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Product:Omez Enteric Coated Capsules 10 mg

CERTIFICATE OF ANALYSIS / CEPTU®HKAT AHAJIU3A

HponyKT Omes®, KaTCyJIBIKHIICYHOPACTBOPHMDIE, | 10 I

Batch No / Cepusa Ne : C2200398

ARNo / Ananuruyueckuii oruer : 890001572341

Batch Size / O6bemnaptun :1,000,000

DateofMfg / lata npoussonctsa :12/2021

|Date of Analysis / Jlataanann3sa : 09/02/2625 ___
Date of Expiry / Cpoxroanocrn :11/2024

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

IlMpumeuanuie: [ponykT cooTseTcTRYCT TpedoBannam HJI

Tested by/ UcnbiTanns npm&

e

10-cR 222

Dme/ﬂaTa:

Ne | Test/IlokasaTeanb Result / Pe3yjibrarsl Specification / Hopma
1 Description / | Hard gelatin opaque capsules of size No. 3 | 11ard gclatin opaque capsules of size_No.—ﬁh__aving—
Onucanue having yellow body, light-violet cap and yellow body, light-violet cap and black color
black color inscription “OMEZ 10” on inscription “OMEZ 10” on capsule cap and body.
capsule cap and body. Capsule contents — | Capsule contents — off-white to light-yellow
ufl-white granules / granules /
TBCPABICKCIATHHOBLICHCTIPO3paYNILICKANCY | TDepaLICIKeIaTHIIODLICIENPO3IPA IILICKANCYILIpa3
AbipazmepoM No 3 ¢ JKeNTBIMTENIOM, CBETIIO- | MepoM «Ne 3», ¢ JKENTBIMKOPITYCOM, CBETIIO-
(b1ONETOBONKPBIWIKOH U ¢dbroneToBoiiKpLIIEUKOH 1
yepHbifilBeTHaANUCH "ome3 10" MapxkupoBkoliuepHorolseta «OMEZ 10»
HaKpBILIKEKANCyNbl ¥ TeJia. HAKPBILIEUKE M KOPITYCEKaNCYJIbl.
KancynacoaepskaHus, CBETJI0- ConepUMoeKarncyJbl —
HKENThlErPany bl TPaHyJILIOTIOYTHOEIOTrOL0CBETIIO-XKENTOTOLBETA.
2 Identification / The retention time of main peak on the The Retention time of main peak on the
IloanunHOCTS chromatogram of test solution corresponds | chromatogram of test solution should correspond
to retention time of main peak on to retention time of main peak on chromatogram
chromatogram of Omeprazole standard of Omeprazole standard solution. /
solution. /
BpeMsy/iep)kHBaHUOCHOBHOrOMUKaHaxpo | BpemsayneprBaHUAOCHOBHOTONMKAaHAXPOMATOTD
MaTOrPaMMEHCIILITYEMOTOPacTBOPACOOTBET | aMMEHCINLITYEMOropacTBOPaLoXKHOCOOTBETCTBOB
CTBYETBPEMCHUY IEP’)KUBaHHAOCHOBHOIONK | aTbBPEMEHHY IEP)KYBAHUAOCHOBHOTONMKaHaXPOM
kaHaxpomartorpammepactsopaOMenpazonc | aTorpaMMecTaHAapTHOropacTBOpaoMenpasoJa.
TavgapTa
3 Average weight of 153.0 mg £10% (137.7 mg — 168.3 mg) /
capsules / 153.1 mg/ 153,1 mr 153,0 mr+ 10% (137,7 mr — 168,3 mr)
Cpenusamaccakancys
Remarks : The Product conforms to ND/ 0pini0n/Pe3)7nETaT: APPROVED/
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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS / CEPTUOPHUKAT AHAJIM3A

Product:Omez Enteric Coated Capsules 10 mg

Batch No / Cepnsa Ne : C2200398

Ipoaykr: Ome3®, kancynblkHlIeUHOPacTBOPUMBIe, 10 Mr

Batch Size / O6bemnapran :1,000,000 B

'ARNo / Ananutngecknii otaer : 890001572341

Date of Analysis / JaTtaananusa : 09/02/2022

Dateofog / laTa npoussoacTea :12/2021

Date of Expiry / Cpokroanoctu :11/2024

Analysis performed according ND / Anaaus nposenen no HJ/L: JITI-000328-290321

Ne Test / ITokazaTeb

Result / Pe3yabTaTsbl

Specification / Hopma

4 | Average weight of
capsule contents / 106.2 mg/ 106,2 mr
CpennssaMaccacoiepiku

MOTOKarcyn

105.0 mg £10% (94.5 mg — 115.5 mg)/
105,0 mr £ 10% (94,5 mr — 115,5 mMr)

5 Dissolution/

Capsule 1/ Kancyna 1

PacrBopenue

Capsule 2/ Kancyna 2

Capsule 3/ Kancyna 3

Capsule 4/ Kancyna 4
I Capsule 5/ Kancyna 5

Capsule 6/ Kancyna 6

Capsule 1/ Kancyna 1

Capsule 2/ Kancyna 2

Capsule 3/ Kancyna 3

Capsule 4/ Kancyna 4

Capsule 5/ Kancyna 5

Capsule 6/ Kancyna 6

0,0% In 0.1M solution of hydrochloric acid — not more

0,0% than 10.0% of C17THI9N30O3S (omeprazole) in 2

0,0% hours. /

2,0% B 0,1 M pacTBopexnop1CTOBOAOPO IHOMKUCIOTSI
T 1_,8% | — nebonee 10,0 % C17HI9N303S (omenpazos)

1,9% yepes 2 4.

94%

96% In pH 6.8 buffer — not less than 75% (Q) of

91% CI7HI9N30O3S (omeprazole) in 45 min /

94% B OydepepH 6,8 — Hemenee 75 % (Q)

90% CI7HI9N3O3S (omenpazon) uepes 45 MUH.

88%

6 Related substances / 0.01%/0,01%

nOCTOpOHHHe NpUMeECH

0.04% /0,04%

0.1%/0,1%

Omeprazole sulfone impurity NMT 0.4% /
[Mpumecromenpa3sonacynbpona — Hebonee 0,4 %
Any single impurity NMT 0.4% /

Jlroboit eaitsnyHol npumeck — He dosnee 0,4 %
Total impurities NMT 2.0 /

Cymnmbl npumeceii — ne dosee 2.0 %

Remarks : The Product conforms to ND/

Tested by/ MicnbiTanns nponrg

==

(0-€)-2027.

Date/Nata:

ﬂpllmeqamle TlpoayKT cooTBETCTBYET Tpeﬁonammm HA

- | Opinion/Pesynbrar: APPROVED /
OJIOBPEHO
Document Checked by/}lOK\/I\IEHT NPOBEPEH: Apploved by: Manager
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Dr.Reddy’s ":’.

CERTIFICATE OF ANALYSIS / CEPTHOUKAT AHAJIM3A

Product:Omez Enteric Coated Capsules 10 mg HpoayxT: Omes®, KaﬂCyJ‘IbIKV]LI]C‘-IHOpaCTBOpl/]Ml:]_e, 10 Mmr
Batch No / Cepus Ne : C2200398 B Batch Size / O6bemmaprun :1,000,000 T
ARNo / Anaantnueckuii or4er : 890001572341  |Date of Analysis / lataanannsa : 09/02/2022 -
DateofMfg / JaTa nponsBoacrsa :12/2021 __|Date of Expiry / Cpoxroanocru :11/2024 |
Analysis performed according ND / Anann3z nposeaen no H/I: JITI-000328-290321
Ne Test / IlokazaTenn Result / Pesynbrarsl Specification / Hopma i
7 | Residual solvents / 1677 ppm /1677 ppm Isopropy! alcohol - NMT 5000 ppin /
OcTaToyHBIEPACTBOPUT Hzonponanon — nebonee 5000 ppm
)57
8 | Microbial limits /
Mukpobuonoruueckas
4ycToTa
a) Bacteria/Gaktepuu Less thau 10 CFU/y / Not mwte than 1000 CFU per grain /
Megee 10 KOE/r Heb6onee 1000 KOE/r
b) Fungi/I'p16sl Less than 10 CFU/g / Not more than 100 CFU per gram /
Menee 10 KOE/r He 6onee 100 KOE/r
¢) Escherichia coli/ Absentin | g/ OtcyTtctBHEe B | T Shall be absent in 1g /OtcyTcTBHe B 1T
KUIIEYHAAMaNnoyka
9 | Uniformity of dosage | 9.2/9,2 Acceptable value (AV) NMT 15.0 / Tlpuemnemoe
units 3HayeHue (AV) — He Oonee 15,0
/OnHOPOAHOCTBLAO3NPO
BaHHUA
10 | Assay/ 100.1%/100,1% 90% - 110% of CI7TH19N303S (omeprazole)
KonnuectBennoe tabel claim /OT 90 % no 110 % C17HI9N303S
onpeneneHue (omenpason) OT 3asBAEHHOTO KONWYECTBA
11 | Packaging / Ynakoska |Capsules 10mg 10 capsules in a|Capsules 10 mg 10 capsules ina (PVC/AL/PA) |
(PVC/AL/PA) foil/aluminum foil blister. 1| foil/aluminum foil blister. 1 or 3 blisters and a
blister and a patient information leaflet in a | patient information leaflet in a carton pack.
carton pack. / Kancyast 10 mr TTo 10 xancyn | Capsules 40 mg 7 capsules in a (PVC/AL/PA)
B Oaucrep w3 (IIBX/AJU/TIA) doneru /| foil/ aluminum foil blister. 4 blisters and a patient
a amomunnesoit  Qoneri. Ilo 1 Gmictepy | information leaflet in a carton pack. In bulk
‘Remarks : The Product conforms to ND/ R - Opinion/Pesynsrat: APPROVED /
[Mpumeuanue: TipoaykT coorBercTBYeT TpeGoBannsim HJL OAOBPEHO

Tested by/ Ucnbitanns npmsc:mH‘w Document Checked by/HoxymeHt nposepeH: | Approved by: Manager
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Dr.Reddy’s “:’.

- CERTIFICATE OF ANALYSIS / CEPTHOUKAT AHAJIU3A

Product Omez Enteric Coated Capsules 10 mg

IIpoaykT: Omes®, Ka]‘lch‘lblKHL]_Ie‘-lHO]:)aCTBOpl/IMble 10 mr

Batch No / Cepus Ne : C2200398

Batch Size / O6bemnaprun :1,000,000

ARNo / AnannTtavecknii oruer : 890001572341
DateofMfg / lata npoussoacrTea :12/2021

Date of Analysis / laTaananuza : 09/02/2022

Date of Expiry / Cpokrognoctn :11/2024

Analysis performed according ND / Anaau3s nposeaen no HJI: JITI-000328-290321

Ne Test / Ilokazarean

Result / PesynbTaTii

Specification / Hoprv—lz_l -

nauky KapTOHHYIO.

BMECTE ¢ MHCTpyKuMell mo mpumeneHmto B | package: Capsules 10 mg 4 or 6 blisters in 4

carton box. 80 carton boxes in a carton shipper
box. Capsules 40 mg 4 blisters in a carton box. 80
carton boxes in a carton shipper box. / Kancynsi
10 mr ITo 10 kancyn B 6nuctep n3 (IIBX/AJI/TIA)
tdonbru / amomnuuesoit gonbru. 1o 1 uin 3
6nmcTepa BMECTE C MHCTPYKLMEN MO NPUMEHEHHIO
B Nauky kapToHnyto. Kancyne 40 mr Ilo 7 xancyn
B 6iuctep n3 (IIBX/AJI/TTA) donbru /
antoMMHNEBOH (onbru. 1o 4 Gnucrepa BmecTe ¢
HMHCTPYKLIMEH 1O NPUMEHEHHIO B MAUKY
KapTOHHYIO.

VYnaxoska "in bulk”: Kancyast 10 mr ITo 4 vnu 6
6IMCTEPOB NOMELLAIOT B KAPTOHHYIO KopobKy. 1o
80 xapToHHBIX KOPOOOK NMOMELLAIOT B KAPTOHHbIH
xopo6. Kancyabl 40 mr Io 4 6auctepa nomelnator
B KapTOHHYI0 kopoOxy. [To 80 kapToHHBIX

KopoOOK MOMELLAIOT B KAPTOHHBI KOpoD.

12 | Labeling / MapxupoBka

According to ND / B cooterctuu ¢ H]

13 | Storage conditions /

yCﬂOBMﬂXpaHeHMﬂ

At tcmpcmrc_ below 25 °C. / Tlpn remnepatype He Bbiiue 25 °C.

14 | Shelf life / Cpoxk 3 years/ 3 rona

FOAHOCTH

[ Remarks : Thﬁroductc_onforms to ND/

Hpumeuanue: Mpoaykr cooTsererByer TpedoBannam HJ/L

Opinion/Pe3yan5T: APPROVED/
OIOBPEHO

Tested by/ Mcnbitanns nposulell

f%ﬂf

Document Checked by/[loxymeHT npoBepeH:

Approved by: Manager
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