Dr.Reddy’s “:‘.

CERTIFICATE OF A} ANALYSIS / CEPTUDUKAT AHAJIM3A

Product: Omez, Delayed-release capsules, 40 mg

MrI

Batch h No. /Cepmr Ne: C2201558
A .R. No. / AnannTnuecknii oraeT Ne: 890001577997 |Date o
Mfﬂ Date: / Jlata nponspoacrsa: 01/2022

TIpoayxr: Ome3®, kancyabl Kﬂlﬂe‘lHOpaCTBOp“Mble, 40

Batch Size / 061>eM napum 750000

{ Analysis / Jlara anann3a: 11/03/2022

Date of Expiry / Cpox roanoctu: 12/2024

Analysns performed according ND / Anann3 npoBeieH no HJI: JIT1-000328-290321

Ne Test / TlokazaTenb

Resull / PesyabTaThl

I Description /

Onucanue

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. /

TBepable JKeNaTHHORKIE HENPO3padHbIe
Ocl, co cperno-

KdllCy/lbl  pazMepa

(dbroneToBLIM KOpITyCOM, XKenToH
KpbIIIEYKOH W MapKUpOBKOH HepHOro
ngeta «OMEZ 40» na KpbllIeuKke WU
xopryce kancyJibl. ConepxUMOe KancyJibl

— rpanyJisl nouTH 6€y10TO UBETA.

Speciﬁcation / H()[;aa

Hard gelatin opaque capsules of size Uel 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 HKEJATHHOBbIE HENPO3PAUuHbIE KamCybl
pasmepa Oel, co cBCTIO GHUONETOBLIM KOPIYCOM,
HENTOM KPBILIEUKOH 1 MAPKHUPOBKOW YepHOTO LBETA
«OMEZ 40» ua XpbllU€UKE W KOPTyCe KalCylibl.

ColepsKUMOe Kafncynbl — FpaHyllbl OT TOUTH 6en0ro

IO CBETJIO-XKEJITOTO LIBETA.

Remarks: The Product conforms to ND/
Tpumeuanne: IpoaykT coorsercrayer Tpebosanusiv HJL

Conclusion: APPROVED /
Jakmouenue: OJJIOBPEHO

Tested by/ McnbiTanis npouuu,

Dale//laTa:

15*%~M

Date/laTa:

Document Checked by/JlokyMeHT 1POBEPEH:

DN

5 -02-2622

Approved by: Manager
Menemxep no 06ecnelleHmo KayecTBa

12 ol D Ronifleeetily”

Date/[Jata: ( g/o 3,2/0 Q,-"l.--—




Dr.Reddy’s “:‘

~ CERTIFICATE OF ANALYSIS/ CEPTUOUKAT AHAJIU3A

Product: Omez, Delayed-release capsules, 40 mg

mr

Batch No. / Cepusi Ne: C2201558

Batch Size / O6bem napTau: 750000

Hpoaykr: Omes®, kancybl KﬂlllellﬂopaCTBopuMble, 40

'AR. No./ Anaantauecknii oraer Ne: 890001577997

Date of Analysis / Jlara anannsa: 11/03/2022

Mifg. Date: / lata nponssoacrsa: 01/2022

Date of Expiry / Cpox ropnocrn: 12/2024

Analysis performed according ND / Anasin3 nposeaen no HJ: JII1-000328-290321

Ne Test / TTokazaTeanb

Result / PesyabTaTbl

Specification / Hopma

2 | Identification /

[TopMHHOCTD

Complies as prescribed/

CooTBeTcTBYET TpeOOBAHUAM

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»). /

Bpems  yAep)KMBaHUA ~ OCHOBHOTO  NMKa Ha
XpOMarorpaMme HCTBITYEMOrO pPacTBOpa JOJDKHO
COOTBETCTBOBATh BPEMEHH YACP)KMBAHUS OCHOBHOTO

NMKa Ha XpoMaTorpaMMe CTaHAapTHOTO pacTBOpa

oMenpasoJa.

3 Average weight of
capsules / Cpennsis
Macca KancyJn

521.7 mg/521,7 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 /
CpenHsis macca

CONEPKUMOTO KaTncyJl

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 | 0,0%
PacTBopenue Capsule 2/ Kanicyna 2 0,0%
Capsule 3/ Kancyna 3 0,0%
Capsule 4/ Kancyna 4 0,0%
Capsule 5/ Kancyna 5 0,3% |2
Capsule 6/ Kancyna 6 0,0%
Capsule 1/ Kancyna | 88%
Capsule 2/ Kancyna 2 96%
Capsule 3/ Kancyna 3 94%
—Capsu]e 4/ Kancyna 4 92%

In 0.1 M solution of hydrochloric acid — not more than
10,0 % of C17H 9N305S (omeprazole) in 2 hours. /
B 0,1 M pacTtBope X0pUCTOBONOPOIHON KHCIIOTBI —

e Gonee 10,0 % C,7H19N30;S (omenpasona) yepes

In pH 6.8 buffer — not less than 75 % (Q) of
C7H19N:0sS (omeprazole) in 45 min /

Remarks: The Product conforms to ND/
Ilpameuanne: IIpoayKT cOOTBETCTBYET Tpebosanam HJL

Conclusion: APPROVED /
Jaxmwouenne: OJOBPEHO

Tested by/ McnbiTanus npou;*x?um

==

Document Checked by/JlokymeHT NpoBepeH:

d >~

Approved by: Manager
SHEJKEP N0 00eCHEeNeHNIO KnuecTBa _
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Date/laTa:
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Date/JlaTa:




Dr.Reddy’s ":’.

'CERTIFICATE OF ANALYSIS / CEPTUPUKAT AHAJIM3A

Hpoayxr: Ome3®, xamncyibl Kl)lllle‘lHOpaCTB(-);)HM—ble, 4(_)-

Product: Omez, Delayed-release capsules, 40 mg

MmMr

Batch No. / Cepust No: C2201558

A.R. No./ Anaauruuecknii oTyer No: 820001577997

Batch Size / O6bem naprun: 750000

| Mfg. Date: / lata npousBoacTna: 01/2022

Datc of Analysis / laTa anaunsa: 11/03/2022 :_
Date of Expiry / Cpoxk roanocru: 12/2024

Analysis performed according ND / Anann3 nposeaen no HJI: JITI-000328-290321

Ne | Test/Iloxazarean Result / Pe3ysabTaTsl Specilication / Hopma
Capsule 5/ Kancyna 5 93% B 6ydepe pH 6,8 — He menee 75 % (Q) Ci7H19N30;S
_Capsule 6/ Kanicyna 6 93% | (omempazona) uepes 45 MuH.
6 Related substances / 0.01 % /0,01 % Omeprazole sulfone impurity — not more than 0.4% /
BOLCIECHHLIEHMECH Ipumech omenpasona cynbdona — He Gonee 0,4 %;
Any single impurity - not more than 0.4% /
0.09%7/0,09 % Jro6as enrHUYHas npuMeck— He 6onee 0,4 %;
Total impurities - not more than 2.0 /
0.3%/ 0,3 % Cymma npumeceit — He 6onee 2,0 %
7 | Residual solvents / 2232 ppm Isopropyl alcohol — not more than 5000 ppm /
Ocrarounbie H3onpomanon — He 6onee 5000 ppm.
opraHuyeckHe
pacTBOpUTENH
8 | Microbial limits /

Mukpobuoornueckas
4UCTOTA

a) Total acrobic
microbial count /
O61uee yncno
a’poOHBIX
MHKPOOPTaHU3MOB

b) Total combined
yeasts and mould count
/
Oo61ee 4ncno
APOICKEBbIX U

TJIeCHEBbIX TpuboB

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 6osiee 1000 KOE/r

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

Tested by/ McnbiTaHna NpoBeAC b

Remarks: The Product conforms to ND/
I Hpumeuanne: lpoaykr COOTBETCTBYET TpedoBanuam HJIL

Conclusion: APPROVED /
3axmouenne: OJOBPEHO

Date/ara:

5‘3’:_‘ %L_ Date/ﬂ;Ta:

Document Checked by//lokyMeHT nNpoBepeH:

|5-03-2022

Approved by: Manager
MeHekep no obecneueHHio KauecTsa

Fooeotd Rl Neetrf
Date/lata: \ f,_o_g,'),o 2__1/




Dr.Reddy’s “:‘.

CERTIFICATE OF ANALYSIS / CEPTU®HKAT AHAJIU3A

Product: Omez, Delayed-release capsules, 40 mg

mMr

IpoaykTt: OmMes®, kancyJibl Kﬂllle‘lHOpaCTB_(;pHMble, 40 |

'Batch No. /_(‘epusl Ne: C2201558

Batch Size / O6bem napTuu: 750000

A.R. No./ Anaaurnueckuii oraer Ne: 890001577997

Date of Analysis / Jllata anannsa: 11/03/2022 )

Mfg. Date: / lara npousBoacTsa: 01/2022

Date of Expiry / Cpox roanocru: 12/2024

Analysis performed according ND / Anann3 nposenen no HJI: JIII-000328-290321

Specification / Hopma

rOAHOCTH

Ne Test / llokazarenn Result / Pe3ysibTaTsi
¢) Escherichia coli/ Absentin 1 g/ OrcyrctByeTrB 1 T Absent in 1 g/ OTcyTcTBUE B 1 T
E. coli
9 | Uniformity of dosage 2.0/2,0 Acceptance value (AV) is not more than 15,0/
units /OTHOPOAHOCTh [Mokaszatens npuemnemoctyt (AV) He Gonee 15,0.
JI03HPOBAHNA
10 | Assay/ 102.5% /102,5% 90 % - 110 % of C17H9N303S (omeprazole) of label
KonuuecTBeHHOE claim / Ot 90 % no 110 % C,;7H9yN3O3S
onpenenenue (oMenpazona) 0T HOMMHAJILHOTO COAEPIKAHNA.
11 | Packaging / Ynakoska |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
) ient inf on leafl information leaflet in a carton pack.
& bliStersfandiaypatien mogmation) Iclcy Capsules 40 mg. 7 capsules in a (PVC/AL/PA) foil/
in a carton pack. / Kancyasl 40 mr. Ilo 7 | aluminum foil blister. 4 blisters and a patient
xancyn B Gauctepe u3 (IIBX/AJIIIA) information leaflet in a carton pack. /
donbru / amomunuesoii donbra. Tlo 4 Kancynet 10 me. Tlo 10 xancyn B 6nucrepe U3
. (IIBX/AJV/TIA) ¢onsru / amomuHueBoi ponsru. Ilo
OaMcTepa BMecTe C MWHCTpyKuMed mno ' N
1 wam 3 Onuctepa BMECTE C WHCTPYKUMEH mo
TIPUMEHEHMIO B TauKy KapTOHHYIO. NPUMEHEHNIO B Ma4Ky KapTOHHYIO:
Kancynor 40 wve. Tlo 7 kancyn B Onucrepe w3
(TIBX/AJVTTA) donbru / antomunnesoi dponsru. Ilo
4 6avcTepa BMECTE ¢ HHCTPYKLMET 1O NPUMEHEHHIO
B TIAUKY KapTOHHYHO.
12 | Labeling / Mapkuposka | According to ND /B coorsercteun ¢ H{
13 | Storage conditions / At temperature below 25 °C. / IIpu Temnepatype He Bbiwe 25 °C,
XpaHeHue
14 | Shelflife / Cpok 3 years/ 3 rona

Remarks: The Product conforms to ND/
Npumeuanue: Ilpoaykr coorBercTByeT TpeGoBannam HJL

Conclusion: APPROVED /
3akmouenue: OJOBPEHO

Tested by/ McnibiTaHna nposeiel

/70

- Date/JlaTa: ,5'433' Mb

Document Checked by/JlokymeHT nposepen:

Date//laTa:

15-05~2022

Approved by: Manager
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