Dr.Reddy’s “:‘.

CERTIFICATE OF ANALYSIS / CEPTU®PUKAT AHAJIU3A

Product: Omez, Delayed-release capsules, 40 mg

Hpoaykr: OmMe3®, kancy.ibl KNUIEYHOPACTBOpHMBbIe, 40 Mr

Batch No. / Cepns Ne: C2200547

Batch Size / O6bem napruu: 500000

A.R. No. / Ananutinuecknii oruer Ne: 890001572361 _

Date of Analysis / JlaTa anannsa: 09/02/2_0_2_2___

Mfg. Date: / Jlara nponssoacrsa: 12/2021

Analysis performed according ND./ Anannz upoBe,u:aH no H)L: JUI-000328-290321

Date of Expiry / Cpox roasocrn: 11/2024

Test / IlokazaTenb

No

Result / PesynbTaTsl

Specification / Hopma

I Description /

Omucanne

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. /

TBepabie SKENATWHOBBIE HENPO3pauyHbIe
O¢l, co ceetno-

Kancynbl  pasMmepa

¢$broneToBbLIM KOpIycoM, KeNToi
KpBILIEYKOH ¢

neeta «OMEZ 40»

MapKUPOBKOH YEpHOro
Ha KpbILWICUKE W
kopryce KancyJsbl. CONEPX)NUMOE KancyJibl

— I'paHyJibl NOYTH 6enoro 1gera.

Hard gelatin opaque capsules olsize O¢l having light-
violet body, yellow cap and black color inscription
“OMEZ 40” on capsule cap and body. Capsule
contents — off-white to light-yellow granules. /

Trepavie KeAaTHHOBbIE HENPO3pauHbIe KarCyJibl
pasmepa Oel, co cBE1IO-(PUONETOBLIM KOPLYCOM,
MENTOH Kpbllleykoil 1 MAPKUPOBKOM YepHOTO LiBETa
«OMEZ 40» na Kpbllleuke M KOPIIyCcE KarCyJibl.
Coaepkumoe KarncyJibl — TpaHyJibl OT NOYTH 6esioro

J10 CBETJIO-KCJITOrO LBETA.

Remarks: The Product conforms to ND/
Mpumeuanne: MpoaykT cooTBercTBYET Tpehopannav HJL

Conclusion: APPROVED /
3akmouenune: OJJOBPEHO

Tested by/ McnbiTanKs NPOBEXCH L
I: { : Jcﬁ%b
-

Date/Jlara; 10 -O2rLD 2

Date/[ara: 10-02-2022~

Document Checked by/JJoxymen1 npoBepen:

Approved by: Manager
Menekep no obecnete o Kauecsg

2o old) Ro~L ety

Dale/_II;Ta: \ 0.0 _2022—




Dr.Reddy’s ‘f"

CERTIFICATE OF ANALYSIS / CEPTU®HUKAT AHAJIM3A

Product: Or;ez, Delayed-release capsules, 40 mg

IpoaykT: Ome3®, kancyJibl Klrlllle‘lﬂopa(!TB()pﬂMble, 40 mr

Batch No. / Cepust Ne: C2200547

Batch Size / O6bem naprun: 500000

A.R. No./ AnanuTnyeckuii oruer Ne: 890001572361

Date of Analysis / JlaTa anannsa: 09/02/2022

Mfg. Date: / JlaTa 1pon3BOACTEA: 1272021

Date of Expiry / Cpox rognocru: 11/2024

Neo

_| Analysis performed according ND / Ananuz nporeaen no HJL: JTT- 000328-290321

Test / IloxazaTenn

Result / PesyabraTni

Specitication / Hopma

2

Identification /

IloanuHHOCTH

Complies as prescribed/

CooTBeTcTBYET TPEOOBAHUIM

The retention time of main peak on the chromatogram
of test solution should correspond to retention time of
main peak on chromatogram of Omeprazole standard
solution (section «Assay»). /

Bpems  yHepxkyiBaHHA  OCHOBHOTO MNuKa Ha
XpOMaTOrpaMme HCTILITYEMOTO PacTBopa [OJKHO
COOTBETCTBOBATbL BPEMEHH YIEP)KUBAHNA OCHOBHOIO
IMKa Ha XpoMmaTtorpaMMe CTaHIapTHOro pacTBopa

OMETIpa3oJia.

Average weight of
capsules / Cpeanss
Mmacca Kancyi

525.7 mg/525,7 mr

527.0 mg £7.5% (487.5 mg — 566.5 mg) /
5270 Mr = 7,5% (487,5 mr — 566,5 mMr)

4 | Average weight of
capsule contents / 420 .9 mg /420,9 mr 420.0 mg +7.5% (388.5 mg —451.5 mg) /
Cpennss Macca 420,0 mr £ 7,5% (388,5 Mr —451,5 mr)
COJIEPXKMMOTO KancyJ
S Dissolution/ Capsule 1/ Kancyna | 0,0% In 0.1 M solution of hydrochloric acid —not more than
PacTBopenue ~ Capsule 2/ Kancyna 2 0,0% 10,0 % of C,7H9N303S (omeprazole) in 2 hours. /
_Capsule 3/ Kancyna 3 0,4% B 0,1 M pacTBope XJ10pUCTOBOAOPOHOH KUCAOTbI —
_CapsuleTKancyna 4 2,5% He Gonee 10,0 % C 7HoN305S (omenpasosna) uepes
" Capsule 5/ Kancyna 5 0,0% 24
~ Capsule 6/ Kancysa 6 0,0%
Capsule |/ Kancyna | 96%
e e a2 ' 97% In pH 6.8 buffer — not less than 75 % (Q) of
S Copnl ey 3 5% C7H19N505S (omeprazole) in 45 min /
Tapéule 4/ Kmna 4 | 98%

Remarks: The Product conforms to ND/
Ipumeuanne: IpoaykT coorsercisyer 1peboBannsim HJ1

Conclusion: APPROVED /
Zakmouenue: OJOBPEHO

I—

Date//laTa:

Tested by/ UcnibiTaHNs NPOBLLE sy

Document Checked by/doxyment nposepen: | Approved by: Manager
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Dr.Reddy’s “:‘.

CERTIFICATE OF ANALYSIS / CEPTU®HKAT AHAJIU3A -
ITpoayxr: OMe3®, kancyJ/ibl KHIEYHOPACTBOpuMbIe, 40 Mr
Batch Size / O6bem naprun: 500000

Date of Analysis / /laTa ananusa: 09/02/202_2_

Product: Omez, Delayed-release capsules, 40 mg
Batch No. / Cepnst Ne: C2200547
A.R. No./ AnasmTnuecknii oruer Ne: 890001572361

Mfg. Date: / lata nponssoactsa: 12/2021

Date of Expiry / Cpox rognoctu: 11/2024

Analysis performed.according ND./ Anasu3z nposeaen no HJI: JII1-000328-290321

Ne Test / IlokazaTenn

Result / PesyabTarhl

Specification / Hopma

PoncreenHnbie npumecu

N Capsule 5/ Kancyna 5 96% B 6ycdepe pH 6,8 — ne menee 75 % (Q) Ci7H19N305S
Capsule 6/ Kancyna 6 95% (omenpazona) yepe3 45 MUH.
6 Related substances / 0.0038 % / 0,0038 % Omeprazole sulfone impurity — not more than 0.4% /

0.03 % /0,03 %

0.1%/ 0,1 %

IpumMeck oMenpasona cyabdona — ne 6onee 0,4 %;

Any single impurity - not more than 0.4% /
Jio6as enHuHasA ipumeck— He bonee 0,4 %;
Total impurities - not more than 2.0 /

Cymma npumMeceii — He bosee 2,0 %

7 Residual solvents /
OcTtarouHble
opraHuueckme
pacTBopuTeny

2201 ppm

Isopropy! alcohol — not more than 5000 ppm /

H3omponanon — ne 6onee 5000 ppm.

8 Microbial limits /
Mukpobuosnoruyeckas
upcTOTa

a) Total aerobic
microbial count /
Oob1ee yncio
a’poOHBIX
MUKPOOPTaHH3IMOB

b) Total combined
yeasts and mould count
/
Ob6uiee uncno
JPOKIKEBBIX 1

NJNCCHEBLIX FpI'I6OB

Less than 10 CFU/g
Menee 10 KOE/T

Less than 10 CFU/g
Menee 10 KOE/T

Not more than 1000 CFU per gram /
He 6onee 1000 KOE/r

Not more than 100 CFU per gram /
He 6onee 100 KOE/r

Remarks: The Product conforms to ND/
Hpumeuanne: Mpoaykr coorsercryeT TpeGosanuam HJL

Conclusion: APPROVED /
3axniouenne: QQQ_BPEHO

O 2

Date/Jara:

Tested by’ MUcnbitanus npgi;gp

(002 20D 4

g

Date/JlaTa:

Document Checked by/JloxymeHT nposepe:

1002-102. 2

Approved by: Manager
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Dr.Reddy’s Q%¢

CERTIFICATE OF ANALYSIS / CEPTU®PHUKAT AHAJIM3A

Product: Om—ez, Delayed-release capsules, 40 mg
Batch No. / Cepus Ne; C2200547

Ipoaykr: Ome3®, kancy/ibl KHIIEYHOPACTBOpUMbIe, 40 Mr

Batch Size / O6bem mapruu: 500000

A.R. No./ AH_a.rmTuqecxnifl oruer Ne: 890001572361

Mfg. Date: / lara mpousBoacta: 12/2021

Date of Analysis / [laTa anannsa: 09/02/2022

Date of Expiry / Cpox roanocra: 11/2024

Analysis performed according ND / Anann3 nposegen no HJ: JIII-000328-290321

TOOHOCTH

Ne | Test/IlokaszaTenn Result / PexynnTathi Specification / Hopma
c) Escherichia coli/ Absentin 1 g/ OtcyrcTByeTB I T Absentin 1 g/ Orcyrcisue B 1 r
E. coli
9 Uniformity of dosage 3.2/3,2 Acceptance value (AV) is not more than 15,0 /
units /ONHOPOIHOCTH INokazatens npuemaemocti (AV) He 6osee 15,0.
J03UPOBaHNMs
10 | Assay/ 102.2 /102,2% 90 % - 110 % of C,7H19N30sS (omeprazole) of label
Konnuectsennoe claim /Ot 90 % no 110 % C;7H19N303S
onpeneneHne (omenpasona) OT HOMHHAJILHOTO COAEPXKAHUS.
11 |Packaging / VnakoBka |Capsules 40mg. 7 capsules in a|Capsules 10 mg. 10 capsules in a (PVC/AL/PA)
(PVC/AL/PA) foil/ aluminum foil blister. [wil/aluminum foil blister. 1 or 3 blisters and a palieut
4 bl ) TR 2 information leaflet in a carton pack.
isters and a patient information leaflet | -, 106 40 mg. 7 capsules in a (PVC/AL/PA) foil/
in a carton pack. / Kancynel 40 mr. Ilo 7 | aluminum foil blister. 4 blisters and a patient
xarcyn B 6auctepe u3 (TIBX/AJI/IIA) | information leaflet in a carton pack. /
bonbru / amomuHueBol ponbru. To 4 Kancynor 10 me. Tlo 10 xancyn B 6anuctepe u3
. (IIBX/AJYTIA) ¢onbry / amomununesoii donsru. o
6anucrepa BMecTe € WHCTpyKUMEH no N
1 unn 3 6GaucTepa BMecTe € MHCTpyKUuMell mno
NPHUMECHEHUIO B NMa'Ky KapTOHHY1O. NPUMCHEHHWIO B MavKy KApTOHHY!O.
Kancyaor 40 we. Tlo 7 kancya B Onuctepe u3
(NMBX/AJVITA) donbru / antomunuesoil gonsru. Ilo
4 6nucTepa BMECTE C MHCTPYKLUMEH IO NPUMEHEHUIO
B Nauyky KapTOHHY!O.
12 | Labeling / Mapkupogska | According to ND / B coorsercTeun ¢ HJ]
I3 | Storage conditions / At temperature below 25 °C. / T1pn Temneparype He Bbiwe 25 °C.
XpaHeHue
14 | Shelf life / Cpox 3 years/ 3 rona

Remarks: The Product conforms to ND/
Ilpumeuanne: IpoaykT coorBercTBYeT TpeboBanuam HJL

Tested by/ McnbiTanus npoBedieiin):
W
i)

1002 P02 )

Date/JlaTa:

Conclusion: APPROVED /
3aknwuenne: OJOBPEHO

Vs

= 4

[ D-02-102.2-

Date/[laTa:

Document Checked by/[lokymeHT nposepe:

Approved by: Manager
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