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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddji,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

CEPTU®UKAT AHAITU3A

www.drreddys.com

'Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125
N6yknuH FOHMOp®, TabneTku aucneprupyembie [ana geten], 100 mr + 125 mr

Batch No / Cepusa Ne : V2200081

Batch Quantity / O6bem naptum : 547.500 KG

:890001570431

Analytical Report No / AHanuTuyeckni otyet Ne

Date of Analysis / [lata aHanu3a: 30.01.2022

2022

Date of Manufacture / Jata npousBogcTtsa : Jan-

Date of Expiry / Cpok rogHocTH : Dec-2026

Analysis performed according ND / AHanus npoeeneH no HA: N N011252/02-021017

Test / MokazaTenb

Result / Pesynbrarbl

2 Identification /
[NoannHHOCTL

Description / OnncaHne Pink flat-faced beveled-edge?ablet;Pink flat-faced beveled-edge tablets with
with impregnations and a score-line impregnations and a score-line on one
on one side and characteristic odor.

Kpyrnble nnockoumnuuapnyeckme
TabneTkn po3oBOoro UBeTa ¢
BKpanneHusmun, ¢ hackor 1 puckon
Ha O4HON CTOPOHE,

C XapaKTepHbIM 3anaxom

Specification / Hopma

side and characteristic odor.

Kpyrnble nnockounnuuapuyeckme
TabneTkn po30BOro LBeTa ¢
BKpanneHusmu, ¢ chackol U PUCKOK Ha
OZIHOW CTOPOHE,

C XapakTepHbIM 3anaxom

Complies as prescribed/
B cooTBeTCTBUMU C ONUCaHUEM

The retention time of the main peaks on
the chromatogram of the test solution
should correspond to the retention times
of the peaks on the chromatogram of
ibuprofen and paracetamol reference
standards solution (section Assay)./
BpemeHa yaepxmeaHus OCHOBHbLIX MUKOB
Ha xpomaTorpaMmme UCnbITYeMoro
pacTsopa A0SMKHbI COOTBETCTBOBATL
BpemeHaM yaepXKuBaHUA NMUKoB Ha
XpomaTtorpamme pacteopa cTaHgapTHbIX
obpasuos ubynpodeHa u napauetamona
(pasoen «KonunyecteeHHoe

onpeaeneHvey)

Remarks : The Product conforms to ND/
MpumeyaHue: MNpoaykr cooTBeTCTBYET TpeboBaHmam HL

Opinion : APPROVED
3akntouenue: OJOBPEHO

Prepared by /
lMogrotoBneHo:
Naresh Kumar

(X

Checked by /
MpoBepeHo:
Himesh Kumar

—
S

Approved by: Manager/Executive /
OpobpeHo: MeHepxep /
PykoBogutens 4

Manoj Kumar e
/.

e o

Print Date:
HaTa:30.01.2022

Print Date:
Hata:30.01.2022

Print Date:
HaTa:30.01.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel; +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1584PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, IND|A
Tel : +91 98166 56001-02

CEPTUOUKAT AHAJTU3A

www.drreddys.com

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125
N6yknuH KOHnop®, TabneTkn aucneprupyemole [Ana geren], 100 mr + 125 mr

Batch No / Cepusa Ne : V2200081

Batch Quantity / O6bem naptuun : 547.500 KG

1890001570431

Analytical Report No / AHanutuyeckuin otyeT Ne

Date of Analysis / Jata aHanuza: 30.01.2022

2022

Date of Manufacture / [lata npoussoacTtea : Jan-

Date of Expiry / Cpok rogHocTu : Dec-2026

Analysis performed according ND / AHanus nposeaeH no HAl: 1 N011252/02-021017

3 verage weight and
uniformity of weight /
CpenHasa macca u
OAHOPOAHOCTL Macchl

364.2 mg/ 364.2 mr

Complies

4 Disintegration /
PacnagaemocTtb

00 Minute 40 seconds

357.7 mg to 372.3 mg (365.0 mg 2.0

%)/ 357.7 mrto 372.3 mr(365,0 mr + 2,0

DA))

18/20 tablets — NMT 5 % / 18/20 1abn. —

He Bonee + 5 % 2/20 tablets — NMT 10 %
2/20 Tabn. —He 6onee + 10 %

5 Dissolution /
PacTteopeHue

101% - 104%

98% -101%

Not less than 70% (Q) of C13H150:

Not more than 3 minutes /
He 6onee 3 MmnH

(ibuprofen) after 30 min

Not less than 70% (Q) of CgHgNOz
(paracetamol) after 30 min /
He wmenee 70 % (Q)
(néynpodpeH) uyepes 30 MuH
He meHee 70 % (Q) CaHgNOz
(napaueTtamon) yepes 30 MuH

C13H1s04

6 Dispersibility /
HuncnepcHocTb

Complies / CooTBeTcTBYET

Uniform suspension passing through the
710 pum sieve is formed / ObpasyeTcs
oAHOpOAHAsA CycneHsus, npoxoaawias
Hepes CUTOo € pasMepom a4veek 710 MKm

Remarks : The Product conforms to ND/
Mpumevanue: MNpoaykr cooTBeTCTBYET TPeGoBaHUAM HJ,

Opinion : APPROVED
3akntoyeHune: O0OBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[MoproToBneHo: MpoBepeHo: OpobpeHo: Menegxep /
Naresh Kumar Himesh Kumar Pykosogutens
@, _)_5—/ Manoj Kumar @i
(S (m Lot
Print Date: Print Date: Print Date:
HaTta:30.01.2022 [Nara:30.01.2022 [NaTta:30.01.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507

www.drreddys.com
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Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddj,

Distt. Solan, H.P.,, 173 205, INDIA
CERTIFICATE OF ANALYSIS 1. +91 98166 56001-02

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125
NoyknuH IOHMOP®, TabneTku gucneprupyembie [ana gerveit], 100 mr + 125 mr

Batch No / Cepusa Ne : V2200081 Batch Quantity / O6bem naptuu : 547.500 KG

:890001570431

Analytical Report No / AHanutuyeckuin otyeT Ne |Date of Analysis / [laTta aHanuza: 30.01.2022

2022

Date of Manufacture / lata npousBoacTea : Jan- |Date of Expiry / Cpok rogHocTu : Dec-2026

Analysis performed according ND / AHanuz npoeegeH no HO: M N011252/02-021017

7 Related substances /
PoacTeeHHbIE NpyMecH

|i) Highest individual
impurity/ Itobas
€AMHNYHARA npumechk
l'v|6ynpo¢>eHa

i} Total impurities of
Ibuprofen / Cymma
npumecen nbynpodena

0.06% i} Not more than 0.3% / He 6onee 0,3%

0.1%
i) Not more than 1.0% / He Bonee 1,0 %

b)P-aminophenol

b) Not more than 0.005% / He Gonee

(Paracetamol impurity) / 0.0002% 0,005 %.

4-amuHoeHon

(Npumech

napaueramona)

8 Microbial limits /

Mukpobuonoruyeckas

uucToTa

a) Total aerobic Less than 100 CFU/g / Not more than 1000 CFU/g /

microbial count / ObLlee MeHnee 100 KOE/r He 6onee 1000 KOE/r

4UCO aspobHbIX

MWKPOOPraHU3MoB

. |
Remarks : The Product conforms to ND/ Opinion : APPROVED
Mpumeyanue: MpoaykT cooTBeTCTBYET TpeGoBaHnam HA, 3akntoyeHue: OQOEPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
MoaroToBneHo: MpoeepeHo: OpnobpeHo: MeHepxep /
Naresh Kumar @ Himesh Kumar PykosoauTensb
- c Manoj Kumar /’u’ﬁ

Print Date: Print Date: Print Date:
Hata:30.01.2022 Hata:30.01.2022 Hata:30.01.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
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Dr. Reddy's Laboratories Ltd
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddji,
Distt. Solan, H.P.,, 173 205, IND{A

CERTIFICATE OF ANALYSIS ¢/ +91 98166 56001-02

CEPTUDOUKAT AHATTU3A

www.drreddys.com

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125
N6yknuH FOHMOp®, TabneTkn gucneprupyemsoie [ona geteu], 100 mr + 125 mr

'‘Batch No / Cepusa Ne : V2200081

Batch Quantity / O6bem naptum : 547.500 KG

1890001570431

Analytical Report No / AHanuTuuyeckuit otyeT Ne

Date of Analysis / lata aHanu3a: 30.01.2022

2022

Date of Manufacture / fJata npousBoactia : Jan-

Date of Expiry / Cpok rogHoctu : Dec-2026

Analysis performed according ND / AHanu3s nposeaeH no HO: M N011252/02-021017

b) Total combined
O6Lee uncrno

L POMNOKEBBIX 1
nnecHesbIX rpnbos

c) E. coli

yeasts and mould count

Less than 100 CFU/g /
MeHee 100 KOE/r

Absent / OTcytcTByeT

9 :Uniformity of dosage

Not more than 100 CFU/g /
He 6onee 100 KOE/r

|
Shall be absent in 1g/ OTcyTcTBUe B 1T

units a) Acceptance value (AV) should be not
OpgHopoaHocTb 2.2 more than 15.0
1031POBaHUSA MokasaTens npuemnemoctu (AV)
a) - Ibuprofen / norkeH 6bITe He Bonee 15,0
néynpodceH b) Acceptance value (AV) should be not
more than 15.0
Mokasartenb npuemnemocTu (AV)
b) Paracetamol / 1.4 omkeH BbiTh He Bonee 15,0
napauetamon
10 Assay/ 112.5 mg to 137.5 mg of CgHgNO;
KonuuecteeHHoe 125.4mg / 125.4mr (paracetamol) per tablet / OT 112,5 Mr go
onpeneneHue 137,5 mr CgHgNO,

102.5 mg/102.5 mr

(napaueTamon) B TabneTke

90.0 mg to 110.0 mg of C13H1802
(ibuprofen) per tablet /

Ot 90,0 mr gpo 110,0 mr Ci3HO2
(bynpodpeH) B Tabnetke

Remarks : The Product conforms to ND/
Mpumevanue: MNMpoaykT cooTBeTcTBYET TPpeboBaHUam HI

Opinion : APPROVED
3aknoveHue: OQOBPEHO

Prepared by /

Checked by /
MposepeHo:

Approved by: Manager/Executive /
OpobpeHo: MeHepxep /

Hata:30.01.2022

Nata:30.01.2022

Hata:30.01.2022

[NoarotoBneHo:
Naresh Kumar @ Himesh Kumar PykosoguTensb
d//’-—; Manoj Kumar 1; : j
1
Print Date: Print Date: Print Date:
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formuiation Unit-6

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P,, 173 205, INDIA
Tel : 491 98166 56001-02

CEPTU®UKAT AHANMU3A

www.drreddys.com

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125
N6yknuH IOHMOP®, Tabnetkn aucneprupyemoie [ana geteit], 100 mr + 125 mr

Batch No / Cepusa Ne : V2200081

Batch Quantity / Obem naptuu : 547.500 KG

:890001570431

Analytical Report No / AHanuTnyeckuii otuet Ne

Date of Analysis / [lata aHanuza: 30.01.2022

2022

Date of Manufacture / Jata npousBoactBsa : Jan-

Date of Expiry / Cpok rogHocTu : Dec-2026

Analysis performed according ND / AHanus npoeegex no HA: N N011252/02-021017

11 Package / Ynakoska

10 tablets in PVC/Al blister. 2
blisters and patient information
leaflet in a carton pack. / Mo 10
rabnetok B 6nuctep us NMBX / Al.
Mo 2 GnnucTepa Bm

ecTe C UHCTPYKUWEN no
NPUMEHEHNIO B NAYKY KAPTOHHY!O.

10 tablets in PVC/Al blister. 1, 2 or 20
blisters and patient information leaflet in a
Parton pack. / MNo 10 TabneTok B Gnuctep
us MBX /AL o 1, 2 nnu 20 6nuctepos
BMECTE C UHCTPYKLUMEN NO NPUMEHEHNIO
B MayKy KApPTOHHYH.

roAoHOCTU

12 Labeling / Mapkuposka According to ND / B cooTteeTctBum ¢ H

13 Storage conditions / Protected from light at ter_nperature below 25°C. / B 3aLljuLLieHHOM OT cBeTa
XpaHeHne MEecTe npu TemnepaType He Bbilwe 25 °C.

14 Shelf life / Cpok 5 years /5 net

Remarks : The Product conforms to ND/
Mpumeyanue: MNpoaykT cooTseTcTBYET TPeBoBaHNAM H/]

Opinion : APPROVED
3akntoyenue: OQJOBPEHO

Prepared by /
MoprotosneHo:
Naresh Kumar

Q@

Checked by /
MposepeHo:
Himesh Kumar

Approved by: Manager/Executive /

OpobpeHo: MeHenxep /

PykosoguTenb "

Manoj Kumar
J ‘h LLL(

Print Date:
Hata:30.01.2022

Print Date:
HaTa:30.01.2022

Print Date:
Hata:30.01.2022
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