Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS / CEPTU®PHKAT AHAJIM3A

Product: Omez, Delayed-release capsules, 40 mg

lﬁc_l-]_N_o. / Cepust Ne: C2201164

M

TpoaykT: Ome3®, KancyJibl KPlllle‘lHOp?ICTBOp"Mble, 40

A.R- No, / Ananutuyecknii oraer Ne: 890001573 191

lT/lfg:_{)ate: / data nponspopctia: 12/2021

Batch Size / O0bem naprun: 750000
Date of Analysis \ysis / /1 Jlavi anajmsa’ 14/02/2022
Date of Expiry / Cpox roanocrn: 11/2024

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

Ne Test / Tlokazarennb

Result / PesynbTaThl

Specification / Hopma

1 Description /

Omnucanune

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. /

TpepaLle >KENaTHHOBbIE HENPO3pavble
Oel, co ceemyo-

Karcysibl  pasmepa

(h1ONeTOBLIM KOPITYCOM, XKENTOM
KpbIIEYKOH W MapKMpOBKO#H

ugeta «OMEZ 40»

4epHOro
Ha KpbILIEYKE W
koprnyce kancysbl. CoaepKUMOoe KamncyJibl

— I'paHyJibl MOYTH Oenoro usera.

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. /

Teeppble KENATHHOBLIE HENPO3PauHbIE KarcCysibl
pasmepa 0el, co CRETNO-(HONETOBLIM KOPNYCOM,
YKEJITOM KPbILIEUKOH ¥ MapKMPOBKOM YEPHOTO LBETA
«OMEZ 40» Ha KpBIIEUKE W KOPITyce Karcybl.

Conep>kuMoe Karcynbl — rpaHyJsibl OT noyTtn 6enoro

J10 CBETJI0-XCATOIo 11BETA.

Remarks: The Product conforms to ND/
Mpnmeuanue: Ipoaykr coorsercrayer Tpebosannam HJL

Conclusion: APPROVED /
Zaxarouenne: OJOBPEHO

| Date/ Jara:

Tested by/ Mcnbitanus ipokeie

18-C-2 0P 2

/\70

e

Document Checked by/JlokymeHT npoBepeH:

Approved by: Manager
Menemkep no obecrneteHnto Kalecrsa

.

Date’Hata:

(60920027

Date/Jlata: 002 ~2e22—




Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIM3A

Product: Omez, Delayed-release capsules, 40 mg

Mr

MpoaykT: Ome3®, kancy.ibl Knme‘lllopaCT_B;)pﬂMble, 40

Batc-j__l\l_o.LCf;pn_sl Ne: C2201164

A.R. N(r/éua.uu'mqecmuﬁ oryer Ne: 890001573191

Batch Size / O6bem naptun: 750000

Date of Analysis / Tara anaimsa: 14/02/202_2:_ B

Mf_‘gf-ﬁl)-g_t_e: / laTa npouspoactra: 12/2021

Date of Expiry / Cpox ropnocru: 11/2024

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

Ne Test / Iloxkazareanb

Result / PesyabTaThi

Specification / Hopma

2 Identification /

[MoanuuHOCTH

Complies as prescribed/

CootgercTByeT TpebOBaHUAM

Bpems  yaepxusanus

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»). /

OCHOBHOro TNMUKa

XpoMmatorpamMmme HCIbITYEMOI'O pacTBOpa OO0DKHO
COOTBETCTBOBATbL BPEMEHUW YNCPKNMBAHHUA OCHOBHOI'O
NKa Ha XpomMartorpamMme CTaHAapTHOIro pacTBopa

oMenpasona.

Ha

3 Average weight of
capsules / Cpennsis
Macca karicy

523.6 mg /523,6 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 /
Cpennsn macca

CONEPKUMOTO Karncysi

421.7 mg /421,7 mr

420.0 mg +7.5% (388.5 mg — 451.5 mg) /
420,0 Mr = 7,5% (388,5 mMr — 451,5 mr)

5 Dissolution/

PacTBopenue

Capsule 1/ Kancyna 1 0,0%
Capsule 2/ Kancyna 2 2,1%
Capsule 3/ Kancyna 3 1,7%
Capsule 4/ Kanicyna 4 0,3%
Capsule 5/ Kancyna 5 3,9% |24
Capsmw Kancyna 6 0,0%
Capsule 1/ Kancyna 1 94%
Capsule 2/ Kancyna 2 92%
Capsu_le 3/ Kancyna 3 96%
Capsule 4/ Kancyna 4 94%

In 0.1 M solution of hydrochloric acid — not more than
10,0 % of Cy7H9N;0;S (omeprazole) in 2 hours. /
B 0,1 M pacTBope XJI0pHCTOBOAOPOIHOI KHCIOTH —

He 6onee 10,0 % C,7H19N;O5S (omenpazona) uepes

In pH 6.8 buffer — not less than 75 % (Q) of
Ci7H19N305S (omeprazole) in 45 min /

Remarks: The Product conforms to ND/
Ipumeuansue: MlpoaykT coorBeTcTBYET TpeboBannsm HJL

Conclusion: APPROVED /
3axkmouenne: OIOBPEHO

Tested by/ Mcupiranns n[m}w

.Dale"}IaTa:_ _/ 6V—O2f ML_

Document Checked by//lokymeHT npoBepet:

Approved by: Manager
Menemxep no odecnetueHmIo KaluecTsa
.
)

Date//laTa: 1l ~6D ~Opo o

Date/Jlata:  Jbp 22022




DrReddy’s Q¢

CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHAJIM3A

Product: Omez, Delayed-release capsules, 40 mg

Batch No / Cepusi Ne: C2201164

Hpoaykr: Omes®, kancy.ibl KHllle‘lHOI)aCTBO-p_HM;le, 40

Mr
Batch Size / O6bem mapTuun: 750000

A R. No / Ananntnuecknii otuer Ne: 890001573191

Date of Analysis / Jlara anannsa: 14/02/2022:__ o

Mfg nate / lara nponzroacTra: 12/2021

Date of Fxpiry / Cpox rondocrn: 11/2024

Anal)’SlS performed according ND / Ananus npOBeaeH no H/: JITI-000328-290321

Ne Test / IToxazarein

Result / PesynbTarsl

Capsule 5/ Kancyna 5 94%

Specification / Hopma

C_apsule 6/ Kancyna 6 94%

B 6ydepe pH 6,8 — ne menee 75 % (Q) C7H9N;0:S

(oMmenpazona) uepes 45 MHUH.

6 Related substances /
PoAcTBeHHbIE MPHUMECH

0.004 % /0,004 %

0.03 % /0,03 %

0.1%/ 0,1 %

Omeprazole sulfone impurity — not more than 0.4% /

Ilpumecs omenpasona cynbdoHa — He Gonee 0,4 %;

Any single impurity - not more than 0.4% /
Jhobas eqnnvuHasg npuMech— He 6oraee 0,4 %o;
Total impurities - not more than 2.0 /

CymmMa npumeceii — He 6onee 2,0 %

7  |Residual solvents / 2242 ppm Isopropyl alcohol — not more than 5000 ppm /
Ocratounble Wsonponanon — ne 6oee 5000 ppm.
OpraHuvueckue
pacTBOPUTENU

8 Microbial limits /
Mukpobronoruyeckas
4UCTOTA

a) Total aerobic
microbial count /
Obmee uncno
a’pobHbIX
MHUKPOOPTaHU3MOB

b) Total combined
yeasts and mould count
/

Obwee uncno
DNPOHCKEBBIX U

TNECHEBLIX Fpl16OB

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/r

Remarks: The Product conforms to ND/
INpumeuanne: Ilpoaykr coorBercrByeT TpeGosannam HJL

Conclusion: APPROVED /
3akmiouenne: OJOBPEHO

Date’laTa:

Tested by/ McnbiTanus npose rse'ntrg

_1_e_wf o2 2’

Date/JlaTa:

=y

Document Checked by/Jlokymer nposepeH:

D) .

~2mD 2

Approved by: Manager
Menemxep no obecrieneiiig KauecTsa

Date/[lata:  [& &0 2-1022—




Dr.Reddy’s “:’.

CERTIFICATE OF ANALYSIS / CEPTUOHKAT AHAJIM3A

_ I F ® yJ1bI KHIIEY >pumbre, 40
Product: Omez, Delayed-release capsules, 40 mg MfouyKT Omes®, Kancy bl kKHWenopacTBo pumbie, 40

ﬁé_h}%./_(;'ep;m No: C2201164 Batch Size / O6bem naptuu: 750000 )

:A.R.__ N(Z Auagurnuccxnii oruer Ne: 890001573191 |Date of Analysis / Jlata anannsa: 1‘4/02/2022__ ]
Mfg. Date: / lata nponssoactna: 12/2021 Date of Expiry / Cpox roanocrn: 11/2024 -
Analysis performed according ND / Ananns nposeaen no HJI: JIII-000328-290321

Ne | Test/ Hoxazarein Result / PesyabrarTh Specification / Hopma
¢) Escherichia coli/ Absentin 1 g/ OtcyrcrByers 1 1 Absentin 1 g/ OtcyrctBue B 1 1
E. coli

9 Uniformity of dosage - 2.0/2,0 Acceptance value (AV) is not more than 15,0/
units /OfHOPOAHOCTD INTokazaTtens npuemiemocty (AV) ne Gonee 15,0.
RO3UPOBaHNA

10 |Assay/ 102.6 /102,6% 90 % - 110 % of Ci7H9N30O3S (omeprazole) of label
KomnuecTtBeHHoe claim / Ot 90 % o 110 % Cy7H9N;03S
onpeencHye (omenpasona) OT HOMHHANBHOTO CONEPKAHUSL.

11 |Packaging / Ynakoska |Capsules 40 mg. 7 capsules in a|Capsules 10 mg 10 capsules in a (P_VC/AL/PA)
(PVC/AL/PA) foil/ aluminum foil blister. foil/aluminum foil blister. 1 or 3 blisters and a patient
information leaflet in a carton pack.

Capsules 40 mg. 7 capsules in a (PVC/AL/PA) foil/
in a carton pack. / Kancyns 40 mr. ITo 7| aluminum foil blister. 4 blisters and a patient

kancyn B 6aucrepe w3 (TIBX/AJIITA) | information leaflet in a carton pack. /

ponbru / amomunnesoil gonsru. To 4 Kancynar 10 me. Tlo 10 xancyn B 6Gauctepe u3
(IIBX/AJI/ITA) donbru / antoMunueBoi donsru. Io
I mnm 3 OGnucrepa BMeECTe € WHCTPYKUHEN IO
NMPHMEHEHHUIO B NAYKY KapTOHHY1O. MPUMCHEHMIO B NaYKy KapTOHHYIO.

4 blisters and a patient information leaflet

OnucTepa BMECTE € WHCTPYKUMEN 1O

Kancyner 40 me. Tlo 7 xancyn B 6Gnuctepe M3
(IIBX/AJI/TTA) donbru / amomunuesoit ¢ponbra, Tlo
4 6ancTtepa BMECTE C MHCTPYKLMEH MO NpUMeEHEH IO
B MauKy KapTOHHY!O.

—

12 | Labeling / Mapkupogka “According to ND / B coorsetcTBun ¢ H/J

13 ﬁS(oragTe conditions / At temperature below 25 °C. / Ilpn temnepatype e Bbiwe 25 °C.
XpaHenne
14 | Shelf life / Cpoxk 3 years /3 rona
rOAHOCTH
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
IIpumesanne: IlpoayxT cooTBeTcTBYET TpeGoBannsm HJL 3akawuenne: OJOBPEHO

Tested by/ McnblTanns npose jeuiy: y Document Checked by/JlokymenT nposepen: | Approved by: Manager

MeHemKep no obecrneueHMIO KayecTsa

Date//laTa: ¢ GW'ZQQQ/ Dale/Jata; Date//laTa: Mx—ﬂZ(‘%W




