Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

Page10f6/Crp. 1 n3 6

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Omes® JICP, kancysabl ¢ MOTHGHIHPOBAHHBLIM BhicBOOOXKAeHHeM, 30 Mr+20 mr

Batch No.: / Cepusn Ne: B2100650

Batch Quantity: / O6wem napruu: 1250000 NO

2002FP21000484

Analytical Report No.: / AnannTuyecknii oTuer Ne:

Date of Analysis: / JlaTa ananusa: 28/02/2021

Date of Manufacture: / lata npon3soacrBa: 01/2021

Date of Expiry:/ Cpok rognoern: 12/2022

from 10.09.2018 /usm.Ne 1 ot 10

Analysis performed according ND / Auanu3s nposenen no HJJ: JII1-003998-061216 (amend Nel
.09.2018)

Sl
No

Test

Result

Specification

1 | Description /OnucaHve

Complies as prescribed/
B cooTBeTcTBUAM C ONUCaAHMEM.

|'"1" size hard gelatin capsule with clear

transparent cap and body having *” Y * and
“DR.REDDY'S" printed in black ink on the
cap and "OMEZ-DSR" printed in red ink on
the body of capsule containing white to
grayish-white and brown to yellowish brown
spherical pellets. /

Teepgble  XenaTtuMHOBbIE  Npo3payHble
BecuyseTHble kancynbl Ne1 c MapKupoBKoW
YyepHoro useTa

« Y DR. REDDY'S» Ha Kpbillevke
Kancynsl ¥ MapKWpOBKOW KpacHoro useTa
«OMEZ-DSR» Ha Kopnyce Kancynsbl.
Copepxumoe kancyn: rpaHynel ot Genoro
o cepoeaTto-6enoro U OT KOpW4HEBoro Ao
XXEenToBaTo-KOPWYHEBOro LBeTa.

Identification

Omeprazole and
Domperidone (By HPLC) /
MoanuHHoOCTL

Owmenpaszon u [JoMnepnaoH
(B3IXX)

Complies as prescribed/
B cooTtBeTcTBMM C ONUCAHUEM.

The retention times of the main peaks in

the chromatogram of the sample
preparation should comply with retention
times of Omeprazole and Domperidone
peaks in the chromatogram of the standard
preparation under assay./

BpemeHa yaepXuBaHWA OCHOBHbIX MWKOB
Ha XpomMaTorpamme McnbITyemoro
pacTBopa  AOMKHBI  COOTBETCTBOBATH
BpemMeHam yaepxXuBaHua nuKkos
omenpasona n AoMmnepuaocHa Ha
Xpomarorpamme ctaHAapTHOro pacteopa
(paspen «KonuuyecteseHHoe
onpeaeneHuen).

Average weight of the net
content / CpegHsaa macca
COLEPXUMOro Kancyn

368.77 my / 368,77 mr

369.0mg 10 %
(332.10 mg to 405.90 mg) /
369,0 mr £ 10 %
(o1 332,10 mr go 405,90 mr)

Remarks : The Product confirms to ND/
Ilpumeyanne: [Ipoaykr coorercTByet Tpebopanusam HJI

Opinion : APPROVED

Prepared by /
[Moarorosnexo:

g%

Checked by /
| [Iposepeno:

Approved by: Manager/Executive /
OnobpeHo: ijrmep / PykoBoaWTENb
1

Date:
Hara; 28/02/2021

Date:
Hara: 28/02/2021

Date:
Hara: 28/02/2021

Registered Office : 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500 034, Telangana, India. CIN: L85195TG1984PLC004507
Tel : +91 40 4900 2900, Fax : +9140 4900 2999 Email : mail@drreddys.com www.drreddys.com

Factory : Survey No. 42, 45 & 46, Bachupally Village, Bachupally Mandal, Medchal Malkajgiri District, Pin Code - 500 090,
Telangana, India. Tel : 9140 4464 2202 & 2203, Fax : 9140 4464 2276, www.drreddys.com
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CERTIFICATE OF ANALYSIS
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Product: Omez DSR, modified-release capsules, 30 mg+20 mg/
Owme3® ICP, kancyasl ¢ MOAH(PHIHPOBAHHLIM BhIcBOOOKAeHHeM, 30 Mr+20 mr

Batch No.: / Cepus Ne: B2100650

Batch Quantity: / O6sem napTuu: 1250000 NO

Analytical Report No.: / Ananutiuieckuii oruer Ne:
2002FP21000484

Date of Analysis: / {aTa ananusa: 28/02/2021

Date of Manufacture: / [lara npouszsogcrea: 01/2021

Date of Expiry:/ Cpok roaguoctn: 12/2022

Analysis performed according ND / Anaaus nposeaen no HJI: JII1-003998-061216 (amend Ne 1
from 10.09.2018 /u3m.Ne 1 ot 10.09.2018)

Sl
No

Test

Result

Specification

4

Water / Boaa

Uniformity of dosage units /
OpaHOpOAHOCTL A03MPOBAHMA
Omeprazole and
Domperidone /

Omenpason v [oMmnepnaoH

1.2% wiw 1 1,2%

Not more than 4.0 % wiw /
He Gonee 4,0 %

96 /96
50 /5,0

The acceptance value (AV) should be less
than or equal to 15.0/

Mokasatenb npuemnemocTn (AV) AomkeH
GbiTb He Bonee 15,0.

Remarks : The Product confirms to ND/
Ipumeyanue: [poaykr coorBercTByeT TpebosaHuam HII

Opinion : APPROVED

BE—

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroTosnewo: [TpoBepeHo: )& OnobpeHo: Meu%gp / PykoBoauTENb
Date: Date: Date: MR

Hara; 28/02/2021 Hara: 28/02/2021 Jlara: 28/02/2021

Registered Office : 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500 034, Telangana, India. CIN: L85195TG1984PLC004507

Tel : +9140 4900 2900, Fax : +9140 49002999 Email : mail@drreddys.com www.drreddys.com
Factory : Survey No. 42, 45 & 46, Bachupally Village, Bachupally Mandal, Medchal Malkajgiri District, Pin Code - 500 090,

Telangana, India. Tel : 9140 4464 2202 & 2203, Fax : 9140 4464 2276, www.drreddys.com
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CERTIFICATE OF ANALYSIS
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Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Omes® [ICP, xancyibl ¢ MOAHOHIHPOBAHNHBLIM BbicBoGoKIeHHeM, 30 Mr+20 mr
Batch No.: / Cepua Ne: B2100650 Batch Quantity: / O6bem naptuu: 1250000 NO
Analytical Report No.: / Auanntuuecknii oryer Ne: | Date of Analysis: / lara ananusa: 28/02/2021
2002FP21000484
Date of Manufacture: / lara npon3sogcrsa: 01/2021 | Date of Expiry:/ Cpox roanoctu: 12/2022
Analysis performed according ND / Auaau3s nposeaen mo HJI: JI[1-003998-061216 (amend Ne 1
from 10.09.2018 /u3m.Ne 1 ot 10.09.2018)
S Test Result Specification
No
6 |Related substances / = :
[NocTOpoHHWE NnpUMecH
A. Omeprazole / Omenpa3son A
i) Known impurities / i)
eAVHUYHanA
WAEHTUULMPOBaHHaSA
NpUMEech
a) Impurity-1/ npumecs -1 (0.02% a) Not more than 0.5 % / He Gonee 0,5 %
b) Impurity-2 / npumecs -2 |Not detected/ He o6HapyxeHa b) Not more than 0.5 % / He Gonee 0,5 %
c) Impurity-3 / npumecs -3 0.02% / 0,02% c) Not more than 0.5 % / He Gonee 0,5 %
d) Impurity-4 / npumecs - 4 [Not detected/ He o6HapyxeHa d) Not more than 0.5 % / He Gonee 0,5 %
e) Impurity-5 / npumecs -5 |Not detected! He obHapyxena |©) Not more than 0.5 % / He Gonee 0,5 %
B. Domperidone /
HAomnepuaoH
i) Known impurities / B.
eMHUYHanA )
naeHTUULMpoBaHHas
npumech 0.03% /0,03%
a) Impurity-A / npumecs-A |Not detected/ He oGHapyxeHa 7 &
o) Impury 3/ necsNo elcied v conapymana (2 NoL e e 0214 v Sonee 02 %
¢) Impurity-C / npumecs-C |0:09% /0,09% c) Not more than 0.5 % / He Gonee 0,5 %
d) Impurity-D / npumecs-D | Not detected/ He 0BHaPYXEHE | ) Not more than 0.5 % / He Gonee 0,6 %
e) Impurity-F / npumecs-F e) Not more than 0.5 % / He Gonee 0,5 %
Not detected/ He o6HapyxeHa
C. Highest individual unknown
impurity / nio6asn C. Not more than 0.5 % / He Gonee 0,5 %
eiMHNYHan
HengeHTuduunpoeaHHas
npumech 0.2%/0,2%
D. Total impurities / Cymma
npumeceit D. Not more than 2.5 %/ He Gonee 2,5 %
B . o —
Remarks : The Product confirms to ND/ Opinion : APPROVED
ITpumeuanne: | lpopykr coorsercrayer TpeGopanam HJl
Prepared by / Checked by / Approved by: Manager/Executive /
lonrorosneno: \/ / | Iposepeno: g Opobpeno: Mu%cp / PykoBoauTeNh
Date: Date: Date:
Jara: 28/02/2021 Jara: 28/02/2021 Jlarva: 28/02/2021

Registered Office : 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500 034, Telangana, India. CIN : L85195TG1984PLC004507
Tel : +91 40 4900 2900, Fax : +9140 4900 2999 Email : mail@drreddys.com www.drreddys.com

Factory : Survey No. 42, 45 & 46, Bachupally Village, Bachupally Mandal, Medchal Malkajgiri District, Pin Code - 500 090,
Telangana, India. Tel : 9140 4464 2202 & 2203, Fax : 9140 4464 2276, www.drreddys.com
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CERTIFICATE OF ANALYSIS
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Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Omea® ICP, kancy/st ¢ MOTHOANHPOBAHHBIM BhICBOGOMKAeHHEM, 30 Mr+20 Mr

Batch No.: / Cepusa Ne: B2100650

Batch Quantity: / O6sem napTan: 1250000 NO

Analytical Report No.: / Anaantuuecknii oruer Ne:
2002FP21000484

Date of Analysis: / laTa anaam3a: 28/02/2021

Date of Manufacture: / lata npounssogcrsa: 01/2021

Date of Expiry:/ Cpok roanocrn: 12/2022

Analysis performed according ND / Anaans nposenen no HJL: JITT-003998-061216 (amend Ne 1
from 10.09.2018 /uzm.Ne 1 ot 10.09.2018)

]|
No

Test

Result

Specification

7

Residual solvents/
Ocrarto4Hble pacTeopuTenu
a) Methanol / meTaHon

6) Methylene chloride /
MeTunexnxnopug

10 pg per capsule /
10 mKr Ha kancyny

Not detected/He oBHapyxeHa

a) Not more than 1107 pg per capsule /
He Gonee 1107 mkr Ha kancyny.
b) Not more than 221 pg per capsule /
He Bonee 221 MKr Ha kancyny.

Dissolution /PacTteopenue

a) Omeprazole (calculated as
C17H19N303S) / Omenpason
(B nepecyete Ha
C17H19N3038S)

i) Acid stage (0.1N HCI) /
e 0,1 M pacteope
XNOPUCTOBOAOPOAHON
KUCNOThI

ii) Buffer stage

(pH 6.8 phosphate buffer) /
B 6ydpepe pH 6,8

b) Domperidone (calculated
as C22H24CINsO2) /
[JomnepugoH (B nepecyeTe
Ha C22H24CINsO2)

i) 1% hour/4epes 1y

ily 4" hour/yvepes 44

iii) 8™ hour/ yepe3 8 4

iv) 12" hour/ yepes 124

1%, 6%, 2%
4%, 2%, 4%

94%, 96%, 96%
96%, 94%, 96%

27%, 24%, 36%,
26%, 31%, 29%

52%, 48%, 65%,
52%, 59%, 53%

70%, 68%, 82%,
68%, 78%, 69%

80%, 78%, 89%,
77%, 84%, 79%

a)

i) Not more than 15% of the labeled
amount of Omeprazole is released after
2 hours. / He Gonee 15 % ot
chakTU4ecKoro cofepxaHua
omenpasona Yyepes 2 4.

ii) Not less than 70% (Q) of the labeled
amount of Omeprazole is dissolved in
30 minutes / He meHee 70 % (Q) ot
HOMWHanNbLHOro cofepKaHva
omenpa3ona Yyepea 30 MUH,

b) % (Qi) of Domperidone dissolved in
0.1N HCI / % (Qi) aomnepwaoHa
ebicBoGowpaetca 8 0,1 M pacreope
XNOPUCTOBOAOPOAHOM KUCNOTbI:

i) Between 15 % and 40 % /
ot 15 % no 40 %
ii) Between 30 % and 70 % /
o130 % 8o 70 %
iii) Between 55 % and 95 % /
oT 55 % 8095 %
iv)  Not less
He meHee 70 %.

than 70

Remarks : The Product confirms to ND/
IMpumenanne: lNpoaykr coorsercTyer TpeboBanuam HJJ

Opinion : APPROVED

Prepared by /
TMoarorosneno: 1(1? ; [Tposepeno:

Checked by /

&

Approved by: Manager/Executive /
Onobpeno: Mepeykep / Pykosoaurens
'

Date:
Hara: 28/02/2021

Date:
JHara;

28/02/2021

) Jara: 28/02/2021

Date:

Registered Office : 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500 034, Telangana, India. CIN : L85195TG1984PLC004507
Tel : +9140 4900 2900, Fax : +91 40 4900 2999 Email : mail@drreddys.com www.drreddys.com

Factory : Survey No. 42, 45 & 46, Bachupally Village, Bachupally Mandal, Medchal Malkajgiri District, Pin Code - 500 090,
Telangana, India. Tel : 9140 4464 2202 & 2203, Fax: 9140 4464 2276, www.drreddys.com
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CERTIFICATE OF ANALYSIS

Page 5 of 6 / Crp. 513 6

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Omes™ ICP, kaneyiib ¢ MouduipoBanHbim BblcBOGoKIeHHeM, 30 Mr+20 mr

Batch No.: / Cepus Ne: B2100650

Batch Quantity: / O6wem naptuun: 1250000 NO

Analytical Report No.: / Ananntuuecknii otuer No:
2002FP21000484

Date of Analysis: / {aTa ananuza; 28/02/2021

Date of Manufacture: / lara npounssoacrna: 01/2021

Date of Expiry:/ Cpok roasoctn: 12/2022

Analysis performed according ND / Anaaus nposeaen no HJI: JITT-003998-061216 (amend Ne 1
from 10.09.2018 /u3m.Ne 1 ot 10.09.2018)

Speciﬂcation

Sl Test Result
No
| 9 |Assay / KonmuectsenHoe
onpegeneHue
a) Omeprazole / Omenpason |[20.12 mg (100.6%) /
20,12 mr (100,6%)
C17H1sN30aS
Kancyne
, 30.04 mg (100.1%) /
b) Domperidone/[JomnepnaoH 30,04 wr (100,1%)
MF Ao
10 |Microbial limits / . B

Mukpobuonoruyeckas uicrtora

a) Total aerobic microbial count
/ OBuwee yncno aspobHbix
MWUKPOOPrasn3moB

b) Total combined yeasts and
mould count / OBwee wucno
APONOKEBBIX N NNECHEBLIX
rpnbos

c) E.coli

a) Not less than 18.0 mg per capsule and
not more than to 22.0 mg of per capsule
(Omeprazole) (90.0 to
110.0 % of label claim). / OT 18,0 mr go
22,0 wmr Cy7H1N3O3S (omenpason) B
(ot 90,0 po 110,0% ot
HOMWHaNbLHOro coAepXaHus).

b) Not less than 27.0 mg per capsule and
not more than 33.0 mg per capsule of
C22H24CINsO2 (Domperidone) per capsule
(90.0 to 110.0 % of label claim), / Ot 27,0
33,0 wMmr C2H24CINsO2
(nomnepunod) B kancyne (ot 90,0 po
110,0 % OT HOMWHaNLHOrO COAEPKAHUR),

Less than 10 CFU/g /
MeHee 10 KOE/r

Less than 10 CFU/g /
Menee 10 KOE/r

Absent in 1g / OTtcyTcTByeT
B 1r

Not more than 1000 CFU/g /
He 6onee 1000 KOE/r

Not more than 100 CFU/g /
He Gonee 100 KOE/r

Shall be absent in 1g / OTcyTcrBNe
B1i1r

Remarks : The Product confirms to ND/
IIpumeuanne: [poaykr coorseTcTByeT Tpebosanuam HJl

Opinion : APPROVED

Prepared by / Checked by / Approved by: Manager/Executive /

[Toarorosneno: [Tposepeno: Opobpeno: Meygepokep / PykosoauTeins
pd .

Date: Date: T Date: o

Hara; 28/02/2021 Hara: 28/02/2021 Jata: 28/02/2021

Registered Office : 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500 034, Telangana, India. CIN : L85195TG1984PLC004507
Tel : +9140 4900 2900, Fax : +9140 4900 2999 Email : mail@drreddys.com www.drreddys.com

Factory : Survey No. 42, 45 & 46, Bachupally Village, Bachupally Mandal, Medchal Malkajgiri District, Pin Code - 500 090,
Telangans, India. Tel : 9140 4464 2202 & 2203, Fax : 9140 4464 2276, www.drreddys.com



@
Dr. Reddy’s ‘.o. CERTIFICATE OF ANALYSIS
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Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Omes™ ICP, kancysint ¢ MogHGUUHPOBAHHEIM BhicBoGOXIeHHeM, 30 Mr+20 Mr

Batch No.: / Cepust Ne: B2100650

Batch Quantity: / O6wem napruu: 1250000 NO

2002FP21000484

Analytical Report No.: / Ananuthyecknii oTuer Ne: Date of Analysis: / JaTa ananusa: 28/02/2021

Date of Manufacture: / lata nponssoacrsa: 01/2021 | Date of Expiry:/ Cpoxk roanocrs: 12/2022

Analysis performed according ND / Auanus nposeaen no HJI: JI[1-003998-061216 (amend Ne 1
from 10.09.2018 /usm.Ne 1 ot 10.09.2018)

11 | Package / Ynakoeka

10 capsulesina 10 capsules in a (PA/AI/PVC)
(PA/AI/PVC) foillaluminum  [foilfaluminum foil blister. 1, 3, 8, 10
foil blister. 3 blisters and blisters and patient information leaflet in

patient information leafletin |a carton. / Mo 10 kancyn B GnucTepe U3
a carton. / Mo 10 kancyn B (NBX/AN/NBX) donbru/antoMuHnesoi

6nuctepe n3 coneru. Mo 1, 3, 8, 10 6nuctepos
(NBX/AN/MBX) BMECTe C UHCTPYKUWNEN NO NPUMEHEHUIO
chonbru/antoMUHNEBOIA B Nayky KapTOHHYIO.,

¢onbru. Mo 3 6nuctepa
BMEeCTe C MHCTpYyKUWe#l no
NPUMEHEHMIO B Nayky
KapTOHHYIO.

12 Latieling / MapkupoBka

According to ND /
B cootBeTcTemMu ¢ HA

13 | Storage conditions /
Ycnoeuws xpaHeHun

At temperature below 25 °C. / Mpu Témnépafype He Bbiwe 25 °C.

14 | Shelf life / Cpok roaHocTH

2 years /2 ropa

Remarks : The Product confirms to ND/ Opinion : APPROVED

Ilpumeuanne: [Mpoaykt coorsercTByeT Tpebosanuam HJT

Prepared by / Checked by / Approved by: Manager/Executive /

[MToarorosneno: (_Z_\Jg INposepeno: /& OnoGpeHo: Meﬂ)«ep / PykoBoauteb
, A

Date: Date: - Date: ‘

Jlara: 28/02/2021 Jlara: 28/02/2021 Hara: 28/02/2021

Registered Office : 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500 034, Telangana, India. CIN : L85195TG1984PLC004507
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