Dr.Reddy’s ":‘.

~ CERTIFICATE OF ANALYSIS / CEPTUO®UKAT AHAJIU3A

Pro;j_l_laz_()mez, Delayed-release capsules, 40 mg
Batch No./ Cepns Ne: C2115148

IIpogyxT: Omes®, kancyiabl KHIIEYHOPACTEBO piMbie, 40 M
Batch Size / O6bem naprun: 750000 ' -

A.R. No./Anaautugecknii oruer Ne: 890001567697
Mf{g. Date: / laTa npousBoacrea: 11/2021

Date of Analysis / [lara anannza: 14/01/2022_____ N

Date of Expiry / Cpox roguocrn: 10/2024

Analysis performed according ND / Ananus nposenen no HJI: JITT-000328-290321

—,NFQ— Test / IloxazaTens Result / I'ezyabraTs
1 'Description/ Hard gelatin opaque capsules of size Oel
(QOmicaHue having light-vialet hody, yellow cap and
black color inscription “OMEZ 40 on
capsule cap and body. Capsule contents —
off-white granules. /

TRepARIE KENATHHORKE  HEPNINAYHKIE
kaneynw - pazmepa (el

cO  CRETNO-

(pVONeTORKIM KopIycoM, KenToit
KPbILUEYKON W MapKUpOBKOH YEpPHOTO
neera «OMEZ 40» Ha kpbllleuke n
kopmyce kancybl. Cooep>KUMOE KarcyJibl

— TpaHyJbl NMOYTH 6enoro uBeTa.

Specification / Hopma

Hard gelatin opaque capsules of size Oel having light- |
vinlet hody, yellow cap and hlack color inscription
“OMEZ 40” on capsule cap and body. Capsule
contents — off-white to light-yellow granules. /

Teepable >KENAaTHHOBLIE HEIPO3PAUHLIE KANCYJIbl
pazmepa Oel, co creTno-QUONETORKIM KOPIYCOM,
KENTOW KPRINEUKOT W MAPKUPORKON vepHOr) 1ReTA
«OMEZ 40» Ha Kkpbillleyke U KOpTyce Kancynhl.
ConepxnMoe Karcylibl — IpaHyilbl OT No4TH Genoro

10 CBETIIO-XXEJITOIO BETA,

' Remarks: The Product conforms to ND/
IMpumeuanne: Hpoaykr coorrerernyer TpeGosannsam HJL

Conclusion: APPROVED /
Saxaouenne: OJOBPEHO

Tested by/ McnbiTanng npoise,

A’_;_
L 1
'

Date/Jlata
|

Document Checked by/JloKyMeHT MpOBEpPeH:

Date’llata: )eq o) -0V

Approved by: Manager
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Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS / CEPTU®HUKAT AHAJIM3A

'pmd-_uc_t: Omez, Delayed-release capsules, 40 mg

Batch No./ Cepust Ne: C2115148

ITpoayxTt: Omes®, Kancyibl KHMEUHOPACTBO puMbIe, -
Batch Size / O6bem napruun: 750000 R

A-R-_N& / Ananutuuecknii oruer Ne: 890001567697

Date of Analysis / lara anannsa: 14/01/2_022__: -

Mfg_:_Date: / Jata nponssoacria: 11/2021

Date of Expiry / Cpox roanocrn: 10/2024

Analysis performed according ND / Ananns nposegen no H/I: JITI-000328-290321

Ne Test / LlokaszaTean

Result / PesynbTaThl

Specification / Hopma

2 Identification / Complies as prescribed/

TlopnunHocTL

CooTBeTCTBYET TpeGOBaHNAM

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  ymep»uBaHWs ~ OCHOBHOIMO  TMKa  Ha
XpoMaTorpamMMe HCILITYCMOTO pPacTBopa AOMKHO
COOTBETCTBOBATL BPEMEHH YACPKUBAHKMS OCHOBHOTO
nuKa Ha XpomaTorpaMme CTaBAapTHOro pacrsopa

OMernpasosa.

3 Average weight of
capsules / Cpennsist
macca KarcyJi

523.0 mg /523,0 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 /
Cpeansist macca

COACPKHUMOTO Kancy

420 .3 mg /420,3 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/ Capsule 1/ Kancyna 1

PactBopenne Capsule 2/ Kancyna 2

Capsule 3/ Kancyna 3

Capsule 4/ Kancyna 4

Capsule 5/ Kancyna 5

Capsule 6/ Kancyna 6

i Capsule 1/ Kancyna 1

Capsule 2/ Kancyna 2

_Capsu]e 3/ Kancyna 3

Capsule 4/ Kancyna 4

0,0% In 0.1 M solution of hydrochloric acid — not more than
0,4% - 10,0 % of C7H 9N3O;S (omeprazole) in 2 hours. /
0,0% B 0,1 M pacTBOpe XJIOPUCTOBOAOPOAHOH KHUCIIOThI —
0,0% He 6onee 10,0 % C,7H9N;03S (omenpazona) yepes
0,1% 24,

0,0%

95%

94% In pH 6.8 buffer — not less than 75 % (Q) of
93% C17H19N305S (omeprazole) in 45 min /

97%

Rem_arks: The Product conforms to ND/

Tpnveuanne: IpoaykT coorBercTByYeT TpedoBannam HJ

Conclusion: APPROVED /
3aknwvenne: OJOBPEHO

Tested by/ UcnbiTanus Wﬂ? Document Checked by/JloxymMeHT npoBepeH:

f V (_,fg—_, "

Approved by: Manager
Menreaxep no obecneueHto kayecTa

. Date laTa f?“o / ‘:M . ._Date/IIaTar ‘ ?"'0 \ 2o b

Ba;ﬂam: _(’7,_.0_1 - '_LO 22 a




Dr.Reddy’s “:‘.

CERTIFICATE OF ANALYSIS / CEPTU®PUKAT AHAJIU3A

Prod llCt Omez, Delayed-release capsules, 40 mg

Mpoaykr: Omes®, kancynbl KHIIEYHOPACTBOpuMbIe, 40 Mr

Batch Np. / Cepust Ne: C2115148

Batch Size / O6bem naptan: 750000

A.R. No./ Araantuaecknii oruer Ne: 890001567697

|Date of Analysis / Jlara anaansa: 14/01/2022

.Mfg.laﬁt_e: / lara npoussogcrsa: 11/2021

Date of Iilx_pir_v / Cpox rognoctn: 10/2024

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

Ne Test / IlokazaTenn

Capsule 5/ Kancyna 5

Result / PesyabTaTsi

96%

Capsule 6/ Kanicyna 6

96%

B oydepe pH 6,8 — ve menee 75 % (Q) C7H19N;O05S

(omenpasona) yepe3 45 MUH.

Specification / Hopma

6 Related substances /
PoncTeennsie mpumecu

Not detected / He oOHapysxeHa

0.01% /0,01 %

0.2%/ 0,2 %

Omeprazole sulfone impurity — not more than 0.4% /

Ilpumect oMenpasosna cynb(ona — He Gonee 0,4 %;

Any single impurity - not more than 0.4% /
Mnfan enyHrgHAT IpuMech— He Bonee (14 %:
Total impurities - not more than 2.0 /

CymmMa npumeceid — He 6onee 2,0 %

7 Residual solvents /
OcTraTouHsle
opraHu4ecKue
pacTBOpUTENH

1936 ppm

Isopropyl alcohol —

M3onponanon — He 6osiee 5000 ppm.

not more than 5000 ppm /

8 Microbial limits /
Muxpobnonoruueckas
yncToTa

a) Total aerobic
microbial count /
Obee uncno
a3poOHBIX
MUKPOOPraHU3MOB

b) Total combined
yeasts and mould count
/
O6uuee uncno
NPOACKEBBIX

MJECHEBBIX TPHOOB

Less than 10 CFU/g
Menee 10 KOE/r

Less than 10 CFU/g
Menee 10 KOE/r

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

Not more than 100 CFU per gram /
He donee 100 KOE/T

Remarks: The Product conforms to ND/
ITpumeuanne: Ipoaykr c00TBeTCTByeT TpeboBanusim HJL

Conclusion: APPROVED /
Jakmwuenne: OJJOBPEHO

Tested by/ McnbiTanus npuu

==

Document Checked by’ JlokyMeHT nposepeH:

»

Approved by: Manager
MeHepkep no odecneueH o KauecTna

Pererd Rgfletd

Date?ﬂa’ra: /9 ‘9/» 9922

Date/]laa: A0 | =20 2

Date/JlaTa: l ’7._0 '__w ')/7/
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Dr.Reddy’s ‘.‘
CERTIFICATE OF ANALYSIS / CEPTUOHUKAT AHAJIN3A

IIpoaykt: OmMe3®, kancy bl KHIIEYHOPACTBO pIMbIe, 40 Mmr
Batch Size / O6bem naprun: 750000

Prod“ct Omez, Delayed-release capsules, 40 mg
Batcll No. / Cepnst Ne: C2115148

A. R_.ﬂ_/ﬁnamnwlecmm oruer Ne: 890001567697
Mfg. Date: / lata nponssoacrna: 11/2021

Date of Analysis / /lara anannsza: 14/%/2022___ R

Date of Expiry / Cpox rognocrn: 10/2024

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

Ne | Test/Tloxasarens Result / Pe3y_anaT_bl o Specification / Hopma
¢) Escherichia coli/ Absent in | g/ OrcytctByeTB 1 T Absentin 1 g/ OrcytctBue B 1 1
E. coli
9 Uniformity of dosage 2.6/2,6 Acceptance value (AV) is not more than 15,0 /
units /OfHOPONHOCTH INoxaszaTtens npuemnemoctu (AV) He Gonee 15,0,
N03UPOBAHNS
10 | Assay/ 102,4/102,4% 90 % - 110 % of C17H1aN303S (omeprazale) of label
KonuuecteHHoe claim /. OT1 90 % no 110 % C17H 9N303S
onpeneseHue (omenpasona) 0T HOMHHANBHOTO CONEPIKAHUS.
11 | Packaging / Ynaxoska |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
R cent information | information leaflet in a carton pack.
fbliSicistadsampaticnt infogmasionlearct Capsules 40 mg. 7 capsules in a (PVC/AL/PA) foil/
in a carton pack. / Kancynbi 40 mr. [To 7 [ aluminum foil blister. 4 blisters and a patient
kancyn B Gauctepe n3 (TIBX/AJI/TIA) information leaflet in a carton pack. /
donbru / anomunmesoii Qoavru. o 4 Kancynet 10 me. Tlo 10 xancyn B 6Gaucrepe u3
(IIBX/AJI/TIA) bonbru / antoMuHyeBoit gponbru. Io
OnucTepa BMeCTe € MHCTpyKuMell 1o o
1 nnum 3 6nucrepa BMecTe C MHCTPYKLUMEH IO
MPUMEHEHUIO B TTAUKY KAPTOHHYIO. NPUMEHEHHIO B NIAYKy KapTOHHYIO.
Kancynet 40 m2. Ilo 7 kancyn B Onuctepe u3
(TIBX/AJI/TTIA) doabru / antomuHiesoit ¢ponsru. Mo
4 bnucrepa BMECTE ¢ MHCTPYKLMEH NO NPUMEHEHMNIO
B MAYKy KapTOHHY!O.
12 | Labeling / Mapkupogka | According to ND / B cootsetctBun ¢ HJJ
13 | Storage conditions / At temperature below 25 °C. / I1pu Temnieparype He Bbile 25 °C.
XpaHeHne
14 | Shelflife / Cpoxk 3 years/ 3 rona

FOAHOCTH

Remarks: The Product conforms to ND/
IMpumeuanue: IlpoaykT coorBercTBYeT TpeboBannam HJI

Conclusion: APPROVED /
3akmouenne: OJOBPEHO

Dale/IhTa

Tested by/ HCI‘lbITaHHﬂ nposenenrr) Document Checked by/lokyment npoeepeH
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Approved by: Manager
Mey IC.’I'«'KL‘[]
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