Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS / CEPTUOHUKAT AHAJIN3A

Product: Omez, Delayed-release capsules, 40 mg

Ba_tchﬁoLCepun No: C2113423

Hpoaykr: Ome3®, kancyabl KHIIeYHOpacTBOpUMbIe, 40 Mr

Batch Size / O6bem maptun: 750000

A.R. No. / Anaantnuecknii oruer Ne: 890001555043

Date of Analysis / Tara ananusa: 13/11/2021

Mfg. Date: / lata nponssoncrsa: 09/2021

Date of Expiry / Cpok roanocru: 08/2024

Analysis performed according ND / Anann3s nposeaen no HJ: JIII-000328-290321

Specification / Hopma

Ne Test / Iloka3aTesb Result / PesynabTaTsl
| Description / Hard gelatin opaque capsules of size Oel
Onucaumne having light-violet body, yellow cap and

black color inscription “OMEZ 40” on
capsule cap and body. Capsule contents —
off-white granules. /

TBepObie >KeNaTHMHOBbIE HENpo3pauHble
xancynsl  pasmepa Oel,

CO  CBETJIO-

($1oNeTOBLIM KOpNycom, HKENTOH
KpbILIEYKO W MapKUpOBKOH

usera «OMEZ 40»

YEPHOTO
H4  KpblLUEYKE W
Kopmyce kancynn. ConepirHMoe Kancyil

— IrpaHyJbl noyTy OENoTo 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-yellow granules. /

Teepable >KENAaTHHOBbIE HEMpPO3payHble Kamcybl
pasmepa Oel, co cBeTNO-(HONETOBLIM KOPHYCOM,
JKEJITON KpbILUEUYKOH U MapKUPOBKOM UE€PHOTO LIBETA
«OMEZ 40» Ha kpbllieuke M Kophyce Kancynbl.
Conep>kumoe Kancysbl — FpaHyJbl 0T NoUTH benoro

HO CBELIO=)XKENTUI'V UBETd.

Remarks: The Product conforms to ND/
ITpumeuanne: [poaykr coorsererByet Tpedosannav HJQ

Conclusion: APPROVED /
Jakmouenne: OJOBPEHO

Tested by/ Hepbitanms npilsé_gl‘l};l.

02-12-202-{

Date Jara: C)Qﬁ IZ/ZOQ/) Date’Jlara:

Document Checked by/Jlokynmert nposepet:

Approved by: Manager
MeHekep no 00CCTeUCHINO KauecTsa

Date lara: Q2 ~ ,)'._ 2.0 D//




Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIM3A

Product: Omez, Delayed-release capsules, 40 mg

Ipoaykr: OMe3®, kancyJbl KHIIeUHOpAcTBOpUMbIle, 40 Mr

Batch No. / Cepna Ne: C2113423

A.R. No. / Anaantuuecknii oruer Ne: 890001555043

Batch Size / O6bem napruu: 750000

Date of Analysis / [laTa anannza: 13/11/2021

Mfg. Date: / laTa npoussogctsa: 09/2021

Date of Expiry / Cpox rognocru: 08/2024

Analysis performed according ND / Ananu3s nposenen no HJI: JITI-000328-290321

No Test / Ilokazarenanb

Result / PesynbTaTnl

Specification / Hopma

2 Identification /

IlopnMHHOCTH

Complies as prescribed/

CooTBeTCTBYET 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  ymepxuBaHMs ~ OCHOBHOTO  MNMKa  Ha
XpOMaTorpaMMe HMCTLITYEMOr0 pacTBOpa A0JKHO
COOTBETCTBOBATb BPEMEHH YIEPXKMBAHWsI OCHOBHOTO
NUKa Ha XpoMaTorpaMme CTaHAapTHOTO pacTBOpa

oMenpa3soJa.

3 Average weight of
capsules / Cpennss
macca Kancyn

530.8 mg /530,8 mr

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

4 | Average weight of
capsule contents /
CpenHss Macca

COACPIKUMOTro Karicyn

430.5mg /430,5mr

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

S Dissolution/ Capsule 1/ Kancyna | 0,0%
Pacteopenue ' Capsule 2/ Kancyna 2 0.0%
Capsule 3/ Kancyna 3 1,6%
'_C_apsu_le 4/ Kancyﬂ_a_4_ 2,2%
—Cal_)s_ulc 5/ Kancyna 5 0.0%
Wﬂﬂz)’_ﬂﬂ 6 0.7%
Capsule 1/ Kancyna | 93%
Capsule 2/ Kancyna 2 95%
Ci‘lpSl-lk? 3/ Kancyna3 | 91%
Tapsule 4/ l_\’anc_wm 4 94%

In 0.1 M solution of hydrochloric acid — not more than
10,0 % of C7H9N503S (omeprazole) in 2 hours. /
B 0,1 M pactsope XJIOpHMCTOBOROPOAHON KHCIOThI —

He Gosee 10,0 % C,7H19N30;S (omenpasona) uepes

2,

in pH 6.8 buffer — not less than 75 % (Q) of
C17H19N;05S (omeprazole) in 45 min /

Remarks: The Product conforms to ND/
IMpumeuanne: IMpoavkr coorsercrayer Tpebosanusivm HJL

Conclusion: APPROVED /
3akmouenune: OJOBPEHO

Tested by/ Mcnbitatis nm’&uﬁ_},@f.l:

4=

_Dnlc Jlatu 02",2 ~ Z—Q%

Document Checked by JlokymeHT nposepeH:

9

Date Jlanra:

02-12-202. |

Approved by: Manager
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Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS / CEPTUOHUKAT AHAJIM3A

Product: Omez, Delayed-release capsules, 40 mg
Batch No./ Cepus Ne: C2113423

IIpoaykr: Ome3®, kancynsl kuievunopacrsopumble, 40 mr

Batch Size / O6bem napruu: 750000

A.R. No. / Anaaurnueckunii oruer Ne: 890001555043

Date of Analysis / lara ananuza: 13/11/2021

Mfg. Date: / lata npoussoactsa: 09/2021

Date of Expiry / Cpok roanoctu: 08/2024

Analysis performed according ND / Ananns nposenen no HJ/I: JII-000328-290321

MukpoGuoioruueckas
YHCTOTA

a) Total aerobic
microbial count /
OO0wwee uuncio
a’pobHbIX
MHUKPOOPraH13MOB

b) Total combined
yeasts and mould count
/
Obulee yuncno
APOAKIKEBBIX 11
MJeCHERbIX TPIOOB

¢) Escherichia coli/

Less than 10 CFU/g
Menee 10 KOE/r

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

Ne Test / Iloxaszarens Result / PesyabtaTsi Specification / Hopma
Capsule 5/_Kancyna 5 92% B 6ydepe pH 6,8 — ne menee 75 % (Q) Cy7H9N;0;S
Capsule 6/ Kancyna 6 93% (omenpazona) uepes 45 MUH.
6 Related substances / 0.01%0,01 % Omeprazole sulfone impurity — not more than 0.4% /
POACTECHHEC puNeeH [pumecs omenpasona cyabdona — e donee 0,4 %;
0.04 %0,04 % Any single impurity - not more than 0.4% /
Jhobas epnHnyHas npuMecsb— He 6onee 0,4 %;
0.2%/ 0,2 % Total impurities - not more than 2.0/
Cymma npumeceii — He 6onee 2,0 %
7 Residual solvents / 2631 ppm [sopropyl alcohol — not more than 5000 ppm /
Ocratounbie Wsonponauon — He 6onee 5000 ppm.
OpraHuueckHe
pacTBOpHTENH
8 Microbial limits /

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

Not more than 100 CFU per gram /
He Gonee 100 KOE/r

Remarks: The Product conforms to ND/

Conclusion: APPROVED /
Jaxawuenne: OJOBPEHO

Date Jlata

‘591 2 0527

Date/Jfata.

INMpameuanne: Mpoaykr coorsercrsyer Tpedosanuam HJ

Tested by’ Mcnwitanus npope el Document Checked by//lokymenT npoBepeH:

9

02-172-202 |

Approved by: Manager
MeHcKep o 00ecre CHITIO KaIecTBa
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Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS / CEPTUOHKAT AHAJIU3A

Product: Omez, Delayed-release capsules, 40 mg

Batch No. / Cepna No: C2113423

IIpoaykTt: Ome3®, kancynabl KHILIEMTHOPACTBOPUMBIe, 40 Mr

Batch Size / O6bem napTun: 750000

A.R. No. / Aranutnuecknii oruer Ne: 890001555043

Date of Analysis / laTta ananu3za: 13/11/2021

Mfg. Date: / lata nponssoacrsa: (09/2021

Date of Expiry / Cpok roanocrn: 08/2024

Analysis performed according ND / Ananus nposenen no H/{: JII1-000328-290321

Ne Test / IlokazaTeab Result / PesyabTaThl Specification / Hopma
E. coli Absent in | g/ OtcytctByeTB | T Absentin 1 g/ Orcyrcteue B 1 r
9 Uniformity of dosage 5.7/5,7 Acceptance value (AV) is not more than 15,0/
units /OQHOPOAHOCTD [Toxazaresns npuemsiemoctr (AV) ne 6onee 15,0.
N03UpOBaHKA
10 | Assay/ 100.6 /100,6% 90 % - 110 % of Cy7H19N303S (omeprazole) of label
KonuuectseHHoe claim/ Ot 90 % no 110 % C;7H9N3038
onpeneneHue (omenpasona) OT HOMMHAJIBHOTO COAEPYKaHHSI.
11 | Packaging / Ynakoka |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. | or 3 blisters and a patient
. d T . information leaflet in a carton pack.
 RlistoEs*and EApaticat infosmatiopyicafic Capsules 40 mg. 7 capsules in a (PVC/AL/PA) foil/
in a carton pack. / Kancynsi 40 mr. ITo 7 | aluminum foil blister. 4 blisters and a patient
karcyn B Gauctepe us (TIBX/AJI/IA) | information leaflet in a carton pack. /
dousin / wnomunnesoli poisrn. To 4 Kuncyior 10 me. Tlo 10 waneyn B Gauerepe w3
. (TIRX/AJ/TIA) bonsru / amomunnesoit gonsru. Ilo
OaucTepa BMECTE C MHCTpyKUMEH no R .
I unn 3 OGnucTepa BMecTe € MHCTpyKUMeH mo
NPUMEHCHHIO B MaYvKy KapTOHHYIO. NPUMEHCHUWIO B NMaUKy KapTOHHY!O.
Kancyaw 40 we. Tlo 7 xancyn B 6nuctepe w3
(NBX/AJI/TTIA) donbru / amomunuesoit doasru. o
4 OnncTepa BMECTE € MHCTPYKLMEH MO NpUMEHEHNIO
B MAYKY KAPTOHHYIO.
[2 | Labeling / Mapknposka | According to ND / B coorsetctBrM ¢ HJI
153 | Storage conditions / At temperaturc below 25 °C. / Ilpu Temnepatype iie Boiuie 25 °C,
Xpaneuue
14 | Shelf life / Cpoxk 3 years/ 3 rona
FOLAHOCTIH

Remarks: The Product conforms to ND/
[Tpumeuanne: IpoaykT cooTBeTcTBYET TpeGonanuam HJI

Conclusion: APPROVED /
Zaxkmoucine: OJOBPEHO

| Date/Jlara: OZ"/ 2" W

Tested by/ Ucnbitanis npose;

7

Date/Jlara: 02-12-202|
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