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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

CEPTUDGUKAT AHANTU3A

www.drreddys.com

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125
MNB6yknuH KOHMop®, TabneTkn gucneprupyemsie [ans geten], 100 mr + 125 mr

Batch No / Cepusa Ne : V2101527

Batch Quantity / O6em naptuu : 547.500 KG

1890001545357

Analytical Report No / AHanuTuuyeckui otyeTt Ne

Date of Analysis / lata aHanusa: 17.09.2021

2021

Date of Manufacture / lata npouszBoacTBa : Aug-

Date of Expiry / Cpok rogHocTH : Jul-2026

Analysis performed according ND / AHanus npoBegeH no H: I N011252/02-021017

Ne  Test/MokasaTens
1 Description / OnucaHue

Result / PesynbTaTol

Specification / Hopma

with impregnations and a score-line
on one side and characteristic odor.
Kpyrnele nnockouunuHgpuyeckme
TabneTkn poO30BOro LBeTa ¢
BKpanneHusmu, ¢ chackon n puckom
Ha OA4HOW CTOpPOHE,

C XapaKTepHbIM 3anaxom

Pink flat-faced beveled-edge tabletsPink flat-faced beveled-edge tablets with

impregnations and a score-line on one
side and characteristic odor.

Kpyrnbie nnockoumMnuHapuyieckue
TabneTkn po30BOro LBeTa ¢
BKpanneHusamm, ¢ dackon n puckon Ha
OLHOWN CTOPOHE,

C XapaKTepHbIM 3aMnaxom

Identification /
MopnuHHOCTL

Complies as prescribed/
B cooTBEeTCTBUM C ONUCAHWEM

The retention time of the main peaks on
the cbromatogram 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 yaep>KnBaHna OCHOBHBIX NMUKOB
Ha XpomaTorpaMme UCrbITYyemMoro
pacTeopa Oo0JKHbl COOTBETCTBOBATH
BpeMeHaM YAEPKMBAHUSA NUKOB Ha
XpoMarorpaMmme pacrtsopa CTaH4apTHbIX
06pasuor nbynpodeHa 1 napaletamona
(pasgen «KonuuectseHHoe
onpepenexHne»)

Remarks : The Product conforms to ND/
Mpumevanue: MpogykT cooTBeTCcTBYET TPeboBaHUAM H]

Opinion : APPROVED
3aknioyenue: OQOBPEHO

Prepared by /
MoaroToBNEHO:

Checked by /
MposepeHo:

Approved by: Manager/Executive /
Opnobpexo: Meneaxep /

[aTa:17.09.2021

NaTta:17.09.2021

Pardeep Kumar Himesh Kumar PykosoguTens
ﬁ QL/’//_Q Abhishek Chauhan L1
Print Date: Print Date: Print Date:

Harta:17.09.2021
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www.drreddys.com




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 : 491 98166 56001-02

CEPTU®UKAT AHAITU3A

www.drreddys.com

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

Batch No / Cepus Ne : V2101527

Batch Quantity / O6bem naptuu : 547.500 KG

1890001545357

Analytical Report No / AHanuTtu4deckui otuyet Ne

Date of Analysis / [lata aHanu3a: 17.09.2021

2021

|Date of Manufacture / HaTa npousBoactea : Aug-

Date of Expiry / Cpok rogHocTH : Jul-2026

Analysis performed according ND / Avanus nposegeH no HA: 1 N011252/02-021017

3 verage weight and
uniformity of weight /
CpepnHss macca n

' OAHOPOAHOCTb Macchl
|

366.4 mg/ 366.4 mr

Complies

4 'IDisintegration /

00 Minute 40 seconds

357.7 mg to 372.3 mg (365.0 mg 2.0

%) [ 357.7 mr to 372.3 Mr(365,0 mr + 2,0
%)

118/20 tablets — NMT 5 % / 18/20 Tatn. —
He Gonee + 5 % 2/20 tablets — NMT 10 %
/ 2/20 Tabn. — He 6onee £ 10 %

Not more than 3 minutes /

6 Dispersibility /
[ncnepcHocTb

PacnagaemocTb He 6onee 3 muH
5 Dissolution / 97-101% Not less than 70% (Q) of C13H102
PacteopeHune (ibuprofen) after 30 min
96-101% Not less than 70% (Q) of CgHsNO;

(paracetamol) after 30 min /
He meHee 70 % (Q)
(vbynpodeH) yepes 30 MUH
He meHee 70 % (Q) CsHaNO2
(napaueTtamon) Yepes 30 MuH

C13H1804

Complies / CooTBeTCTBYET

Uniform suspension passing through the
710 ym sieve is formed / Ob6pasyeTcs
04HOPOAHANA CYCMneH3ns, npoxoasilas
yepea cuTo ¢ pasMepom aveek 710 Mkm

Remarks : The Product conforms to ND/
Mpumeyvanue: Mpoaykr cooTBeTCcTBYET TPebOBaHUAM H]

Opinion : APPROVED
3akntovenune: OQOBPEHO

Prepared by /
MoproToBneHo:
Pardeep Kumar

Checked by /
[MpoBepeHo:
Himesh Kumar

N

Approved by: Manager/Executive /
OpobpeHo: MeHemxep /
PykoeoguTens
Abhishek Chauhan/ /

U

-

Print Date:
HJata:17.09.2021

Print Date:
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Print Date:
HaTa:17.09.2021
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125
NoyknuH FOHMop®, Tabnetkn aucneprupyembie [ona aetei], 100 mr + 125 mr

'Batch No / Cepus Ne : V2101527

Batch Quantity / O6vwem naptum : 547.500 KG

Analytical Report No / AHanuTtuuyeckun otyet Ne
1890001545357

Date of Analysis / [lata aHanuza: 17.09.2021

2021

Date of Manufacture / lata npouseogcTea : Aug-

Date of Expiry / Cpok rogHocT# : Jul-2026

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

Related substances /
PoacTeeHHble npumech

i} Highest individual
impurity/ JTiobas
€0VHUYHAsA NpUMech
néynpodhera

i) Total impurities of
Ibuprofen / Cymma

b)P-aminophenol
(Paracetamol impurity) /
4-amuHoceHon
(npumech
napaueTtamona)
Microbial limits /
Mukpobuonorudeckas
MucToTa

a) Total aerobic
microbial count / Obwiee
4NCITO a3pOoBHbIX
MWUKPOOPraHu3MoB

npumecei nbynpodeHa

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

0.05% i) Not more than 0.3% / He 6onee 0,3%
0.1%
i) Not more than 1.0% / He 6onee 1,0 %
b) Not more than 0.005% / He Gonee
0.0001% 0,005 %.

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

Remarks : The Product conforms to ND/
Npumeyvanue: MNpoaykT cooTseTcTBYET TpeboBaHuam H

Opinion : APPROVED
3aknroveHue: OJOBPEHO

Prepared by /
MoaroToBneHo:
Pardeep Kumar

-

Checked by /
MpoBepeHo:
Himesh Kumar

Approved by: Manager/Executive /
OpobpeHo: MeHepxep /

PykosoguTenb
Abhishek Chauhan[/ ,

f
L
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125
N6yknuH KOHMOp®, TabneTku aucneprupyemole [ans geren], 100 mr + 125 mr

Batch No / Cepus Ne : V2101527

Batch Quantity / Obbem naptuu : 547.500 KG

:890001545357

Analytical Report No / AHanuTnyeckuin otyeT Ne

Date of Analysis / aTta aHanusa: 17.09.2021

2021

Date of Manufacture / [lata npousBogcTea : Aug-

Date of Expiry / Cpok rogHocTH : Jul-2026

Analysis performed according ND / Avanus nposeaeH no HJ: I N011252/02-021017

b) Total combined
yeasts and mould count
O6Lee 4yncno
[POMOKEBBIX U
nnecHeBbIX TPNOOB

c) E. coli

|

¢ Uniformity of dosage
units

{ OnHopoaHoCTbL
[03UpoBaHNsA

&) - Ibuprofen/
1i|/|6ynpo¢>eH

|

|

b) Paracetamol /

!_rlapau.eTamon

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

Absent in 1g/ OTcyTctBYEeT B 1r

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

Shall be absent in 1g/ OTcyTctBMEe B 1T

2.0

2.0

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

MokasaTtenb npuemnemoctu (AV)
inorxeH 6bITb He Bonee 15,0

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

Mokasatenb npuemnemocTtu (AV)
[ormxeH ObiTb He Bonee 15,0

10 Assay/
[KonuyecTBeHHOE
onpenenexue

125.1 mg/ 125.1 mr

99.9mg/99.9 mr

112.5 mg to 137.5 mg of CsHeNO>
(paracetamol) per tablet / Ot 112,5 mr oo
137,5 mr CsHgNO;

(napauetamon) B Tabnetke

|

90.0 mg to 110.0 mg of C43H1802
(ibuprofen) per tablet /

Ot 90,0 mr go 110,0 mr Ci3H1s02
(nbynpodeH) B Tabnetke

Remarks : The Product conforms to ND/
MNpumeuanue: Mpoaykr cooteeTCcTBYET TpeboBaHuam HJ

Opinion : APPROVED
3akntoueHune: OQOBPEHO

Prepared by /
[NogrotoBneHo:
Pardeep Kumar

Checked by /
MpoBepeHo:
Himesh Kumar

Approved by: Manager/Executive /
OpnobpeHo: MeHepxep /

PykoBogutenb |
Abhishek Chauhan Z/ l

!
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 T
Noyknud KOHMop®, Tabnetku gucneprupyemsie [ansa aetei], 100 mr + 125 mr

Batch No / Cepusa Ne : V2101527 Batch Quantity / O6bem naptuu : 547.500 KG

:890001545357

Analytical Report No / AHanuTtu4yeckuin otyet N2 |Date of Ana

lysis / JaTa aHanusa: 17.09.2021

2021

Date of Manufacture / [laTta npousBoacTtea : Aug- |Date of Exp

iry I Cpok rogHocTm : Jul-2026

Analysis performed according ND / AHanus npoeepaeH no HA: M N011252/02-021017

11 Package / YnakoBka

10 tablets in PVC/AI blister. 2
blisters and patient information
leaflet in a carton pack. /Mo 10
TabneTtok B Grimctep us MBX / Al
Mo 2 6nucTtepa Bm

€CcTe C MHCTPYKUMEW no
MPUMEHEHUIO B NayKy KapTOHHYHO.

12  |Labeling / Mapkuposka

According to ND / B cooTBeTcTBUM ¢ H,

10 tablets in PVC/AI blister. 1, 2 or 20
blisters and patient information leaflet in a
carton pack. / o 10 TabneTok B 6riucTep
u3 NMBX /Al Mo 1, 2 unn 20 6nuctepos
BMECTE C UHCTPYKUMEN MO NPUMEHEHNIO
B Mauyky KapTOHHYIO.

13 Storage conditions /
XpaHeHue

Protected from light at temperature below 25°C. / B 3aLjmiieHHoM oT ceeTa
MecTe Mpu TeMnepaType He Bbiwe 25 °C.

14 Shelf life / Cpok
FOAHOCTH

5 years /5 net

Remarks : The Product conforms to ND/
MNpumeyvanue: MNpoaykT cootseTcTBYET TPeboBaHUsM H/]

Opinion : APPROVED
3aknryeHue: OJOBPEHO

Prepared by /
MNoaroToBneHo:
Pardeep Kumar

e

Checked by /
MposepeHo:
Himesh Kumar

Approved by: Manager/Executive /
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