOM, PO30BOH
KPBIILICYKOH ¥ MapKHPOBKOH
yepHoro nseta «OMEZ» na obeux
yacTsax kancynsl.  Comepxumoe
Karncyn — rpanyJbl 6e1oro useta.

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. /
Teepasie KCNATHHOBEIE TIPO3pauHBIC
Kancynel pasmepa 2 ¢ OecuBerHBIM
KOpIYCOM, PO30BOH  KPBIIICYKOMN H
MapkupoBkoi udepHoro mnsera «OMEZ» Ha
06enx yacTax Kancyibl. COTepKUMOE Karcy
— rpaHymbl 6€Ioro WM 04Ty O€JIoro IBETA.

Identification / IlogTHAHOCTD

2a)

By UV/V®-
creKkTpodoToMeTpUsL

Complies as prescribed/
CootBercTByeT 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. /

Y® - choekTphl TOITIOMIEHHSA pPacTBOPOB
mpemapata W CTaHmapTHOro  obpasua
oMenpazona B obmactu ot 230 go 350 HM
IO/DKHEI MMETH MAaKCHMYMBI IIpH ORHOH H
TOI )K€ JIMHE BOJIHEL

Remarks : The Product conforms to ND/
Mpumeuanue: IIpoxykr cooTBeTcTBYET TpeboBanmam HII

Conclusion : APPROVED /
3axmwuenne: OJJOBPEHO

Printed By: Krishnamohan Gunturu

Page 1 of 5

Printed Date & Time (IST):

12-08-2021 08:57:39




CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Product: Omez (Omeprazole), capsules 20 mg IpoaykT: OMe3® (oMenpason), KAuCyIsl 20 mr
Batch No. / Cepus Ne: B2102720 Batch Quantity / O0nem

cepun: 2000000 NO
AR No / Ananutnuyeckui oruer Ne: Date of Analysis / [lata
2002FP21001669 anmammza:  10-08-2021
Mfg. Date: / /IaTa npoH3BOACTBA: 07/2021 Date of Expiry / I'oxen go:

30-06-2024

Analysis performed according ND / Aunaans nposegen mo H/I: TI N015479/01-121120

Ne

Test / Iloka3aTenn

Result / Pe3yabTaThl

Specification / Hopma

2b)

By HPLC Or
UPLC/UFLC

BOXX unu
CBIXX/BCXX

Complies as prescribed/
CootrBeTcTBYET TpeOOBaHIIM

The retention time of main peak in the
chromatogram of test solution should
correspond to the retention time of main peak
in the chromatogram of omeprazole reference
standard solution (section "Assay™"). /

Bpemst ymepxuBaHHS OCHOBHOTO IIMKA Ha
XpOMAaTOrpaMMe  HCIBITYEMOTO  pacTBOpa
TIOJIKHO COOTBETCTBOBATh BpEMEHH
YIOEPKMBAHUA  OCHOBHOTO  MHMKa  HA
XpOMAaTorpaMMe pacTBOpa  CTAHAAPTHOrO
obpasma oMenpaszona (paszen
«KongecTBeHHOE OIIPEIENECHUE» ).

P

Copy

U

Average net fill weight
/ Cpepusa macca
CO/IEPIKUMOT0 KamcyJsa

269.3 mg/269,3 mr

270.0 mg = 5.0 % (Between 256.5 mg and
283.5 mg) /
270,0 Mr + 5,0 % (256,5 mr - 283,5 mr)

ncontrolled

-

4 | Water /Bopga 1.2 %w/w / 1,2% Not more than 3.0% /
He 6onee 3,0 %
5 | Uniformity of dosage 35/35 Acceptance value (AV) should be less than or
units / OgHopoaHOCTH equal to 15.0./
A03HPOBAHHA [Mokazarens npreMieMocTd (AV) qomxeH
O®ITh MeHee unu paseH 15,0.
6 | Dissolution / 4%, 4%, 1%, 2%, 4%, 3% In 0.1 M hydrochloric acid solution - not

PacrBopenue

96%, 95%, 94%, 94%, 91%, 95%

more than 10 % of C17H19N303S
(omeprazole) is dissolved after 2 h /

B 0,1 M pacTBOp€E XJIOpUCTOBOJOPOAHOM
KkucnoTsl - He fonee 10 % Ci;HoN3;O3S
(omemnpason) gepes 2 4.

In pH 6.8 buffer - not less than 75 % (Q) of
C17HoN3O38 (omeprazole) is dissolved after
30 min /

B 6ydepe pH 6,8 - He Menee 75 % (Q)
C17H1sN;30;S (omemnpazon) gepes

30 muH.

Remarks : The Product conforms to ND/
Ipumeuanne: IIponykT coorBeTcTBYET TpeboBanusam HJI

Conclusion : APPROVED /
3axarouenune: OJJOBPEHO

Printed By: Krishnamohan Gunturu

Page 2 of §

Printed Date & Time (IST):

12-08-2021 08:57:39




CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIU3A

Product: Omez (Omeprazole), capsules 20 mg Iponykr: OMe3® (omenpason), Kancynsl 20 mr
Batch No. / Cepust Ne: B2102720 Batch Quantity / O0nem

cepun: 2000000 NO
AR No / AnasmTryeckuii oT4eT No: Date of Analysis / lata
2002FP21001669 anajgm3a: 10-08-2021
Mfg. Date: / JlaTa npon3BOACTBA: 07/2021 Date of Expiry / 1'onen no:

30-06-2024

Analysis performed according ND / Anasn3 nposegen mo H/I: IT N015479/01-121120

Ne Test / Iloxa3saTesn Result / Pe3ynsTaThi Specification / Hopma

7 | Related substances / IlocTopoHHHE NIPUMECH
Any individual 0.03%/0,03% Not more than 0.5 %. /
unidentified impurity / He 6onee 0,5 %

JIiobas emuHMYHAS

HeUACHTUGHUIIMPOBaHHA

s TIpUMeECh

Total impurities / Not detected / ne obHapyxkeHa | Not more than 2.0 % /
Cymma npumece He 6omee 2,0 %

8 | Assay/ 199 mg/ 19,9 mr 18.0mg to 220 mg of Cy7HN;058
KonnuecTBenHoe (99.7% 1 99,7%) (omeprazole) in capsule (90.0 to 110.0 % of
onpeeeHue label claim). /

Ot 18,0 Mrr 10 22,0 Mr C]7H19N303S
(omenpazom) B kancyine (ot 90,0 mo 110,0 %
OT HOMHMHAIBHOTO COAEPKAHUA).

9 | Microbial limits / Mukpo0uoJiornyecKas 4ucrora

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
O611ee uKucIo adpoOHEIX

MHKpPOOPTraHH3MOB
b) Total Combined Less than 10 CFU/g / Not more than 100 CFU/g /

Yeasts and Mould Count
O011ee yncio
JPOMOKEBBIX H

Memnee 10 KOE/r

He 6onee 100 KOE/r

IIECHEBEIX TPHOOB
¢) E. coli Absentin 1 g/ Absentin 1 g/
OrcyrcrByerB 1 T OtrcyrcrBue B 1 T
10 | Packaging / YmakoBkxa | 10 capsules in an aluminum strip.

3strips and patient information
leaflet in a carton pack. / ITo 10
Kancyn B alIOMHHHEBOM CTpHIIE.
ITo 3 crpuna ¢ MHCTpyKIMEH IO
MPHUMEHEHHIO B TIAYKy KapTOHHYIO.

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 xancyn B amOMHHHAEBOM
crpune umn B [TIA/AJI/TIBX // amoMHUHHEBOM
6mucrepe. [lo 3 crpuna mwm no 3 Gnucrepa ¢
HHCTPYKIMEH 110 TIPUMEHCHHIO B IAa4Ky

KapTOHHYIO,

Remarks : The Product conforms to ND/
IIpumeuanne: [Tponykr cooTBeTcTBYET TpeboBanmaM HJI

Conclusion : APPROVED /
3axaiouenne: OJJOBPEHO

Printed By: Krishnamohan Gunturu

Page 3 of 5

Printed Date & Time (IST):

12-08-2021 08:57:39
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Uncontrolled Co

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIU3A

Product: Omez (Omeprazole), capsules 20 mg
B2102720 Batch Quantity / O0bem

TpoxyxT: OMe3® (oMenpaszon), kancyis 20 mr

Batch No. / Cepus Ne:

cepur: 2000000 NO

AR No / Anannrayeckuii oryer Ne: Date of Analysis / JaTa

2002FP21001669 ananm3a: 10-08-2021

Mifg. Date: / JlaTa IpoM3BOACTBA: 07/2021 Date of Expiry / I'onen go:
30-06-2024

Analysis performed according ND / Anaan3 nposegen mo HJI: TI N015479/01-121120

Ne Test / IlokasaTenn Result / PesyanTaThl Specification / Hopma
11 | Labeling / According to ND / B coorercreuu ¢ HJI

Mapkuposka
12 | Storage conditions / At temperature below 25 °C. / TIpu remneparype He Boie 25 °C.

Y cJI0oBHS XPAHCHHS

13

Shelf life / Cpox
TOTHOCTH

3 years / 3 roga

Remarks : The Product conforms to ND/
IIpumeuanne: IIpoaykT cooTBeTcTBYET TpeboBanusm HJI

Conclusion : APPROVED /
3armouecnne: OJJOBPEHO
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Printed By: Krishnamohan Gunturu Printed Date & Time (IST): 12-08-2021 08:57:39
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