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CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIU3A
Product: Omez (Omeprazole), capsules 20 mg IpoaykTt: Ome3® (oMenpasom), KarncyJibl 20_Mr
Batch No. / Cepus Ne: B2103734 Batch Quantity / O6bem
- cepum: 1990000 NO
AR No / AvannTuyecknii oTuer Ne: Date of Analysis / lara
2002FP21002091 anaamsa; 25-10-2021
Mfg. Date: / laTa npousBoJcTBa; 09/2021 Date of Expiry / I'ogen 102

0872024

Analysis performed according ND / Anasn3 nposeaen no HJI: T1 N015479/01-121120

Ne Test / IlokazaTeb

Result / Pe3yasTatsi

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 - whitc pellets. /

Teepmste KENaTHHOBbIE
[IpO3patHBIe Karcylsl pasmMepa 2 c
OeCLIBETHBIM KOpPIIYCOM, pO30BOH
KpBIIEYKOW U MapKUpPOBKOM
yepHoro 1neera «KOMEZ» Ha o6enx
yacTax  kancynsl. Copepxkumoe
KarcyJl — rpaHysl 6enoro LBeTa.

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

pellets. /

Teepable JKEJETUHOBEIE TIpO3paUlILIe
Kalcynsl  pasmepa 2 ¢ OecUBETHBIM
KOpPIyCOM,  pO30BOl  KpBIIIEYKoM U

MapkupoBkoii uepHoro upera «OMEZ» Ha
06enx gacTsax karncynsl. ConepkuMoe Karcy
— rpa”y”niel 6enoro Uy NoYTH GENIOTO UBETA.

2 | ldentification / IloguHHOCTE

2a) | ByUV/V®-

crieKTpoPoTOMETPHS

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. /

VO - choekTpsl TIOTJOWIEHWS PacTBOPOB
npenapara M CcTaHAapTHoro  ofpasua
oMernpaszonia B obmacti oT 230 go 350 um
JNOIKHBI MMEeTh MaKCUMyMBbl TIpH ONHOW W
TOM e JIJIMHE BOJIHBI.

Remarks : The Product conforms to ND/
IMpumeyanne: [Iponykr coorBeTcTBYET TpeboBanusam HJI

Conclusion : APPROVED /
3axarouenune: OJJOGPEHO

WI-GLOB-QA-0669-1.0

Printed By: Ajay Kumar.....

Page 1 of 5

Printed Date & Time (I1ST):

27-10-2021 20:39:44




,\
L0

|

Uncontrolled (

CERTIFICATE OF ANALYSIS
CEPTUDHUKAT AHAJIM3A

IProduct: Omez (Omeprazole), capsules 20 mg

MpoaykT: OMe3® (OMeﬁpa30n), Kancynsl 20 mr

Batch No. / Cepus Ne: B2103734 Batch Quantity / O6bem
B cepun: 1990000 NO B
AR No / Anaaurndeckuii orger Ne: Date of Analysis / aTa
2002FP21002091 amajusa: 25-10-2021
Mfg. Date: / lara nponssoacTsa: 09/2021 Date of Expiry / T'onen o:
08/2024

Analysis performed according ND / Anaans nposesen no HJ: T N015479/01-121120

No Test / [TokazaTean Result / Pe3yabTaThl Specification / Hopma

BOXX nmn
CBD2XX/BCXX

2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CooTBeTcTBYET TpeOOBaHUAM chromatogram of test solution should

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

BpeMsi  yiepicuBalisl OCHOBHOTO  1IMKA 14
XpOMATOTpaMMe  HUCTIBITYEMOTO  pacTBOpa
JOJKHO COOTBETCTBOBATH BpeMeHN
yIepKUBaHUA  OCHOBHOTO  TMKa  Ha
XpOMaTorpaMMe pacTBOpa  CTaHIapTHOTO
o0pasua oMemnpasona (pasmen
«Konn4ecTBeHHOE OTIpeIENIeHNEN ).

/ Cpennsis Mmacca
COIEPIKUMOT0 KamcyJl

3 | Average net fill weight | 268.5 mg/268,5 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)

4 | Water / Boga 1.1 % w/w/1,1% Not more than 3.0% /

He 6omee 3,0 %

5 | Uniformity of dosage 29/29
units / OFIHOPOAHOCTD

Acceptance value (AV) should be less than or
equal to 15.0./

M03HPOBAHUS ITokazatesns mpueMieMocTu (AV) IoinkeH
OBITL MeHee WiH paseH 15,0.
6 | Dissolution / 0%, 0%, 0%, 0%, 0%, 0% In 0.1 M hydrochloric acid solution - not
PacTrBopenne more than 10 % of C;HoN303S

(omeprazole) is dissolved after 2 h /

B 0,1 M pacrBope XJ10pHCTOBOAOPOAHOMR
KUcNnoThl - He Gosee 10 % Ci7HgN;05S
(oMenpazon) yepe3s 2 4.

101%, 104%, 102%, 104%, In pH 6.8 buffer - not less than 75 % (Q) of
102%, 102%

C17H;oN;0;S (omeprazole) is dissolved after
30 min/

B 6ydepe pH 6,8 - He menee 75 % (Q)
C,7HoN;0;S (oMemnpazon) yepes

30 MHH.

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Mpumeuanne: [1ponyKT cooTBeTCTBYET TpeboaHnsM HJL 3akmouenue: OJJOGPEHO
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CERTIFICATE OF ANALYSIS
CEPTUOPHUKAT AHAJIN3A

Product: Omez (Omeprazole), capsules 20 mg MpoaykT: OMe3® (omMenpasoi), Kancyiel 20 mr
Batch No. / Cepnsa Ne: B2103734 Batch Quantity / O6bem

cepun: 1990000 NO
AR No / Anajuruuecknit otuer Ne: Date of Analysis / lata
2002FP21002091 - aHajgu3a: 25-10-2021
Mfg. Date: / JlaTa npon3BoAcCTBA: 09/2021 Date of Expiry / T'ogen go:

08/2024

Analysis performed according ND / Anaau3 nposegen mo H/I: TT N015479/01-121120

Ne Test / IToxazaTean Result / PesyabTaTsl Specification / Hopma

7 | Related substances / ITocTopoHHne NpuMecH
Any individual 0.04 %/ 0,04% Not more than 0.5 %. /
unidentitied impurity / He 6onee 0,5 %

JIro6as caHu4YHag

HEUACHTUPULIMPOBAHHA

sl IpAMeECh

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

8 | Assay/ 20.0 mg /20,0 mMr 18.0mg to 22.0 mg of C;;HppN;O;8
KonnuecrBenHoe (100.2% / 100,2%) (omeprazole) in capsule (90.0 to 110.0 % of
onpejaeeHue label claim). /

Or 18,0 mr mo 22,0 mr C7H;9N;O;S
(omenpason) B karrcyne (ot 90,0 mo 110,0 %
OT HOMUWHAJTLHOTO COAEPKAHUA).

9 | Microbial limits / Mukpo6nonoruieckasi 4ncToTa

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
O61mee uncio aspoOHBIX

MHKpPOOPTraHI3MOB
b) Total Combined Less than 10 CFU/g/ Not more than 100 CFU/g /
Yeasts and Mould Count | Mewnee 10 KOE/r He 6onee 100 KOE/r
O6ee uncno
IPONCKEBBIX 1
TUIECHEBBIX MpUbOB
¢) E. coli Absentin1g/ Absentinl g/
Oreyrersyers 1 r OrcyterBue B 1 1

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

3 strips and patient information 0 e i = alum}num Sp_ o
. PA/AL/PVC // aluminum blister. 3 strips or

leaflet in a carton pack. / [lo 10 st d patient inf tion leaflet i
e T T 3 blisters and patient information leaflet in a
T O copibn e o o carton pack. / TTo 10 xancyn B anfOMHHHEBOM
DHMERERIEO B HaTKky KapTommyvio. | CTPATE Wi B TTA/AJI/TIBX // antoMUHHEBOM
P HARAREOCEDES, 6nucrepe. I1o 3 crpuna unu no 3 Gnucrepa c
HHCTPYKUWEH TI0 TIPUMEHEHWIO B TAUKy

KapTOHHYIO.

Remarks : The Product conforms to ND/
IMpumeuanne: [TponykT cooTBeTcTBYET TpeboBaHuaM HJI

Conclusion : APPROVED /
3akmiouenne: OJJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIU3A

Product: Omez (Omeprazole), capsules 20 mg o

IpoayxT: Ome3s® (oMmenpason), kancynsl 20 mMr

Batch No. / Cepus Ne:

B2103734 Batch Quantity / O6nem

cepuu: 1990000 NO

AR No / Ananurudeckuii oruer Ne: Date of Analysis / laTa

2002FP21002091 anaaunsa: 25-10-2021

Mfg. Date: / laTa npoH3BocTBA: 09/2021 Date of Expiry / 'ogen go:
08/2024

Analysis performed according ND / Anaau3s nposeaen o HJ: I N015479/01-121120

Ne Test / ITokazaTenn Result / PesyabTarsl Specification / Hopma
11 | Labeling / According to ND / B cooterctuu ¢ HJI
Mapxkuposka
12 | Storage conditions / At temperature below 25 °C. / TTpu TeMniepaType He el 25 °C.
YcnoBus XpaHeHHust
13 | Shelf life / Cpox 3 years /3 roga
TOAHOCTH

Remarks : The Product conforms to ND/

Mpumeuanue: [Iponykr cooTrercTBYET Tpebosanusm HJI

Conclusion : APPROVED /
3axiwuedne: OJOBPEHO
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