Dr.Reddy’s “:‘.

Product Omez, Delayed -release capsules, 40 mg
Batch No. /(’epnu No: (02204871
A.R. No. / Anaantnueckui oTuer No: 89000]590008

CERTIFICATE OF ANALYSIS / CEPTUPUKAT AHAJIM3A

Mifg. Date: / lara nponssoactaa: 03/2022

HpouyKT Omes®, kancyjibl KHIEYHOPac mupmm,le, 40 M
Batch Size / O6nbem naptun: 750000

Date of Analysis / Jlara anannsa: 12/05/2022

Date of Expiry / Cpok roanocrn: 02/2025

Analysls performed according ND / Ananus np nposenen no HJL: JIII-000328-290321

Ne

,

Test / ITokazarennb

Result / PesyabTaThl

Specification / Hopma

Description /

OnucaHune

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. /

TBepablc JKENATHHOBbIE HENPO3pauHble
kancynw  pazmepa  Oel,

CO CBETIIO-

(PHONETOBLIM KOpTyCOM, xentoh

KpbILLIEUKOH #  MapKHPOBKOT

«OMLZ 40»

YEPHOTO
LBeTa Ha KpbIICUKE H
xoprnyce kancynsl. CoflepKumMoe Kancy bl

— rpaHysbl NoUTH OENOTO LBETa.

Tard gelatin opaque capmes of sizc Ocl 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. /

TBepAble JKENATHHOBBIE HEMPO3PAUHLIC KafCynbl
pasmepa Ocl, co CcBeTNO-GHONETOBBIM KOPIYCOM,
ENTOH KpblLIEUKoli 1 MapKNPOBKOH 4epHOro uBeTa
«OMEZ 40» na xpellueuke ¥ KOPMyce Kameylibl.

CozepkUMOe Kancysibi — rpaHylibl OT 1o4TH 6enoro

[0 CBETNO-XEJTOroO UBETA.

Remarks: The Product conforms to ND/
I pumeuanne: TIpoayKT coOTBETCIBYCT rpebosannam HJL

Conclusion: APPROVED /
Zakaouenne: OJIOBPEHO

Tested by/ UcrbiTanusa NpoBeaeHbI:

N w&s—\

Date/ Il'l Ta:

13 AO;C ~2002—

Date Jlara:

Document Checked by/JlokymeHT NpoBepeH:

L3 -05~2002_

Approved by: Manager

Menemkep no ooecnelleHmo muw

‘D'\IL/H&T& Lg ol_ 7/022_/




Dr.Reddy’s “:‘.

CERTIFICATE OF ANALYSIS / CEPTUPHKAT AHAJIU3A

Product: Omez, Delayed-release capsules, 40 mg

Batch No. / Cepust Ne: C2204871

A.R. No./ Ananntnuecknii oruer Ne: 890001590008
Mfg. Date: / Jlara npoussojicrsa: 03/2022

Ipoaykr: Ome3®, Kancyabl KHIIEUHOPACTBO puMbIE, 40 Mr

Batch Size / O6bem napruu: 750000

Date of Analysis / [lara anaamsa: 12/05/2022

Date of Expiry / Cpox rognoctn: 02/2025

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

Capsule 6/ Kancyna 6

Ne Test/ IlokazaTennb Result / Pesyabrarsl Specification / Hopma
2 Identification / Complies as prescribed/ The retention time of main peak on the chromatogram
[ToanuHHOCTD CooTBeTCTBYET TPeOOBAHUAM of test solution should correspond to retention time of
main peak on chromatogram of Omeprazole standard
solution (section «Assay»). /
BpeMs  yARPIKMBAHUA  UCHUBHUIO  LIMKY  HA
XpOMaTOTPAMME MCTIBITYEMOTO  PacTBopa JA0JBKHO
COOTBETCTBOBATH BPEMEHH YACPKUBAHMS OCHOBIIOTO
npKa Ha Xpomarorpamme CTaHAapTHOrO pacTeopa
OMELPY30IId.
3 Average weight of
capsules / Cpemins 521.7 mg /521,7 Mr 527.0 mg +7.5% (487.5 mg — 566.5 mg) /
o sea T 527,0 mr £ 7,5% (487,5 Mmr — 566,5 mr)
4 Average weight of
capsule contents / 420.6 mg /420,6 mr 420.0 mg £7.5% (388.5 mg —451.5 mg)/
Cpeansia macca 420,0 mr + 7,5% (388,5 mr —451,5 Mr)
CONEPIKMMOTO Karcys
5 Dissolution/ Capsule 1/ Kancyna | 0,0% In 0.1 M solution of hydrochloric acid — not more than
PacTBopeHiie Capsule 2/ Kancyna 2 2,2% 10,0 % of C7H 9NsOs3S (omeprazole) in 2 hours. /
Capsule 3/ Kancyna 3 1,5% B 0,1 M pacTBope XJA0pPUCTOBOAOPOAHON KHCIOTbI —
Capsule 4/ Kancyaa 4 2,2% He oonee 10,0 % C7HyN:O;S (omenpa3ona) uepes
Capsule 5/ Kancyna 5 3,0% 24
0,3%

Capsule 1/ Kanicyna | 3%

Capsule 2/ Kancyna 2 92%
_Capsule 3/ Kancyna 3 94%
mn_cyﬂa 4 C94% |

In pH 6.8 buffer — not less than 75 % (Q) of
C7H19N:O5S (omeprazole) in 45 min /

Remarks: The Product conforms to ND/
Mpumeuanne: Ipoavir coorsercreyeT Tpedosanuan HJ

Conclusion: APPROVED /
Jaxkinouenne: OAOBPEHO

Tested by/ Mcnbiranng nposeaets:

N MQ/VQ&\

Date ' Jlara: I8~ 225

Date’dara:

Document Checked by/[loxymenT npoepen:

{3 -05 -~ 0022

Approved by: Manager
Menergep ng ooecieteHino kauectsa

R Roifednd

Date Jlara: l&- ol _20)2 —




Dr.Reddy’s €

CERTIFICATE OF ANALYSIS / CEPTU®HUKAT AHAJIU3A

Product: Omez, Delayed-release capsules, 40 mg Hpoayxr: Ome3®, kancyJisl KHINEMHOPACTBOPUMbIE, 40 mr

Batch No. / Cepun Ne: C2204871 |Batch Size / O6bem naprun: 750000

A.R. No./ Ananurnaeckuii oruer Ne: 890001590008 |Date of Analysis / Jlata ananuza: 12/05/2022 )

Mfg. Date: / lata npon3soacrsa: 03/2022 Date of Expiry / Cpox rognocrn: 02/2025

Analysis performed according ND / Anasinz nposeaen no HJI: JIII-000328-290321

Poncteennsie NpHUMECH

0.04 % /0,04 %

0.2%/ 0,2 %

Ne Test / llokazaTean Result / PesynbTarbl Specification / Hopma
Capsule 5/ Kancyna 5 89% B 6y¢epe pH 6,8 — ne menee 75 % (Q) C7H9N;058
Capsule 6/ Kancyna 6 90% (omenpasona) uepes 45 MUH.

6 Related substances / 0.01 % /0,01 % Omeprazole sulfone impurity — not more than 0.4% /

[pumech omenpasona cynshona — He Gonee 0,4 %o;

Any single impurity - not more than 0.4% /

Thobas equnuvnas npumechb— He 6onee 0,4 %;

Total impurities - not more than 2.0 /

Cymma npumeceii — He donee 2,0 %

7 | Residual solvents / 2952 ppm
OcTaTro4nble

opraHpueckue
PacTBOPUTENH

Isopropyl alcohol — not more than 5000 ppm /

Wzonponaxon — He 6onee 5000 ppm.

8 Microbial limits /
Muxkpobuonoruueckas
Y1CTOTA

a) Total acrobic

microbial count / Less than 10 CFU/g
O61wee uncno Menee 10 KOLE/r
a’poOHbIX

MMKPOOPTaHU3MOB

b) Total combined
yeasts and mould count Less than 10 CFU/¢g
/ Menee [0 KOE/r

Ob1uee uncno
JPOXIKEBBIX 1

NNCCHEBLIX I‘pH60B

Not more than 1000 CFU per gram /
He Gonee 1000 KOE/r

Not more than 100 CFU per gram/
He 6onee 100 KOE/r

Remarks: The Product conforms to ND/
Ipumeuanne: MpoaykTt coorBercrByeT Tpebosanusiv HJI

Conclusion: APPROVED /
Zakmouenue: OJOBPEHO

I Rofpareca j\wﬁ

Date’Jlata: )08 ~0% ~ 22 2 | Date'[lava: (3 -05 ~0002

Tested by/ McnbiTanns nposenenst: | Document Checked by/[lokymert nposepen: | Approved by: Manager

Metgeiukep 1o odeciieyen o 1\[1'12::;/(
‘Fézototc;:) Kop . fle

Date ]h ra: I?}-OS,_@O D2




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

Product: Omez, Delayed-release capsules, 40 mg

Batch No. / Cepnsi Ne: C2204871

IpoaykT: OMe3®, kancyJbl KHllle‘lHO[)ZSICTBO-puM[,]e, 40_Ml‘
Batch Size / O6bem naprun: 750000

A.R. No./ Anaaurnueckuii oruer Ne: 890001590008

Date of Analysis / Jlara anannsa: 12/05/2022

Mfg. Date: / laTra npounzsoacta: 03/2022

Date of Expiry / Cpox ropocru: 02/2025

Analysis performed according ND / Ananu3s I_lpOBeueH no H/I: JIIT-000328-290321

Ne | Test/Ilokazarens Result / Pe3yabTaTnl Specification / Hopma
¢) Escherichia coli/ Absentin | g/ OrcytctpyerB 1 r Absent in 1 g/ OrcytcTBUE B | T
E. coli
9 Uniformity of dosage 4.6/4,6 Acceptance value (AV) is not more than 15,0 /
units /OAHOPORHOCTb IMoka3zarens npuemneMoctd (AV) He Gosee 15,0,
I03MpOBaHNA
10 | Assay/ 102 /102% 90 % - 110 % of Ci7H19N;30;S (omeprazole) of label
KonwiecTeenHoe claim/ Ot 90 % no 110 % C7HsN;O4S
onpeneneHne (omernpazona) OT HOMHHAILHOIO COlEPIKaHMS.
11 | Packaging / Ynakoska |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. 1 or 3 blisters and a patient
) o . information leaflet in a carton pack.
& Bliesancl a pansnminiDEm atonyIeaCt Capsules 40 mg. 7 capsules in a (PVC/AL/PA) foil/
in a carton pack. / Kancynbl 40 mr. Ilo 7 | aluminum foil blister. 4 blisters and a patient
kancyn B Gaucrepe n3 (TIBX/AJI/TIA) information leaflet in a carton pack. /
donbru / amomunnesoii donbru. IMo 4 Kancynor 10 m2. Tlo 10 xancyn B 0Oauctepe w3
. (ITIBX/AJI/TIA) doabrn / anoMnaneBoii gosibru. 1o
OaucTepa BMeCTe C HHCTpyKUMe#d no N
] wmn 3 Onuctepa BMecTe C WHCTPYKUMEH Mo
NPHUMEHEHHIO B MTaUKy KapTOHHYIO. NPUMEHEHNIO B NTAYKY KAPTOHHYIO.
Kancyner 40 me. Tlo 7 xancyn B Oaucrtepe M3
(TIBX/AJI/TIA) donbru / aniomuHreBol donbru. Io
4 GnMctepa BMECTE ¢ MHCTPYKLMEH 1O NPUMEHEHUIO
B Ma4uKy KapTOHHY!O.
12 | Labeling / MapkupoBska | According to ND / B cootsetctBun ¢ HJ|
13 [ Storage conditions / At temperature below 25 °C. / Tlpu Temnepatype He Bbilte 25 °C, ]
XpaHeHue
14 | Shelf life / Cpox 3 years / 3 rona
FOAHOCTH

Remarks: The Product conforms to ND/
IIpumeuanue: IlpoaykT coorBeTcTBYET TpeboBanusim HJ

Conclusion: APPROVED /
3akmouenne: OJOBPEHO

Date’JlaTa:

Tested by/ McnbitaHis npoBeietsb:

M drotroptn

We

e

()

{1 -OoC~-20020

Document Checked by/JlokymenT nposepeH:

Approved by: Manager

Menemrep 1o odece e e KaecTna

FetoR) Ro L flucatscd]

Date Jlata:

{(D~05~20002
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