Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS / CEPTU®HUKAT AHAJIU3A

Product: Omez, Delayed-release capsules, 40 mg

A.R. No. / Ananurnuecknii oruer Ne: 890001589663

Batch No. / Ce_pnﬂ Ne: C2204870

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

Batch Size / O6wbem naprun: 750000

Date of Analysis / /lara anannsza: 10/05/2022 o

|Mfg. Date: / lata npoussoacrsa: 03/2022

Date of Expiry / Cpok roauoctu: 02/2025

Analysis performed according ND / Ananns nposeaen mo HJI: JIII-000328-290321

No

Test / Iloka3zaTean

Result / Pesyabrarsl

Specification / Hopma

1

Description /

OnucaHue

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. /

Teepable KENAaTHHOBLIE HETPO3pavHbIe
Oel, co cBemo-

Kancyibl  pasmepa

(broNeToBLIM KOpTyCOM, HeENTon
KpPBILLIEYKOH KW MapKUpOBKOH

«OMEZ 40»

YEPHOTO
LUBECTA Ha KpblWEYKE H
Kopnyce Kancylibl. Conepmnmoe KarncyJibl

— IpanyJibl NOUTH 0enoro uBera.

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 >KENAaTMHOBLIE HETIPO3PAYHLIC KarncyJbl
pasmepa 0Oel, co cBeTJIO-QUONETOBBLIM KOpIYCOM,
JKENTOM KPLILIEUKOH U MapKHPOBKOK UepHOTO LBETA
«OMEZ 40» Ha KpbllIEUKE U KOPIYyce KaliCyJlbl.
ColepxUMoe Karicysipl — TpaHyJibl OT [MOYTH 6enoro

[0 CBETJIO-XKCJITOTO IBETA.

Remarks: The Product conforms to ND/
Tlpumeuanne: Ipoaykr coorsercrByer Tpedosamsim HJ1

Conclusion: APPROVED /
Jakmouenne: OJOBPEHO

Tested by/ McnbiTaHus nposenetbl:

M holorbs

Date'llata: ) 3 ~O0X~ 262 21—

Date/Jlara:

Document Checked byv/JlokymenT nposepen:

(B-05 ~28022

Approved by: Manager
MeHepKkep No oCCHCTCHING KaMecTi

2ot Ronheotesf

Date’[aTa: L%-—O f_—’Z,OL'J/




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS / CEPTUPUKAT AHAJIN3A

Product: Omez, Delayed- -release capsules, 40 mg

Batch tch No. / Cepus Ne: C2204870

Ipoayxr: Omes®, kancyJibl KumelmopacTBopuMble, 40 mr
Batch Size / O6bem napruu: 750000

A.R. No. / Ananutuuecknii oTuer Ne:

Mfg. Date: / /lara npousBoacrsa: 03/2022

890001589663

Date of Analysis / /lara anannsa: 10/05/2022 .

Date of Expiry / Cpok rogsocrn: 02/2025

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

No Test / IlokazaTennb Result / PesynbTaThl Specification / Hopma ]
2 ldentification / Complies as prescribed/ The retention time of main peak on the chromatogram1
INoanuHHOCTHL CooTBercTBYET TpeOOBaAHNAM of test solution should correspond to retention time of
main peak on chromatogram of Omeprazole standard
solution (section «Assay»). /
Bpemsi  yAep)XnBaHWs ~ OCHOBHOTO  TNuka  Ha
XpOMaTorpamMmme MCMbITYEMOIo pacTBopa JAOMKHO
COOTBCTCTBOBATbH BPCMCIIH yAePIHBAITHA OCHOBIIONO
nuKa Ha XpoMmarorpaMme CTaHAapTHOTO pacTBOpa
oMenpasona.
3 Average weight of
capsules / Cpennas 519.1 mg/519,1 mr 527.0 mg £7.5% (487.5 mg — 366.5 mg)/
ST 527,0 mr =+ 7,5% (487,5 Mr — 566,5 mr)
4 Average weight of
capsule contents / 418.5 mg /418,5 mr 420.0 mg £7.5% (388.5 mg —451.5 mg)/
Cpennas macca 420,0 mr £ 7,5% (388,5 Mmr —451,5 mr)
COMEPIKHMOTO KarcyJ
5 Dissolution/ Capsule 1/ Kancyna | 0,0% In 0.1 M solution of hydrochloric acid — not more than
PactBopetne | Capsule 2/ Kancyna 2 0,0% 10,0 % of C7H9N505S (omeprazole) in 2 hours. /
Capsule 3/ Kancyna 3 0,0% B 0,1 M pacTBope XJIOpHCTOBOLOPOAHON KHCIOThI —
‘Capsule 4/ Kancyna 4 0,0% |ne Gonee 10,0 % Ci7H19N;0;S (omenpasona) uepes
Capsule 5/ Karnicyna 5 0,0% 2.
i _Capsule 6/ KancyJja 6 0,0% '
Capsule |/ Kancyna 1 96%
s e el 95% In pH 6.8 buffer — not less than 75 % (Q) of
Capsule 3/ Kancyna 3 94% C17H1oN505S (omeprazole) in 45 min /
Capsule 4/ Kaﬁyﬂa 4 92%

Remarks: The Product conforms to ND/
Ipumeuanne: Mpoaykr coorsercrayet Tpedosannsiv HJL

Conclusion: APPROVED /
3axkmoucnne: QAOBPEHO

Tested by/ Micnbitatnng nposeieHsl:

M o fogBs

Date//laTa;

13 ~08~ 2092 2

Document Checked by/JIokymMeHT npoBepe:

T~

Date/JlaTa: 12-05-0002

Approved by: Manager
Menenrep no oGecteeinno kaeet ra

pc:LLCL&) Rl loctlisg

Date Jlata: Lg__oy Z/O')/V




Dr.Reddy’s “:‘.

CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHAJIN3A

Proactzzm_ez, Delayed-release capsules, 40 mg

IpoayxT: Ome3®, KANCyJibl KHIIEUHOPACTBOPHMbIE, 40 Mr

Batch No. / Cepust Ne: C2204870

Batch Size / O6nem napriun: 750000

A.R. No. / Ananutnueckuii oruer Ne: 890001589663

Date of Analysis / Jlata ananusa: 10/05/2022 .

Mfg. Date: / Jlata npousBoacTsa: 03/2022

Date of Expiry / Cpox rognoctu: 02/2025

Analysis performed according ND / Ananaus nposezen no H/I: JITI-000328-290321

Ne | Test/lHoxazarean Result / PesyabTaThl Specification / Hopma
Capsule 5/ Kancyna 5 95% B 6ydepe pH 6,8 — ne menee 75 % (Q) C7H 9N303S
_Capsule 6/ Kancyna 6 97% | (omenpasona) uepes 45 mMuh.
6 Related substances / 0.01%7/0,01 % Omeprazole sulfone impurity — not more than 0.4% /
G OEIRCHE I RHMECl IMpumecs omenpasona cyib(ona — He Gonee 0,4 %;
Any single impurity - not more than 0.4% /
0.06 % /0,06 % Jhobas eanHnyuHas npumech— He bonee 0,4 %;
Total impurities - not more than 2.0/
0.3%/ 0,3 % Cymma npumeceii — He 6onee 2,0 %
7 Residual solvents / 2282 ppm Isopropy! alcohol — not more than 5000 ppm /
OcTatounble Mzonponanon — He 6onee 5000 ppm.
opraHupueckue
pacTBopuTen
8 Microbial limits /
Mukpobunosnoruyeckas
uncToTa
a) Total aerobic
microbial count/ Less than 10 CFU/g Not more than 1000 CFU per gram /
O0b1iuee ynucno Metnee 10 KOE/r He 6onee 1000 KOE/r
a3pOOHBIX
MUKPOOPraH13MOB
b) Total combined
yeasts and mould count Less than 10 CFU/g Not more than 100 CFU per gram /
/ Menee 10 KOE/r He 6onee 100 KOE/r
OO0uiee wncno
JAPOAIKEBBIX 1
MneCHeBbIX rPHOOB
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
Mpnmeuanue: Ipoaykt cooTsercTByer Tpedosanusm HJL 3akmouenne: OJJOBPEHO
Tested by/ Ucnbitanus nposenensi: | Document Checked by/JlokymenT niposepen: Approved by: Manager
MUEHERED 10 O0ECTIEHENTIHY, KANECTRI
M Asa L? PV SVIST @J - f ‘D.: C{O&CD QGVV\LM‘QW’U’
i Dale ' /lata: 13 ~0% 200 2 Date ' JlaTa: (B—05 -2002_ Date’Jlata: ‘3._®§.\w 22—




Dr.Reddy’s ":’.

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

Product: Omez, Delayed-release capsules, 40 mg

Bat@o. / Cepp;ﬂ Ne: C2204870

Ipoaykr: Ome3®, Kancyabl KHMIEUHOPACTBOpuMble, 40 Mr

Batch Size / O6bem naprun: 750000

A.R. No./ Ananutuueckuii oraer Ne: 890001589663

_M_f:g._Date: / TaTa npounseoacrsa: 03/2022

Date of Analysis / /lata apannsa: 10/05/2022___—

Date of Expiry / Cpox rognocrn: 02/2025

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

No Test / lloka3zaren Result / PesynanTarhb Specification / Hopma
c) Escherichia coli/ Absentin 1 g/ OtcyrcTBYeTB 1 T Absentin 1 g/ OtcytctBHEB | T
E. coli
9 Uniformity of dosage 2.9/2,9 Acceptance value (AV) is not more than 15,0/
units /OAHOPOAHOCTD [Mokazatens npuemiieMoctn (AV) Be Gonee 15,0.
N031POBAHNS
10 | Assay/ 101 /101% 90 % - 110 % of Cy7H190N30;S (omeprazole) of label
KonnyecTBeHnHoe claim / Ot 90 % no 110 % C7H;9N3O3S
onpelneneHue (omenpa3oga) 0T HOMMHANBLHOTO COAEPKAHUS.
11 |Packaging/ Ynakosxa |[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
) . o - information leaflet in a carton pack.
4 blisters and a patient information Ieaflet| o 1oc 40 mg. 7 capsules in a (PVC/AL/PA) foil/
in a carton pack. / Kancynwl 40 mr. I1o 7 | aluminum foil blister. 4 blisters and a patient
xancyn B 6aucrepe ns (IIBX/AJI/TIA) information leaflet in a carton pack. /
boabru / amomunmesoii ponbru. o 4 Kancyner 10 me. Tio 10 xancyn B OsmucTtepe w3
. (IIBX/AJI/TIA) ¢onbru / amomuHKueBo# dosbru. flo
Onuctepa BMECTE € MHCTPYKUMEH 1o =
I wamn 3 Oanctepa BMECTe € HHCTpYKUMER Mo
NPYMEHEHHIO B NMAYKY KApTOHHYIO. NpUMEHEHHIO B NTaUKy KapTOHHYIO.
Kancynor 40 me. Tlo 7 xancyn B Onuctepe w3
(TIBX/AJVTIA) ponbru / antomunneBoit Gponsru. Mo
4 Gancrepa BMECTE ¢ MHCTPYKUMER O TPUMEHEHHIO
B [1auKy KapTOHHYIO.
12 | Labeling / Mapkupogka | According to ND / B cootseTctnn ¢ HJJ
13 | Storage conditions / At temperature below 25 °C. / Ilpu TemniepaType He Bblwe 25 °C.
Xpanenue
14 | Shelf life / Cpok 3 years / 3 rona
rOAHOCTH

Remarks: The Product conforms to ND/
Hpumeuanne: IMpoaykr coorBercryet TpedoBamisin HJL

Conclusion: APPROVED /
Zakmiouenne: OJOBPEHO

—

Date/JlaTa:

Tested by/ MicnbiTaHns NpoBe AeHbI:

bA foatorlis

{83~0X 2609 2

Date/Jlara:

Document Checked by JlokymeHT nposepelt;

1B-05-2002

Approved by: Manager
Meneukep no odecnedenine kaueena

& otol) _Qﬁmﬁﬂigﬂ_wﬂ

Date/Hata: l 3 ~00C - wLLj




