Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA

CEPTUDPUKAT AHAJTU3A

Tel : +91 98166 56001-02

|Product : Ibuclin Junior, dispersible tablets (for children) 100 m_d +125

www.drreddys.com

NoyknuH FOHMOP®, TabneTkn aucneprupyembie [ona aeten], 100 mr + 125 mr

Batch No / Cepusa Ne : V2200078

Batch Quantity / O6bem naptum : 547.500 KG

:890001570108, 890001570077

Analytical Report No / AHanuTtuyeckun ot4yet No

Date of Analysis / lata ananuza: 29.01.2022

2022

Date of Manufacture / Jata npou3sBoacTea : Jan-

Date of Expiry / Cpok rogHocTu : Dec-2026

Analysis performed according ND / Ananu3 nposegeH no HA: I'1 N011252/02-021017

Test / [okasaTenb

=Z
10

Result / PesynbTaThl

Specification / Hopma

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

Kpyrnbie nnockounnuHapudeckue  Kpyrnble nnockounnuHapuyeckme
TabrneTkv po30BOro LBeTa ¢
BKpanneHuamu, ¢ hackoil u puckoi
Ha oHOI CTOPOHE,

[C XapaKTepHbIM 3anaxom

|Pink flat-faced beveled-edge tablets with

Iimpregnations and a score-line on one

abneTky po3oBoro LBeTa ¢
|BKpanneHM;|M|/|, ¢ dracKoi 1 puckon Ha
|O,D,HOI7l CTOpOHE,
C XapaKTepHbIM 3anaxom

2 Identification /
MognuHHOCTL

Complies as prescribed/
B cooTBeTCTBUK C ONUCAHUEM

The retention time of the main peaks on
the chromatogram of the test solution
should correspond to the retention times
iof the peaks on the chromatogram of
ibuprofen and paracetamol reference
istandards solution (section Assay)./
BpemeHa yaepxuBaHNs OCHOBHbIX MUKOB
[Ha xpomaTorpaMmmMe UCMbLITYEMOro
[pacTBopa AorMkHbl COOTBETCTBOBATh
BpemeHaM yAepXUBaHUA NUKOB Ha
XpomMartorpamme pacTtBopa cTaHOapTHbIX
ob6pazuoB nbynpodeHa n napauyeTamona
(pasgen «KonnyecTseHHoe
onpeaeneHve»)

Remarks : The Product conforms to ND/

MpumeyaHue: MNpogykr cooTBeTcTBYET TpebosaHnsm HI

Opinion : APPROVED
3akntoueHue: OQOBPEHO

Prepared by /

Checked by /

Approved by: Manager/Executive /

[Hara:29.01.2022

fara:29.01.2022

NoarotoBneHo: MpoBepeHo: OpobpeHo: MeHenxep /
Ankit Himesh Kumar PykosoauTens 3

[)é/ SA”’;’ Pawan Kumar /i]//
Print Date: Print Date: Print Date:

Hata:29.01.2022

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.drreddvs.com
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Distt. Solan, H.P., 173 205, INDIA

CEPTU®UKAT AHATTNSA
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'Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125
W6yknuH KOHMop®, TabneTku aucneprupyemble [ana aeten], 100 mr + 125 mr

Batch No / Cepus Ne : V2200078

Batch Quantity / O6em naptuu : 547.500 KG

Analytical Report No / AHanuTuuyeckui otyet Ne
:890001570108, 890001570077

Date of Analysis / laTta aHanusa: 29.01.2022

2022

Date of Manufacture / [lata npou3soacTea : Jan-

Date of Expiry / Cpok rogHocTy : Dec-2026

Analysis performed according ND / Ananu3s npoeeaeH no HA: M N011252/02-021017

3 )Average weight and
uniformity of weight /
CpepnHss macca un
0AHOPOAHOCTbL Macchl

4 Disintegration /
PacnagaemocTb

361.5mg/ 361.5 Mr

Complies

357.7 mg to 372.3 mg (365.0 mg 2.0
%) [ 357.7 mr to 372.3 mr(365,0 mr £+ 2,0
'0/0)

18/20 tablets — NMT 5 % / 18/20 Ttabn. —
He Gonee + 5 % 2/20 tablets — NMT 10 %
2/20 Tabn. — He Gonee + 10 %

00 Minute 39 seconds

Not more than 3 minutes /
He 6onee 3 MmuH

a1

Dissolution /
PacTteopeHune

100% - 104%

98% -101%

Not less than 70% (Q) of C13H1s02
(ibuprofen) after 30 min

Not less than 70% (Q) of CgHsNO:
(paracetamol) after 30 min /
He wmeHee 70 % (Q)
(ubynpodpeH) yepes 30 MUH
He meHee 70 % (Q) CsHoNO2
(napaueTtamorn) Yyepes 30 MUH

C13H1802

6 Dispersibility /
J[ucnepcHocTb

Complies / CooTBeTCTBYET

Uniform suspension passing through the
[710 um sieve is formed / O6pasyeTcs
oaHopogHas cycneHsus, npoxoaALlas
4epes cuTo ¢ pasmepom ayeek 710 Mkm

Remarks : The Product conforms to ND/
Mpumeuanue: MNpogykT cooTBeTcTBYET TpeboBaHuam HL

Opinion : APPROVED
3aknwyenune: OQOBPEHO

Prepared by /

Checked by /

Approved by: Manager/Executive /

Hata:29.01.2022

Hata:29.01.2022

[logroToBneHxo: MpoBepeHo: OpobpeHo: MeHeaxep /
Ankit ~ Himesh Kumar - PykoBoguterns :

)A C_/X/ Pawan Kumar  {)
Print Date: Print Date: Print Date:

Hata:29.01.2022
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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, INDIA

CEPTUDUKAT AHAJTU3A

Tel : +91 98166 56001-02
www.drreddys.com

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125
N6yknuH IOHMop®, TabneTkn aucneprupyemsie [ana aeteid], 100 mr + 125 mr

Batch No / Cepusi Ne : V2200078

Batch Quantity / O6eM naptuv : 547.500 KG

'Analytical Report No / AHanuTu4eckuin ot4et Ne
:890001570108, 890001570077

Date of Analysis / flata aHanu3sa: 29.01.2022

2022

Date of Manufacture / [lata npousBoacTea : Jan-

Date of Exp

iry / Cpok rogHocTu : Dec-2026

Analysis performed according ND / AHanu3s nposefeH no HA: 1 N011252/02-021017

7  [Related substances /
POACTBEHHbIE MpUMecH |

i) Highest individual

impurity/ Ntobas 0.07% i) Not more than 0.3% / He 6onee 0,3%
e4VHUYHaa npumech

nbynpodeHa

ii) Total impurities of N

Ibuprofen / Cymma 0.1%

npumeceii nbynpodera ii) Not more than 1.0% / He 6onee 1,0 %
b)P-aminophenol ' b) Not more than 0.005% / He 6onee
(Paracetamol impurity) / 0.0003% 0,005 %.

4-amnHodheHonN
(Nnpymecsb
napaueTamona)

8 Microbial limits /
Mukpo6uonoruyeckas
MUcToTa

a) Total aerobic
microbial count / O0Lee
HKUcno aspobHbIX
MUKPOOpPraHn3mosB

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

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

Remarks : The Product conforms to ND/
Mpumeuatnue: MNpogykT cooTeeTCTBYET TpebosaHuam HI

Opinion : APPROVED
3aknroveHue: OJOBPEHO

Prepared by /

Checked hy /

Appraved by: Manager/Executive /

Jara:29.01.2022

[aTa:29.01.2022

MogroToBneHo: MpoBepeHo: OpobpeHo: MeHepxep /
Ankit Himesh Kumar PykosoguTens N
Q%/A Pawan Kumar § A
s -
Print Date: Print Date: Print Date:

HaTa:29.01.2022
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Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA

CEPTUPUKAT AHATIU3A

Tel : +91 98166 56001-02

www.drreddys.com

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125
NGyknuH IOHMop®, Tabnetkn aucneprupyemsie [ana aetei], 100 mr + 125 mr

Batch No / Cepus Ne : V2200078

Batch Quantity / O6wem naptum : 547.500 KG

:890001570108, 890001570077

Analytical Report No / AHanutuyeckui ot4eT Ne

Date of Analysis / [lata aHanu3sa: 29.01.2022

2022

Date of Manufacture / lata npou3BoAcTBa : Jan-

Date of Expiry / Cpok rogHocTu : Dec-2026

Analysis performed according ND / AHanu3 nposeaeH no HA: M N011252/02-021017

b) Total combined

yeasts and mould count
Obwee yncno

[ POMNOKEBBLIX 1

nriecHeBbIX rpubos

c) E. coli

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

Absent / OTcyTcTBYET

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

Shall be absent in 1g/ OTcyTctBue B 171

9 Uniformity of dosage

units a) Acceptance value (AV) should be not
OaHopoaHOCTb 3.0 imore than 15.0
rD,O3VIpOBaHVIﬂ MokasaTenb npvemnemMocty (AV)
a) - Ibuprofen/ nomkeH 6biTe He Bonee 15,0
|v16ynpocbeH b) Acceptance value (AV) should be not
more than 15.0
MokasaTtent npuemnemoctu (AV)
b) Paracetamol / 1.9 nomkeH bbiTe He 6onee 15,0
rnapauetamon
10  |Assay/ 112.5 mg to 137.5 mg of CsHgNO>
KonnyecTtBeHHoe 125.3mg/ 125.3mr (paracetamol) per tablet / OT 112,5 mr go
onpepenexve 137,5 mr CgHoNO:2

101.9mg/101.9 mr

(napaueTtamon) B TabrneTke

90.0 mg to 110.0 mg of C13H1g02
(ibuprofen) per tablet /

Ot 90,0 mr go 110,0 mr Cq3HigO:
(nbynpodeH) B TabneTtke

Remarks : The Product conforms to ND/
MNpumeyaHue: Mpoaykr cooTBeTcTBYET TPebGOBaHMAM HJ

Opinion : APPROVED
3akniovyenne: OQOBPEHO

Prepared by /
MNoarotoBneHo:

Checked by /
MpoeepeHo:
Himesh Kumar

Approved by: Manager/Executive /
OpobpeHo: MeHepxep /

Ankit
(L
Print Date:

Hata:29.01.2022

Print Date:
NaTa:29.01.2022

PykosoguTernb 0
/’%3”””’
Print Date:

Pawan Kumar
Hata:29.01.2022

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, Baddi,
Distt. Solan, H.P,, 173 205, INDIA

Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJTU3A

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125
N6yknuH FOHUOp®, TabneTku aucneprupyemsbie [Ana aeten], 100 mr + 125 mr

Batch No / Cepus Ne : V2200078 Batch Quantity / O6em naptum : 547.500 KG

Analytical Report No / AHanutuyeckuin otyet Ne |Date of Analysis / [lata aHanu3sa: 29.01.2022
:890001570108, 890001570077

Date of Manufacture / [laTa
2022

npouseoacTea : Jan- |Date of Expiry / Cpok roaHocTu : Dec-2026

Analysis performed according ND / Avanus nposegeH no HJ: M N011252/02-021017

11 Package / YnakoBka

10 tablets in PVC/AI blister. 2 10 tablets in PVC/Al blister. 1, 2 0or 20 |
blisters and patient information blisters and patient information leaflet in a
leaflet in a carton pack. / Mo 10 carton pack. / Mo 10 TabneTok B 6GnucTep
TabneTtok B Grnuctep us NMBX /Al.  mn3 MBX /Al Mo 1, 2 unn 20 Gnuctepos
o 2 6nuctepa sm BMECTE C UHCTPYKLMEN NO MPUMEHEHUIO
ecTe ¢ UHCTpYyKUMen no B Nayky KapTOHHY!IO.

npUMeHEeHo B NaYky KApPTOHHYHO.

12 iLabeling / Mapkupoeka

According to ND / B cooteeTcTeum ¢ H

13 i‘Storage conditions /
XpaHeHne

Protected from light at temperature below 25°C. / B 3awjuiieHHom oT cBeTa
MecTe npu Temnepartype He sbiwe 25 °C.

14 Shelf life / Cpok

b years / 5 net

rogHoCTH
Remarks : The Product conforms to ND/ Opinion : APPROVED
Mpumeyanue: MpoaykT cooTBeTcTByeT TPebOBaHMAM HJ 3akniouenne: OQOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[logroToBneHo: [MpoBepeHo: OpobpeHo: Menepxep /
Ankit Himesh Kumar PykoeoguTtenb
[A" (:)L/;_\ Pawan Kumar %'/
[ R e
Print Date: Print Date: Print Date:
Hata:29.01.2022 laTa:29.01.2022 HaTa:29.01.2022
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