Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS/ CEPTUOUKAT AHAJIA3A

AR.
M.

Product: Omez, Delayed-release capsules, 40 mg

Batch No. / Cepus Ne: C2200548

mr

IIpoaykr: Ome3®, kancyibl KnmelmOpa—CTBopuMble, 40

Batch Size / O6bem naprun: 500000

_No. / Ananutnuecknii oruer Ne: 890001572635

Date of Analysis / Jlara agajiusu: 11/02/2022___

Date: / Jlara npoussoacrba: 12/2021

Date of Expiry / Cpox roguocrn: 11/2024

Analysis performed according ND / Anajiu3 nposeieH no H/I: JII1-000328-290321

No

Test / ITokasarenn Result / PesynsTaTnl

Specification / Hopma

|

Description / Hard gelatin opaque capsules of size Oel
having light-violet body, yellow cap and

black color inscription “OMEZ 40” on

Onncanve

capsule cap and body. Capsule contents —
off-white granules. /

Trepible JKETATHHOBBIE HENPO3payvHble
Qel, co cBemo-

Kancynsl  pazmepa

(h1MONETOBEIM KOpITyCOM, XeNTOM
KpbILIEYKOl ¥ MapKMpPOBKOM YepHOTo
usera «OMEZ 40» Ha KpbllIeuke H
kopnyce kancyssl. CofepkuMoe KarncyJbl

— rpaHyiibl IoyTH 6€10T0 UBETA.

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 — oft-white to light-yellow granules. /

Trep/ble KEeNaTHHOBbIE HENPO3pauHbie Karcydbl
pasmepa Oel, co CcBETNO-(GHONECTOBBLIM KOPMYCOM,
KENTON KpHIIEYKON N MAPKUPOBKOM HEPHOTO LBETA
«OMEZ 40» Ha KpbllIEUYKE M KOPTyce Kalncynbl.
ColepXKMMOE KancyJibl — TPaHylbl OT MouTH 6eNoro

J10 CBETJIO-KEJITOro 1BETA.

Remarks: The Product conforms to ND/
Tpumeuanue: IpogyKT cooTBETCTBYET TPeOOBANUAM HI

Conclusion: APPROVED i
Zaxkarouenne: OJOBPEHO

Tested by/ Mcnbitanis Ilpnhﬁ'}il‘l:

Date/JlaTa:

W J |\ py

Document Checked by/loxymeHT nposepen:

Approved by: Manager
Menemkep no odecneyeH o KauecTsa

600 - W Date/JlaTa:

(6 ~62 ~200 2

Date/MlaTa:

b2 ~20r—
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Product: Omez, Delayed-release capsules, 40 mg

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

Mr

IIpoaykTt: OmMe3®, Kancybl KHllle‘lllOpaCTB-(-)pHMble, 40

[Batch No. / Cepus Ne: C2200548

Batch Size / O6bem naprun: 500000

A.R. No. / Auanntnueckunii oruer Ne: 890001572635

Date of Analysis / Jlara apannsa: 11/02/2022

m'g. Date: / Jlara npoussoactsa: 12/2021

Date of Expiry / Cpox roanoctu: 11/2024

Analysis performed according ND / Ananus nposeaen no HJL: JI1-000328-290321

Ne Test / Iloka3zaTesb

Result / PesyabTaThl

Specification / Hopma

2 Identification /

ITopnuHHOCTH

Complies as prescribed/

CooTtBeTcTBYET TpeOOBAHUAM

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»). /

Bpemsi  yaepkMBaHWsS ~ OCHOBHOIO TIHKa  Ha
XpOMaTorpamMMe HCIILITYyeMOTO pacTBOpa AOIKHO
COOTBETCTBOBATH BPEMEHH YEP)KUBAHKMA OCHOBHOTO
nUKa Ha XpoMaTorpamMMe CTaHZAPTHOTO pacTBOpa

OM¢ETIpasoJa.

3 Average weight of
capsules / Cpeansas
macca KancyJ

524.1 mg /524,1 mr

527.0 mg £7.5% (487.5 mg — 566.5 mg) /
527,0 Mr £ 7,5% (487,5 mMr - 566,5 mr)

4 | Average weight of
capsule contents /
CpenHss macca

COAEPIKUMOTO KarcyJ

422 .7 mg /422,7 mr

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

5 Dissolution/

PacTtBOpenue

~110,0 % of Cy7H 1oN305S (omeprazole) in 2 hours. /

Remarks: The Product conforms to ND/
IIpumeuanne: IpoaykT cooTBeTcTBYET TpeboBanusam HJ/L

Capsule |/ Kancyna 1 2,8%
_Capsule 2/ W i 0,6%
Capsule 3/ Kancyna 3 1,7%
Capsule 4/ Kancyna 4 23%
WnleS/ Kaazyna 51 07%
Capsule 6/ Kancyna 6 0,0%
Capsule 1/ Kancyna 1 93%
Capsule 2/ Kancyna 2 92%
Capsule 3/ Kancysna 3 84%
Capsule 4/ Kancyna 4 91%

| Ci7H19N505S (omeprazole) in 45 min /

In 0.1 M solution of hydrochloric acid — not more than
B 0,1 M pacTBope X10pUCTOBOLOPOAHON KUCIIOTHI —

He Gonee 10,0 % C7H19N;0:S (omenpazona) uepes
24,

In pH 6.8 buffer — not less than 75 % (Q) of

Conclusion: APPROVED /
3akmouenne: OJOBPEBHO

Tested by/ McnbiTanus npose iy

Jge===

Date/Iata: ! 6_’% 4 M

Date/[laTa:

Document Checked by/JJokyMeHT nposepeH:

602 ~2022

Approved by: Manager
MeHemxkep no obecieeHHIO Ka4ecTBa
4

Ml
Date/Jlata: b 022022




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS / CEPTU®HUKAT AHAJIU3A

Product: Omez, Delayed-release capsules, 40 mg

mMr

IIpoaykr: Ome3®, kancy/bl Kl'lllle‘lHOpaCT_B-(:)pp;Mble, 40

Batch No. / Cepust Ne: C2200548

Batch Size / O6bem napTu;l: 500000

A.R. No. / Anajautnueckuii oruer

Ne: 890001572635

Mfg Date: / Jlata nponsBoacraa:

12/2021

Date of Analysis / [laTa anaymza: 11/02302_2;
Date of Expiry / Cpox roanocrtu: 11/2024

Analysis performed according ND / Ananns nposeaen no H/I: JIII-000328-290321

Test / Ilokazareinn

Poncreennnie npruMeECH

Ne Result / PezyabTarsl Specification / Hopma
CapsWS/ Kﬁyna 5 1 193% B 6ydepe pH 6,8 — ve Menee 75 % (Q) C;7HsN30;S
Capsule 6/ Kancyna 6 92% (omenpazona) uepes 45 MUH.

6 Related substances / 0.003 %/ 0,003 % Omeprazole sulfone impurity — not more than 0.4% /

0.03 % /0,03 %

0.1%/ 0,1 %

[Mpumecs omenpasona cynbpoHa —- He Gonee 0,4 %;

Any single impurity - not more than 0.4% /
Jiobas enanvHas npumechk— He 6ostee 0,4 %o;
Total impurities - not more than 2.0 /

CymmMa npuMeceit — He 6onee 2,0 %

7 Residual solvents /
OcTaTouHble
oprainyeckuie
pacTBOpUTENN

2302 ppm

Isopropyl alcohol — not more than 5000 ppm /

WzonponaHnon — He 6onee 5000 ppm.

8 Microbial limits /
Mukpobuonoruueckas
yucTOTa

a) Total acrobic
microbial count /
O6uuee urcno
a3pobHBIX
MHKPOOPraHUu3MOB

b) Total combined
yeasts and mould count
/
O6ulee uncno
LPOXIKEBBIX H

NNECCHEBLIX FpM6OB

Less than 10 CFU/g
Meuee 10 KOE/r

Less than 10 CFU/g
Menee |0 KOE/r

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/

Ipnmewanne: IpoaykT cooTBeTcTBYET TpebGoBanusam HJL

Conclusion: APPROVED /
3akmouenne: OJOBPEHO

Tested by/ l/lcmnaw
&/ il

16-C2-200p

Date//laTa:

Document Checked by/lokyMeHT npoBepeH:

Approved by: Manager
MeHemkep No obeciieeHRIO KauyecTsa
)

it
T L

- Date/Jlara: L6 ~00 9250

Date/ava: |} ~02-Zo2>—




Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

Product: Omez, Delayed-release capsules, 40 mg

‘Mr

IIpoaykr: Ome3®, kancyJibl Kﬂllle‘lHOpaCTI;()puMb]e, 40

Batch No. / Cepun Ne: C2200548

Batch Size / O6bem napruu: 500000

A.R. No./ Aunanantnuecknii oTuer Ne: 890001572635

Date of Analysis / JIaTa anajinsa: 11/02/2025?

‘M fg. Date: / lara nponssoacraa: 12/2021

Date of Expiry / Cpox ronnoctn: 11/2024

Analysis performed according ND / Ananu3s nposeaen mo HJ/I: JIII-000328-290321

FrOAHOCTH

No Test / Iloxazarens Result / PesyanTarthl Specification / Hopma
c) Escherichia coli/ Absentin 1 g/ OtcytctByeTB 1 T Absentin 1 g/ OrcyTtctBue B | 1
E. coli
9 | Uniformity of dosage 2.1/2,1 Acceptance value (AV) is not more than 15,0/
units /OHOPOHOCTD IMokazarens npuemnemoctn (AV) He Gonee 15,0,
N03UPOBaHNS
10 | Assay/ 100.9 /100,9% 90 % - 110 % of Cy7H9N303S (omeprazole) of label
Konuuectennoe claim / Ot 90 % no 110 % C7H9N3O;S
onpeseneHue (omemnpazona) OT HOMHHANBLHOTO COAEPKAHUS,
11 |Packaging / Vnakoska |Capsules 40mg. 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
i L ) l information leaflet in a carton pack.
4 blisters and a patient information leaflet | ~ . roc 40 mg. 7 capsules in a (PVC/AL/PA) foil/
in a carton pack. / Kancysnst 40 mr. Tlo 7 | aluminum foil blister. 4 blisters and a patient
kancyn B Guuctepe u3 (TIBX/AJIIIA) information leaflet in a carton pack. /
bonbru / amomunuesoii donsru. Io 4 Kancyner 10 w2 Tlo 10 kancyn B 6auctepe u3
(IIBX/AJV/TIA) donbru / aniomnumneBoi gonsru. Tlo
Onncrepa BMecTe C MHCTPYKUMEH [0 N
| wnu 3 6nauctepa BMecTe € WHCTPYKUMWEH IO
NPHUMEHEHHIO B NIa4YKy KapTOHHYIO. NMPUMEHCHUIO B MAUKy KApTOHHYIO.
Kancyner 40 we. Tlo 7 kancya B Oancrtepe w3
(TIBX/AJI/TTA) dbonbru / amomunueBoii donbru. o
4 GancTepa BMECTE C MHCTPYKLUMER TIO NPUMEHEHHIO
B TIAUYKY KaPTOHHYIO.
12 | Labeling / Mapxuposka | According to ND / B cootBeTcTBMM ¢ H/|
13 | Storage conditions / At temperature below 25 °C. / Tlpu Temneparype He Bbitle 25 °C,
Xpanenie
14 | Shelf life / Cpox 3 years/ 3 roaa

Remarks: The Product conforms to ND/
Ipumeuanne: Ilpoavkr coorBercrByeT TpeboBannam HJL

Conclusion: APPROVED /
Zakmouenne: OJOBPEHO

Tested by/ Mcnbita

Date/dara:

HHA NPOBEACH

==

(D~

Document Checked by/JlokymenT nposepeH:

Approved by: Manager
Metekep 1o o0ecHeeHNIo KaluecTsa

16-02- 202

Date/JlaTa:

/A/‘@Q, ~20m22

Date/Jlata: 022022~




