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
Tel : +91 98166 56001-02

CEPTUDPUKAT AHAJIU3A

www.drreddys.com

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125
M6yknuu KOHMop®, TabneTkn gucneprupyembie [ana getei], 100 mr + 125 mMr

Batch No / Cepus Ne : V2200220

Batch Quantity / O6beM naptum : 547.500 KG

:890001573244

Analytical Report No / AHanuTu4yeckui otyeT Ne

Date of Analysis / Jara aHanusa: 15.02.2022

2022

Date of Manufacture / lata npousBogcTea : Jan-

Date of Expiry / Cpok rogHocTH : Dec-2026

Analysis performed according ND / AHanu3 npoBegeH no HA: 1 N011252/02-021017

Result /_Pesyn bTaTbl

Ne  Test/Mokasarens
1 Description / OnucaHve

Specification / Hopma

2 ([ dentification /
MoanVHHOCTL

Complies as prescribed/
B cooTtBeTcTBMU C ONUcaHuem

Pink flat-faced beveled-edge tabletsPink 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 nnockouunuHapuyeckue
TabneTkn po3oBOro LBeTa ¢
BKpanneHnamn, ¢ ackon 1 puckon
Ha O4HOW CTOpPOHE,

C XapaKTepHbIM 3anaxom

side and characteristic odor.

Kpyrnble nnockoumnuHapuyeckne
TabneTkn po30BOro LUBeTa C
BKpanneHusMu, ¢ hackon n puckom Ha
OAHOI CTOpPOHeE,

C XapaKTepHbIM 3anaxom

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 yaepxunsaHmst OCHOBHbIX NMNKOB
Ha XxpomMaTorpamme UCnbITYyeMOoro
pacTBoOpa AOMKHbI COOTBETCTBOBATL
BpeMeHaM yAepKNBaHWUSA MUKOB Ha
XpomaTorpaMmmMme pacTsopa cTaHAapTHbIX
ob6pasuoB nbynpodeHa 1 napauetamona
(pasgen «KonuyectseHHoe
onpeaeneHue»)

Remarks : The Product conforms to ND/

Npumeyuanue: Mpoaykr cooTBeTcTBYET TPeboBaHuam HJ

Opinion : APPROVED
3akniovyeHue: OQOBPEHO

Prepared by /
MNopgrotoBneHo:

Checked by /
MpoBepeHo:

Approved by: Manager/Executive /
OpobpeHo: MeHepxep /

HaTa:15.02.2022

[ata:15.02.2022

Naresh Kumar Himesh Kumar Pykosogutens
@/ ) PN Botchu Anjali g’
\
Print Date: Print Date: Print Date:

Nata:15.02.2022

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: L85195AP1984PLCO04507

www.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

CERTIFICATE OF ANALYSIS  Tel:+91 98166 56001-02

CEPTUDUKAT AHAJTU3A www.drrecdys.com

Product : lbuclin Junior, dispersible tablets (for children) 100 mg + 125
N6yknuH FOHNop®, Tabnetku aucneprupyembie fans gerei], 100 mr + 125 mr

Batch No / Cepusa Ne : V2200220

Batch Quantity / O6bem naptuu : 547.500 KG

1890001573244

Analytical Report No / AHanutuyeckuin otyet N

Date of Analysis / [lata aHanu3a: 15.02.2022

2022

Date of Manufacture / [lata npoussoacTea : Jan-

Date of Expiry / Cpok rogHocTu : Dec-2026

Analysis performed according ND / AHanu3 npoeeaen no HA: N N011252/02-021017

3 iAverage weight and
uniformity of weight /
CpegHsa macca n
0[4HOPOAHOCTL MacChl

362.3 mg/ 362.3 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

%) |

18/20 tablets — NMT 5 % / 18/20 Ttabn. —

He bonee + 5 % 2/20 tablets —~ NMT 10 %
2/20 Tabn. — He Gonee + 10 %

4 -:Disintegration /
PacnagaemocTb

00 Minute 43 seconds

Not more than 3 minutes /
He 6onee 3 MuH

5 Dissolution /
PacTtsopeHne

98% - 102%

95% -99%

|(mapaueTamon) Yepes 30 MuH

Not less than 70% (Q) of CisH1e02
(ibuprofen) after 30 min

Not less than 70% (Q) of CgHiNO;
(paracetamol) after 30 min /
He MmeHee 70 % (Q) C13H1302
(ubynpodeH) Yepes 30 MUH

He meHee 70 % (Q) CgHsNO2

6 Dispersibility /
[ncnepcHoCTb

Complies / CooTtBeTCcTBYET

Uniform suspension passing through the
710 pm sieve is formed / O6pasyeTcs
oHOpOAHAasA cycneHsns, npoxoasiias
4Yepes cUTo ¢ pasmepom aveek 710 MKm

Remarks : The Product conforms to ND/
Mpumeyanue: MNpoaykt cooTseTcTBYET TpebosaHuam H

Opinion : APPROVED
3akntovenune: OJOBEPEHO

Prepared by /
MNoprotoBneHo:

Checked by /
IMposepeHo:

Approved by: Manager/Executive /
OpnobpeHo: MeHepxep /

[ata:15.02.2022

Hata:15.02.2022

Naresh Kumar C/ Himesh Kumar PykoBoauTens
N/ Ql,—/—i’ Botchu Anjali \)‘3
[
Print Date: Print Date: Print Date:

HOaTa:15.02.2022
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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
Tel : +91 98166 56001-02

CEPTUDPUKAT AHATTU3A

www.drreddys.com

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125
N6yknuH KOHMOP®, TabneTku gucneprupyemele [ans petei], 100 mr + 125 mr

Batch No / Cepus Ne : V2200220

Batch Quantity / O6weM naptum : 547.500 KG

:890001573244

Analytical Report No / AHanuTuyeckumn otyeT Ne

Date of Analysis / [lata aHanu3a: 15.02.2022

2022

Date of Manufacture / [lata npousBogcTea : Jan-

Date of Expiry / Cpok rogHocTu : Dec-2026

Analysis performed according ND / AHanu3 npoBegeH no HA: 1M N011252/02-021017

7 Related substances /
PopncTBeHHble npyumec

|

i) Highest individual

4-amuHodheHoN
(npumeck

|
_napaueTamona)

=]

Microbial limits /
Mukpobuonoruyeckas
MucToTa

a) Total aerobic
microbial count / OBLiee
MMUCNo aspobHbIX
MWKPOOpPraHM3moB

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

mpurity/ ItoGag 0.04% i) Not more than 0.3% / He 6onee 0,3%
eanHUYHaa NpumMech |

mbynpoceHa |

i) Total impurities of |_

Ibuprofen / Cymma 0.1% |

npumecel ubynpodeHa jii) 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 %.

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

l
l
|'

Remarks : The Product conforms to ND/
Mpumevanume: [NpoaykT cooTeeTcTBYET TPeGOBaHMAM HJ]

Opinion : APPROVED
3akntovyenue: OJOBPEHO

Prepared by /
lMoproTosneHo:

Checked by /
[poBepeHo:

Approved by: Manager/Executive /
OpobpeHo: MeHenxep /

Jarta:15.02.2022

Hara:15.02.2022

Naresh Kumar Himesh Kumar Pykosoautensb
jo— Botchu Anjali
Print Date: Print Date: Print Date:

OaTa:15.02.2022
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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
Tel : 491 98166 56001-02

CEPTU®UKAT AHATINU3A

www.drreddys.com

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125
N6yknuH KOHMop®, TabneTkn aucneprupyemele [ana aeten], 100 mr + 125 mr

Batch No / Cepus Ne : V2200220

Batch Quantity / O6eM naptuu : 547.500 KG

:890001573244

Analytical Report No / AHanutuyeckui otyet Ne

Date of Analysis / lata aHanu3a: 15.02.2022

2022

Date of Manufacture / Jata npou3soactsa : Jan-

Date of Expiry / Cpok rogHocTH : Dec-2026

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

b) Total combined

yeasts and mould count
OO0Lee uncno

0 POMNOKEBBIX U

nnecHeBbIX rpnbos

c) E. coli

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

Absent / OTcyTcTBYeT

9 Uniformity of dosage
units

/ OaHOPOAHOCTL
[l03MpOBaHNS

a) - Ibuprofen /
mbynpodeH

b) Paracetamol /
napaueramon

3.9

25

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

Shall be absent in 1g/ OtcytctBreB 11

a) Acceptance value (AV) should be not
more than 15.0

MokaszaTenb npuemnemocTn (AV)
nomKkeH 6bITb He Bonee 15,0

b) Acceptance value (AV) should be not
more than 15.0

MokasaTens npuemnemoctn (AV)
norkeH obiTh He Bonee 15,0

10 |Assay/
KonndecTtseHHoOe
onpegeneHne

123.5mg / 123.5mr

101.9mg/101.9 mr

112.5 mg to 137.5 mg of CgHgNO:
(paracetamol) per tablet / Ot 112,5 mr go
137,5 mr CgHgNO:>

(napaueTtamon) B TabneTke

90.0 mg to 110.0 mg of C13H1802
(ibuprofen) per tablet /
Ot 90,0 mr go 110,0 mr CisH4sO2

(nbynpodeH) B TabreTke

Remarks : The Product conforms to ND/
Mpumeyanue: MNpoaykT cootBeTcTBYET TpeboBaHuam HA

Opinion : APPROVED
3akntoyenne: OQOBEPEHO

Prepared by /
MoaroToBreHo:

Checked by /
MpoBepeHo:

Approved by: Manager/Executive /
OpobpeHo: Menepxep /

Hata:15.02.2022

Lata:15.02.2022

Naresh Kumar Himesh Kumar PykoBoauTens
@( S Botchu Anjali %
Print Date: Print Date: Print Date:

Hata:15.02.2022
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS  Tel: +91 98166 56001-02

CEPTUDPUKAT AHAJTASA www.drreddys.com

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125
MU6yknux FOHMOP®, TabneTku gucneprupyemble [Ana aetei], 100 mMr + 125 mr

Batch No / Cepusi Ne : V2200220

Batch Quantity / O6em naptuu : 547.500 KG

:890001573244

Analytical Report No / AHanuTu4yeckui otyeT Ne

Date of Analysis / lata ananu3a: 15.02.2022

2022

Date of Manufacture / Jara npousBogcTtBa : Jan-

Date of Expiry / Cpok rogHocTu : Dec-2026

Analysis performed according ND / AHanu3 npoBegeH no HA: N N011252/02-021017

11 Packaée / YnakoBka

10 tablets in PVC/Al blister. 2
blisters and patient information
leaflet in a carton pack. /1o 10
TabneTok B 6nnctep us MNBX / Al
Mo 2 6nucTtepa em

ecTe ¢ UHCTpyKUMEnR no
NPUMEHEHUIO B NaYKy KAPTOHHYIO.

10 tablets in PVC/Al blister. 1, 2 or 20
blisters and patient information leaflet in a
carton pack. / Mo 10 TabneTok B 6nncrep
ns MBX /Al Mo 1, 2 unu 20 6nuctepos
BMECTE C UHCTPYKUMEN MO NMPUMEHEHNIo
B Nayky KapTOHHYIO.

12  |Labeling / Mapkuposka

According to ND / B cootBetcTBun ¢ HJ1

13  Storage conditions /
XpaHeHne

Protected from light at temperature below 25°C. / B 3aluLieHHOM OT cBeTa
MecTe npu TemnepaTtype He Bbilwe 25 °C.

[14  Shelf life / Cpok
rogHoCTH

5 years / 5 net

Remarks : The Product conforms to ND/
Mpumeuanue: Mpogykr cooTBeTcTByeT TpebosaHusam HI

Opinion : APPROVED
3axkntovyenue: OQOBPEHO

Prepared by /
MNoproToBneHo:

Checked by /
[poBepeHo:

Approved by: Manager/Executive /
OpobpeHo: MeHeaxep /

[ata:15.02.2022

Jara:15.02.2022

Naresh Kumar Himesh Kumar PykosoguTernb
), — Botchu Anjali ’
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