Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS / CEPTU®PHUKAT AHAJIM3A

Product: bmez, Delayed-release capsules, 40 mg

IMpoaykT: Ome3®, kancynbl KHIIEUOPACTBOPHMBIE, 40 M

Batch No. / Cepnsa Ne: C2113422

Batch Size / O6vem nmapruu: 750000

A.R. No./ Anannrnuecknii oruer Ne: 890001554780

Date of Analysis / lara anananza: 12/11/2021

Mfg. Date: / lata npousBoacrsa: 09/2021_

Date of Expiry / Cpox rognocrn: 08/2024

Analysis performed according ND / Ananns nposeaen no HJI: JITI-000328-290321

Ne

Test / Ilokazarenb

Result / Pesynabrarsi

Specification / Hopma

Description /

Onucanne

Hard gelatin opaque capsules of size Oel
having light-violet body, yellow cap and
black color inscription “OMEZ 40" on
capsule cap and body. Capsule contents —
off-white granules. /

TBepﬂble JKCJIATUHOBLIE  HENPO3patiHbIC

kancynel padmepa Oel, co cBeTno-
($HoneToBbIM KOPNyCcoM, JKENTOM
KPLIWIEYKOH W MapKUpPOBKONM UepHOro

useta «UMEZ 4U» Ha Kpbllieuke W
xopmycc kancysbl. CoACPpIKMMOE KancyJb

— rpaHynbl 1OUTH Gelioro LBeTa.

Hard gelatin opaque capsules of size Oel having light-
violet body. yellow cap and black color inscription
“OMEZ 40” on capsule cap and body. Capsule
contents — off-white to light-yetlow granules. /

Teepable HenaTHHOBBIE HENpO3pauHble KancyJbl
pasmepa Oel, co cBeTno-GpUONETOBBIM KOPITYCOM,
IKENTOH KPbILWEUKOH M MapKHpOBKOil YepHOro UBETa
«OMEZ 40» na kpbllueuke M KOpIyce KarncyJbl.
Coacpkumoe KancyJibl — rpaHyJibl OT MOUTH OE0ro

N0 CBECTIIO-/KENTOro UBETAa.

Remarks: The Product conforms to ND/
IMpisreanne: Hpoaykr coorserersyer Tpedonanusy HJL

Conclusion: APPROVED /
3armouenne: OJOGPEHO

Tested by Hensirannsg npore;

%

Date Jlara: ) O_"Iz '_W

HisE?

Date/Jlara.

Document Checked by’Jlokyvamer iposepers:

Lo ~12 - 202 [

Approved by: Manager
Menerep 1o odecneuen o kaueeTisa

Poeaord Ko~ leskit

Date Jlara ’O - )/_,TZO'),,




Dr.Reddy’s ":’.

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A
Product: Omez, Delayed-release capsules, 40 mg
Batch No. / Cepust Ne: C2113422
A.R. No./ Anaautnueckuii oruer No:

Hpoaykr: Omesz®, kancyab! KHUIEWIIOPACTBOPUMBIE, 40 Mr
Batch Size / O6bem naprTuu: 750000
Date of Analysis / lara anaauza: 12/11/2021

890001554780

Mfg. Date: / Jlata npoussoacra: 09/2021

Date of Expiry / Cpox rognocru: 08/2024

Analysis performed according ND / Ananus nposeaen no H/L: JIII-000328-290321

capsule contents /

CpenHss macca

420 .7 mg /420,7 mr

No Test / Iloka3zarenn Result / Pesynbrarsl Specification / Hopma
2 Identification / Complies as prescribed/ The retention time of main peak on the chromatogram
TMoanuuHoCThL CooTBeTcTBYET TpeOOBaHNAM of test solution should correspond to retention time of
main peak on chromatogram of Omeprazole standard
solution (section «Assay»). /
Bpems  ymepMBaHWA ~ OCHOBHOTO  TMKa  Ha
XpoMarorpaMme HCIbITYEMOr0 pacTBOpa J0JKHO
COOTBETCTBOBATb BPEMEHH YAEPKUBAHHS OCHOBHOIO
NHKa Ha XpoMaTorpaMMe CTaHAapTHOrO pacTBOpa
oMerpasona.
3 | Average weight of 527.0 mg +7.5% (487.5 mg — 566.5 mg) /
capsules / Cpennss 523.6 mg /523,6 mr — — g Rie—
HESEANATEY 527,0 mr + 7,5% (487,5 Mr— 566,5 mr)
4 Average weight of

420.0 mg £7.5% (388.5 mg —451.5 mg) /
420,0 Mr =+ 7,5% (388,5 Mmr—451,5 mr)

COAEPIKMMOTO Kancyn

S Dissolution/ Capsule 1/ Kancyna | 0,0% In 0.1 M solution of hydrochloric acid — not more than
PacTBopeHue Capsule 2/ Kancyna 2 0,0% 10,0 % of Cy7H9N303S (omeprazole) in 2 hours. /
Capsule 3/ Kancyna 3 0,0% B 0,1 M pacTBope XxJI0pHCTOBOKOPOAHONH KHCNOTbI —
Capsulc 4/ Kancynad | 0,0% | He Gonee 10,0 % Ci7H1oN;05S (omenpazona) tepes
Capsule 5/ Kaneyna 3 2.2% 21
Capsule 6’ Kancy:a 6 0.6%
Capsufe 1" Kaneyaa | 97%
Capsulc 2 Kancyna 2 0504 In pH 6.8 buffer — not less than 75 % (Q) of
- E'upzllc 3 Kancvan 3 e Ci7H19N30sS (omeprazole) in 45 min /

Capsule 4 Kaneyaa 4 95%

Conclusion: APPROVED /
Jarmoucnue: OJOBPEHO
Approved by: Manager

ML‘IIL’.[}[(L‘[‘P (RN !!()L‘L'Ill_"ll.‘lll.llll KIMCeCTBA

Fecotd oL Meateed
B Date |O~—|2.-w)«’

Remarks: The Product conforms to NI/
nr)ll\l(.“ldllllt' Ipoaykr coorserersyer rpedosanmsivn HJL
Tested by/ lenumais II|)()I!&;9II
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Dr.Reddy’s Q':"

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

Product: Omez, Delayed-release capsules, 40 mg

Hpoayxkr: Ome3®, kancyibl KHIeUnopacTesopumble, 40 mr

Batch No. / Cepusn Ne: C2113422

Batch Size / O6nsem naprun: 750000

A.R. No./ Ananntuueckuii oruer Ne: 890001554780

Date of Analysis / /lata ananusa: 12/11/2021

Mfg. Date: / lara npoussoactna: 09/2021

Date of Expiry / Cpox roanoctu: 08/2024

Analysis performed according ND / Ananuz npOBénell no HJL: JITI-000328-290321

No Test / [TokazaTesn Result / PesyabTaTsl Specification / Hopma

Capsule 5/ Kancyna 5

95% B Gydepe pH 6,8 — e menee 75 % (Q) Ci7H 19N303S

Capsule 6/ Kancyna 6

94% (omenpazouna) uepes 45 MuH.

6 Related substances / 0.01%0,01 %
PoacTBeHHbIC PHUMECH

0.1%/ 0,1 %

0.04 %0,04 %

Omeprazole sulfone impurity — not more than 0.4% /

IMpumeck omenpazona cynbdona — ne donee 0,4 %;

Any single impurity - not more than 0.4% /
Jhobas eannnunas npumecs— He Sonee 0,4 %;
Total impurities - not more than 2.0/

Cymma npumeceit — ne 6onee 2,0 %

7 Residual solvents / 2208 ppm
OcTaTouHbie

opranuueckme
paCTBOPHTENH

Isopropyl alcohol — not more than 5000 ppm /

M3onponanon  ne 6onee 5000 ppm.

8 Microbial limits /
Mukpoduonoruueckast
HIeToTa

a) Total acrobic

aspodIbIX
MILKPOOPIalliizos

b) Total combined

Qontee wneno
JIPOAKCBLIN 1

THZICCTICBBIN I‘])ll()()l}

microbial count / Less than 10 CFU/g Not more than 1000 CFU per gram /
Oduee uncio Menee 10 KOE/r He Gonee 1000 KOL/r

veasts and mould count Less than 10 CFU/g Not more than 100 CT'U per gram /

Memnee 10 KOE/r Fle Gonee 100 KOIL:/i

Remarks: The Product conforms to ND/

Conclusion: APPROVED /

[Mpuseuanuce: [poayrt coorsercrpyer Tpebosannsiv HJ Zarmoucnnce: OJOBPEHO
.| Document Checked by/okynsent nposepen: | Approved by: Manager

Tested by Menrrans npose ey

| Date Jlara , 0'12’299// Date Jlara;
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Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS / CEPTUPUKAT AHAJIU3A

Product: Omez, Delayed-release capsules, 40 mg

Batch No./ Cepus Ne: C2113422

NpoaykT: OMes®, Kancybl KHIIEYHOPACTBOPHAMBIE, 40 Mr
Batch Size / O6bem naprun: 750000

A.R. No./ Ananntnuecknii oruer Ne: 890001554780 |

Date of Analysis / Jlata anannsa: 12/11/2021

Mfg. Date: / Jlata npoussoacrtia: 09/2021

Date of Expiry / Cpox rognocru: 08/2024

Analysis performed according ND / Anann3z nposeaen no H/I: JII1-000328-290321

Ne Test / IlokazaTesn Result / PesyabTaTnl Specification / Hopma
c) Escherichia coli/ Absent in 1 g/ OtcyTcTByeTB | I Absent in | g/ OtcyTcTBue B 1 1
E. coli
9 Uniformity of dosage 2.0/2,0 Acceptance value (AV) is not more than 15,0/
units /OQHOPOAHOCTh [Toxaszarens npuemnemocty (AV) He 6onee 15,0.
J03MPOBAKMS
10 | Assay/ 101.8/101,8% 90 % - 110 % of C,7H9N3;03S (omeprazole) of label
Konunuectsennoe claim / Ot 90 % no 110 % C7H 9N305S
oTnpeieneHue (omernpaszona) OT HOMUHANLHOTO COLNEPIKaHUS.
11 | Packaging / Vrakoska |Capsules 40 mg. 7 capsules in a|Capsules 10 mg. 10 capsules in a (PVC/AL/PA)
(PVC/AL/PA) foil/ aluminum foil blister. foil/aluminum foil blister. 1 or 3 blisters and a patient
bli NN S information leaflet in a carton pack.
‘Cabliatens g NpOUEn i ioRRIGRREakict Capsules 40 mg. 7 capsules in a (PVC/AL/PA) foil/
in a carton pack. / Kancysu 40 mr. Io 7 | aluminum foil Dblister. 4 blisters and a paticnt
kancyn B 6ancrepe uz (TIBX/AJITIA) information leaflet in a carton pack. /
bonbru / amomunnesoit donbru. Tlo 4 Kancyiwr 10 me. Tlo 10 kancyn B 6nucrepe u3
. (MIBX/AJITIA) ponbru / amomunuesoii gonsru, [1o
6avctepa BMeECTE € HWHCTPYKUHEH no R o
| wam 3 Onncrepa BMECTE C HHCTPYKUMEH no
NMPUMEHEHUIO B MAYKy KAPTOHHYIO. NPUMCHEHMIO B NAYKY KapTOHHY!O.
Kancyasr 40 veo Tlo 7 xancyn B Gnuctepe w3
(MBX/AJI/TIAY donbru / aniomunnesoit poabru. Mo
4 fancTepa BMECTE ¢ MHCTPYKLMEH MO APUMEHEHNIO
B MAUKY KAPTOHHY!O.
12 | Labeling / Mapxuposka | According to ND / B cootserctsin ¢ HJ
13 | Storage conditions / At temperature below 25 °C./ Hpu temnepatype 1te sbitie 25 °C.
XpateHue
ld | Shell lite / Cpok 3 years /3 roaa
FOANOETI

Remarks: The Product econforms to ND/
INpuscuanne: MpoaykT coornercrsyer rpedosannsiyt HJl

Conclusion: APPROVED /
3armouennce: OJOBPEHO

Date Jlara
|

Tested by/ Menmiian nponeicpmy.
=
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