Dr.Reddy’s ":’.

CERTIFICATE OF ANALYSIS / CEPTUPUKAT AHAJIM3A

Product: Omez, Delayed-release capsules, 40 mg

Batch N(i(;eplﬂ No: C2114378

IMpoaykT: OMe3®, Kancyibl KHIEYNOPACTBOpHMBbIE, 40 MT
Batch Size / O6bem naprun: 750000 B

A.R. No./ Ananutuueckuii order No: 890001561685
Mfg. Date: / lata nponsBoacTna: 10/2021

Date of Analysis / laTa anannsa: 13/12/2021
Date of Expiry / Cpox roanocru: 09/2024

Analysis performed according ND / Ananu3s nposeaen no HJI: JIII-000328-290321

No Test / IlokazaTenw Result / Pesyavrarwni

Specification / Hopma

] Description / Hard gelatin opaque capsules of size Oel

Onncanne having light-violet body, yellow cap and
black color inscription “OMEZ, 10" on
capsule cap and body. Capsule contents —
off-white granules. /

TDOPHLIC‘ ICJIATHIIODLI®

Ocl,

11enpo3PaTILIC

Kancyjasl  pasMepa CO  CROTHO-

(hHoNeToBLIM KOPTIyCOM, HENToM
KpbIIICYKOH M MapKMpPOBKOMH

«OMEZ 40»

UEepHOTO
1BeTa Ha Kpbllueuke M
kopnyce kancysbi. Coaep)XMMoe Kancy bl

— rpaHynbi MoUTH Oenoro uBeTa.

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. /

TBepable KenaTHHOBbIE HENPO3PAUHBIE KancyJbl
pazmepa el, 6o GRETNO-PROMETORKIM  KOPMYGOM,
WETOH KPhINIEYKOH ¥ MUPKUPOBKOT Yepioro nper
«OMEZ 40» Ha KpblllEuKE W KOPIYCE KallCyilbl.
ConepxuMoe Kancynibl — TpaHyJibl 0T nout Genoro

[0 CBETNO-XENTOro uUBETA.

Remarks: The Product conforms to ND/
ITpnmeuanne: [poaykT coorsercrByer Tpedosannam HJL

Conclusion: APPROVED /
Zakmouenne: OJOBPEHO

Tested by/ McnbiTanng nposesigiyi:
0@&

’4'/2"20% " Date ' [ara:

Date Jara:

Document Checked by/Jlokymenr nposepen:

(UL -(2~2002 [

Approved by: Manager
Metiekep no 0decneUeH o KauecTsa

Retatdd Rt Ngalsery
Date Jlara; )q,‘_m,,_zu




Dr.Reddy’s €5¢

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

Product: Omez, Delayed-release capsules, 40 mg

Ipoaykr: Ome3®, Kancynnl KHIIEYHOPACTBOpHMbIE, 40 MT

Batch No. /_Cepuﬂ Ne: (2114378

Batch Size / O6bem naprun: 750000

AR. No./ Auanuruueckuii oruer Ne: 890001561685

Date of Analysis / lata anannsa: 13/12/2021__ -

Mfg. Date: / lata nponssoacrsa: 10/2021

Date of Expiry / Cpox roauocrn: 09/2024

Analysis performed according ND / Ananus nposegen no HJI: JIII-

000328-290321

Ne | Test/Iloka3aTenb Result / PesynbraThl

Specification / Hopma

2 Identification / Complies as prescribed/

IMoanuHHOCTH CooTBeTcTBYET TPeGOBAHUAM

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»). /

Bpemst  yaep)KUBaHMA ~ OCHOBHOTO — THKa  Ha
XpOMATOrpaMMe HCTBITYCMOTO pacTBOpa AOJJKHO
COOTBETCTBOBATh BPEMEHHU YAEP>KMBAHHsI OCHOBHOTO
nMKa Ha XpoMaTtorpaMme CTaHAapTHOro pacTBopa

oMenpasona.

3 Average weight of
capsules / Cpennss
Macca Karncyn

527.9 mg /527,9 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 / 420 .2 mg /420,2 mr
CpenHsas macca

COLEPKUMOTO KaTCyJl

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 | 0,0%
PacTsopenne m 2/ Kancyna 2 1 0,0%
Capsule 3/ Kancyna 3 0,0%
me 4/ Kancyna 4 0,0%
Capsulm 0,()%7
Tpsule 6/ Kancyna 6 1 0,0%
Capsule 1/ Kancyna | C95% |
Capsule 2/ Kancyna 2 97%
Tpsul_e 3/ Kancyna 3 93%
Capsule 4/ Kancyna 4 94%

In 0.1 M solution of hydrochloric acid — not more than
10,0 % of C17H9N30sS (omeprazole) in 2 hours. /

B 0,1 M pacTtBope XJOPHCTOBORXOPOAHONH KMUCNOThI ~
He 6osiee 10,0 % Ci7H9N3;03S (omenpazona) vepes
2,

In pH 6.8 buffer — not less than 75 % (Q) of
Cy7H19N50;S (omeprazole) in 45 min /

Remarks: The Product conforms to ND/
Npumeuanne: HpoaykT coorsercrsyer TpeboBannsim HIL

"Conclusion: APPROVED /
3akmouenue: OJJIOBPEHO

R

Tested by/ McnblTaHus NpoBe el

7

Document Checked by/[lokymeHT npoBepeH:

Approved by: Manager
Menemikep No odecneueHIo KauecTsa

Rt a6 Roni Recetsey

| Date’)lara:

14712~ 909

Date JlaTa:

(L~(D - 202

Date/flata: 1 Lf’ —~]2—20 Q—’




Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS / CEPTU®HUKAT AHAJIU3A

Product: Omez, Delayed-release capsules, 40 mg
Batch No. / Cepus Ne: C2114378

HponyET_: Omes®, KANCybl Kﬂllle‘lllopaCTB(;_puMl,m, 40 mr
Batch Size / O6bem naprun: 750000 -

A.R. No. / Anannrunueckunii oruer Ne: 890001_561685

Mfg. Date: / Data nponseoactea: 10/2021

Date of Analysis / /lata ananu3sa: 13/12/2021

Date of Expiry / Cpox rognoctu: 09/2024

Analysis performed according ND / Ananus nposenen no HJI; JIII-000328-290321

Mukpoduosoruueckas
upcTOTA

a) Total aerobic
microbial count/
O61uee uucno
a3poOHbIX
MHIKPOOPraHn3MOB

b) Total combined
yeasts and mould count
/

Obuee wicno
JPOKIKEBBIX M

njecHeBbIX TPHOOB

Ne | Test/Ilokasarenn Result / Pe3yabrarnl Specification / Hopma
Capsule 5/ Kancyna 5 94% B 6ydepe pH 6,8 — ne menee 75 % (Q) C7H9N:0;S
Capsule 6/ Kancyna 6 93% (omenpazona) yepes 45 MUH.
6 Related substances / Not detected / He oOHapyxeHa Omeprazole sulfone impurity — not more than 0.4% /
ROTCTHEH A fAMESH [Ipumech oMenpasona cynbdona — He Gonee 0,4 %,
0.04 %0,04 % Any single impurity - not more than (0 4%/
Jhobas emunuunas npuMect e 6onee 0,4 %;
0.1%/ 0,1 % Total impurities - not more than 2.0 /
CymMma npumeceit — He 6onee 2,0 %
7 Residual solvents / 2204 ppm Isopropyl alcohol — not more than 5000 ppm /
Ocratountie W3zonponanon — He 6onee 5000 ppm.
opraHuueckue
pacTBopaTENH
8 Microbial limits /

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 6onee 100 KOE/T

Remarks: The Product conforms to ND/
ITpusmeuanne: Ilpoaykr cooTBercrByeT TPedoBannam HJL

Conclusion: APPROVED /
Jakmouenue: OJOBPEHO

| Tested by Hw:

| Date Jata: ’4 - /_2_" Z_W

Date’Jlara;

Document Checked by/[lokymeHT npoBepeH:

[ ~t12-202(

Approved by: Manager
MeHekep no odecrneueHino KatuecTsa

Date J{ara: )L_(,,,.,( L-—ZO()/’




Dr.Reddy’s ":’.

CERTIFICATE OF ANALYSIS / CEPTH®UKAT AHAJIM3A

Batch No. / Cepus Ne: C2114378
|A.R. No. / Anaaurnyuecknii oruer Ne:
Mfg. Date: / lara npon3soactsa: 10/2021

Product: Omez, Delayed-release capsules, 40 mg

IpopykT: OMe3®, kancyJibl KHIEYHOPACTBOpHMBIC, 40 MI
Batch Size / O6sem napruun: 750000

890001561685

Date of Analysis / JlaTa anayuza: 13/15/202_1___
Date of Expiry / Cpox roanocru: 09/2024

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

Ne Test / Iloka3zaTeanb Result / PesyabTaThl Specification / Hopma
c) Escherichia coli/ Absent in | é/OT_CyTCTByeT BlT Absentin 1 g/ OtcytcTBUe B I T
E. coli
9 | Uniformity of dosage 2.3/2,3 Acceptance value (AV) is not more than 15,0 /
units /OMHOPOAHOCTH INokaszarens npuemneMoctd (AV) He Gonee 15,0.
LO3MPOBAHKA
10 | Assay/ 100.8 /100,8% 90 %% - 110 % of CrylLiyN3Ou5 (omeprazole) of labgl
KonmucceTBeHHOC claim / Ot 90 % no 110 % C7H;sN;0;8
onpeneneHue (omenpa3ona) OT HOMHHaIILHOTO COAEPIKAHMA.
11 |Packaging/ YnakoBka |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
i —— . . information leaflet in a carton pack.
el agih i R Sl Capsules 40 mg. 7 capsules in a (PVC/AL/PA) foil/
in a carton pack. / Kancyset 40 mr. 1o 7 | aluminum foil blister. 4 blisters and a patient
kancyn B Gauctepe w3 (IIBX/AJI/ITIA) information leaflet in a carton pack. /
bonsru / amomunnesoit ponbri. Mo 4 Kancyner 10 me. Tlo 10 xancyn B Oaucrepe 3
(NBX/AJVIIA) donbru / antomunaneroii gponsru. Io
Onucrepa BMeCTe € WHCTPyKuMeil no B
I wnn 3 Omuctepa BMecTe C MHCTPYKUMER Mo
NPUMEHEHNIO B NAYKY KapTOHHYIO. NPUMEHECH!IO B NAaYKYy KapTOHHY!O.
Kancyaer 40 me. Tlo 7 kancyn B 6auctepe u3
(TIBX/AJI/TIA) donbru / anromunneBoii ¢posibru. Tlo
4 dnucTepa BMECTE € HHCTPYKLMER NO NPUMEHEHHUIO
B NavuKy KapTOHHYIO.
12 | Labeling / Mapkupogka | According to ND / B coorsetcteun ¢ HJJ T
13 | Storage conditions / At temperature below 25 °C. / Ilpu TemnepaType He Bbiwie 25 °C
XpaHeHue
14 | Shelflife / EpOK 3 years /3 rona R ]

FOAHOCTH

Remarks: The Product conforms to ND/
| IIpumeuanne: [poaykr coorBercTBYeT TpeboBanusiv HJL

Tested by/ McnbiTanns nposeﬂe

Vf/

I4f/2 W Dale/ﬂ,']m

Date/JlaTa

Conclusion: APPROVED /
3akmouenne: OJOBPEHO

Document Checked b by/[lokyMEHT npoBepeH:

LU 12 -202(

Approved by: Manager
MeHhenkep no obecneteHo KauecTea

AR TEN Qg,,ﬁ(@a&u@:
Date/Jlata; lL(Z—[Q,,_LO},




