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CERTIFICATE OF ANALYSIS
CEPTHUOHUKAT AHAJIN3A

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

Page 1 of5/Ctp. 1 n3 5

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Uo6yxnun KOHnop®, TadneTku aucneprupyemble [nis gereii], 100 mr + 125 mr

Batch No / Cepuss Ne : V2300108

Batch Quantity / O6bem naptum : 547.500kg

890001643473

Analytical Report No / Ananurudyeckuii oryet Ne :

Date of Analysi

s / JaTa anaau3sa: 08.02.2023

Date of Manufacture / JlaTa npousBoacTsa : Jan-2023

Date of Expiry / Cpok rognoctn : Dec-2027

Analysis performed according ND / Ananus nposegen no HJ: I1 N011252/02-041021

Ne  [Test/ Iokasarenn
1 Pescription / Onucanue

_Results7 PesyabTaThl

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

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

Kpyrable  mJoOCKOLMNMHApHHECKHE
TabJeTkH  pO30BOro  LBETa  ©

onHOM
C XapakTepHbIM 3aNaxoMm.

BKpaIIeHUsAMH, ¢ hackoit u puckoii HaBkpanieHusamu, ¢ Gackoil U puckoi Hal
CTOpOHE,0/1HO

iSpe_eci_fication / Hopma

with impregnations and a score-line on
one side and characteristic odor. /
Kpyrible  NIOCKOUMJIMHAPHYECKHE
rabjeTkd  po3oBoro  mBeTta

CTOpOHE,
C XapaKTCpHbIM 3aI1aXOM.

2 Identification /
IMoaMHHHOCTD

Complies as prescribed/
CooTeeTcTBYET

The retention times of the main peaks
on the chromatogram of the test
solution should correspond to the
retention times of the peaks on th
chromatogram of ibuprofen and
paracetamol  reference  standards
solution (section Assay). / Bpemena
YIAEp:KHBAHNS OCHOBHBIX ITHKOB Hai'
XpoMaTorpaMme HCTIBITYEMOTO
pacTBopa JOJDKHBI COOTBETCTBOBATS
[BpeMeHaM yIEep)KMBaHUsS THKOB Ha!
XpoMaTorpaMme pacTBopa
cTanjapTHeIx o0pasuo ubynpodeHa
i naparneramora (paznen
kI onmuecTBeHHOE ONIPENENEHUEN).

Remarks : The Product conforms to ND/
Ilpumeuanue: Ilponykt cooTBeTcTBYeT TpeboBanusm HJ{

Opinion : APPROVED
3axmouyenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Toarotosneno: ) [Tporepeno: Pardeep Kumar Onobpeno: Menemxep / - N
Ankit @ - Pykosomntens Amit Kumar [N "
Reprint Date: Reprint Date: Reprint Date:

Hara: 08.02.2023 Hara: 08.02.2023 Hara: 08.02.2023

Registored Office: 8-2-337, Road INo. 3, Banjara Hills, Hyderabad - 560034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2599, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com
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Page 2 of 5/CTp. 2135

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
HUo6ykaun I0unop®, TabneTku aucneprupyemble [1s mereii], 100 mr + 125 mr

Batch No / Cepus Ne : V2300108

Batch Quantity / O6bem naprun : 547.500kg

890001643473

-Analytical Report No / AHaaurndeckuii otuer Ne :

Date of Analysis / J/lata ananuza: 08.02.2023

Date of Manufacture / laTa npousBoacTsa : Jan-2023

Date of Expiry / Cpok roganoctn : Dec-2027

Analysis performed according ND / AnaJu3 nposeaen mo HJI: TI N011252/02-041021

Ne Test / IlokasaTeanb

‘- Results / PesyabTaThi

3 |Average weight of tablets /
Cpenussi macca Tab1eTOK

| 364.4 mg/ 364.4 Mr
|
Complies/cOOTBETCTBYCT

00 min:27 Seconds/00 muH 27 Sec

Specification / Hopma |

357.7 mg to 372.3 mg (365.0 mg + i
2.0 %). / Ot 357,7 mr no 372,3 mr
(365,0 mr £+ 2,0 %)

Not more than 3 min /
He 6onee 3 Mun

B Disintegration /
Pacnapaemocthb

5 Dissolution /
PacTBopenne

\  97%to0 101 %

95% to 99%

Not less than 70% (Q) of C3H50;
](ibuprofen) after 30 min /
He wmenee 70 % (Q) CisHi304
(ubynpogen) yepes 30 MUH
Not less than 70% (Q) of CsHoNO;
{paracetamol) after 30 min /

e menee 70 % (Q) CsHoNO,
=(rlapaueTaMOH_)_ yepe3 30 MUH

6 Dispersibility /
TacnepcHOCTD

Complies / COOTBETCTBYET

iUniform suspension passing through
the 710 um sieve is formed /
p6pa3yeTc51 OJIHOPOJiHasl CYCIIEH3Hs,|
Mpoxoasmas yepe3 CUTO ¢ pasmepOM|
OTBEPCTHH 710 MKM

lLN'a Test / Mokazatenn

Results / PesyastaTh!

:!Speciﬁcation / Hopma |

=

Remarks : The Product conforms to ND/
Ilpumeuanue: [Ipogykr coorBeTcTBYET TpeOoBanusM HJI

Opinion : APPROVED
Zaxmouenne: OJOBPEHO

Prepared by / . Checked by / Approved by: Manager/Executive /
IToaroToBneHO: ’i [Iposepeno: Pardeep Kumar Onobdpeno: Meneaxep / .
Ankit (L PykosomuTens Amit Kumar /B(.\/
Reprint Date: Reprint Date: Reprint Date: i

Jlarta: 08.02.2023 Hara: 08.02.2023 Hara: 08.02.2023

Fogistered Office: 8-2-337, Road No, 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4500 2900, Fax: +91 40 4900 2599, 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, IND{A
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIN3A

Page3of 5/Ctp. 3u3 5

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
MNo6ykana YOanop®, TadseTku qucneprupyemale [11s gereii], 100 mr + 125 mr

Batch No / Cepus Ne : V2300108

Batch Quantity / O6bem mapruu : 547.500kg

890001643473

Analytical Report No / AnaauTtudyeckuii otuer No :

Date of Analysis / JlaTa ananmu3a: 08.02.2023

Date of Manufacture / lata nponssojersa : Jan-2023

Date of Expiry / Cpok rogasocrn : Dec-2027

Analysis performed according ND / Anaaus nposenen no HJ/L: [T N011252/02-041021

7 Related substances /
PoacTBeHHbIE IPHMECH

Method 1/ Meton 1 —
Determination of 4-Amino
Phenol content / Onpenenenve |
CoNIep>KaHHsl COAEpIKaHNs
4-amrHodeHoNna

Method 2 / Meton 2 —
Determination of [buprofen
fand Paracetamol unidentified
impurities / Onpepenenue
HeUAeHTUDUIIHPOBAHHBIX
npumeceii u6ynpocdena u
napailetamona

0.0002%

0.07%

0.07%

H—aminophenol (paracetamol impurity) /
“-ammHodeHoN (MpUMech NapaleTamona)
- not more than 0.005% / ne 6onee 0,005
%

|Any individual unidentified impurity of
(ibuprofen or paracetamol) / Eannninas
HenJeHTHGULNPOBaHHASA MpUMECH
u6ynpodeHa unu napaueTaMmona -

not more than 0.2% / ne 6onee 0,2%

Eotal impurities (Method 1+Method 2)
ymma npumeceit (Meton 1 + Meton 2) -
not more than 0.7% / ne 6onee 0.7 %

Remarks : The Product conforms to ND/
ITpumeyanne: [Ipoaykr coorBeTcTByeT Tpebosanusam HJI

Opinion : APPROVED
3axmouenne: OJIOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarotosneHo: IIpoeepeHo: Pardeep Kumar Onobpeno: Menenxep /

Ankit 7 /&‘/ c[/ PykosoauTens Amit Kumar/\ . o=
Reprint Date: Reprint Date: Reprint Date: .

Hara: 08.02.2023 Jara: 08.02.2023 Jara: 08.02.2023
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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

CEPTUO®UKAT AHAJIM3A

Page4 of 5/CTp. 4u3 5

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoykaun IOnuop®, TabeTKH AHcOeprupyemble [aas aereiif, 100 mr + 125 mr

Batch No / Cepust Ne : V2300108

Batch Quantity / O6bem naprun : 547.500kg

890001643473

Analytical Report No / AnaauTudecknii oryer No :

Date of Analysis / JlaTa ananu3za: 08.02.2023

Date of Manufacture / Jlara npon3goactsa : Jan-2023

Date of Expiry / Cpok rogHoctn : Dec-2027

Analysis performed according ND / Anasu3 nposeges mo HJL: ITNO11252/02-041021

8 Microbial limits /
Muxpoouosiorndeckas
YHCTOTA

a) Total aerobic microbial
count / ObLuee uucno
a3pOGHBIX MUKPOOPTaHM3MOB

b) Total combined yeasts and |
mould count / O61ee ukeno |
JIPOROKEBBIX U MJIECHEBBIX

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

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

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

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

irpu6oB Shall be absent in 1g/ OTcyrcTBUEe B 1 1
Absent
']c) E. coli |
9 [Uniformity of dosage units / "Acceptance value (AV) should be nof
JIHOPOAHOCTD J03MPOBaHNS 1.8 more  than 15.0 / Tlokasarenn
‘O npueMieMocTd (AV) JomxeH ObITh He
L Ibuprofen / ubynpoden bonee 15,0
‘ IAcceptance value (AV) should be not
more than 150 / Tlokasartens
1.8

|
- Paracetamol / napaueTramon

npuemyieMocTH (AV) HOMKEH ObITh He|
bonee 15,0 |

Remarks : The Product conforms to ND/

Ipumeuanne: [IpoaykT cooTBeTcTBYET TpedoBanusaM HJL

Opinion : APPROVED
Jaxkmwuenue: OJOBPEHO

Prepared by / . Checked by / Approved by: Manager/Executive /
Iloprorosneno: A [Tpoeepeno: Pardeep Kumar Ono6peno: Menemxep /

Ankit (L~ Pykosogutens Amit Kumar !\_' N
Reprint Date: Reprint Date: Reprint Date: )

Hara: 08.02.2023 Hara: 08.02.2023 Hara: 08.02.2023

\
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Dr.Reddy’s ":‘

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
CEPTUDPUKAT AHAJIM3A

Page 5 of 5/ Ctp. 5u3 5

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Woyxmnn FOruop®, TabseTku gucneprupyemsle [is aereii], 100 mr + 125 mr

Batch No / Cepus Ne : V2300108

Batch Quantity / Oowem napran : 547.500kg

Analytical Report No / Ananutuuecknii oruer N :
890001643473

Date of Analysis / [laTa ananu3a: 08.02.2023

Date of Manufacture / JlaTa mpou3sBojacTea : Jan-2023

Date of Expiry / Cpox roguocery : Dec-2027

]Analysis performed according ND / Anaan3 nposenen no HJL: T1NO011252/02-041021

10 Assay / KoandecTBenHoe | 90.0 mg to 110.0 mg of Ci3His02 ‘
| onpeaencHue (ibuprofen) per tablet /
100.5 mg /100.5 mMr 01 90,0 mr 1o 110,0 mMr C;3His0» |
(u6ynpoden) B TabneTke
112.5 mg to 137.5 mg of CsHoNO»
123.2 mg/ 123.2 mr (paracetaimol) per tablet /
OT 112,5 mr go 137,5 mr CsHoNO»
| (napaueramoln) B TabyeTKe
11 Package / Ynaxkoska 10 tablets in PVC/Al blister. 210 tablets in PVC/AL blister. 1, 2 or 20
blisters and patient informationblisters and patient information leaflet inﬂi
leaflet in a carton pack. / ITo 10catton pack. / ITo 10 Tabnetok B Oauctep
taGnetox B 6mucrep uz [MBX/Alwuz IIBX/AlL Ilo 1, 2 unu 20 6J'[Hl.'TCpOj
[lo 2 Onucrepa BMECTE  C[BMECTE C MHCTPYKIMEH MO NPUMEHEHUIO
[ WHCTPYKLMCH 1O IPHMEHEHMIO BMAKy KapTOHHYIO.
MayKy KapTOHHYIO. |
12 Labeling / MapkupoBKa ‘According to ND. / B cootsetctun ¢ HJI.
13 Storage conditions / In the original packaging (blister in carton pack) at temperature below 25°C.
XpaHeRHe
B opuruHasipHOIT yakoBke (OcTep B 1auke) MpH TeMIEPaType HE BhILIE
25 °C.
14 Shelf life / Cpok roasoctn |5 years /5 niet

Remarks : The Product conforms to ND/
ITpumeuanne: [Ipoaykr coorBeTcTBYeT TpeboBanusm HJT

Opinion : APPROVED
3akmouenue: OJOBPEHO

Jlara: 08.02.2023

Prepared by / Checked by / Approved by: Manager/Executive /
[Moarorosneno: ﬂ IIporepeno: Pardeep Kumar Onobpeno: Menemxep / N
Ankit - ( - PyxoBoputens Amit Kumar /,\.<-w‘,,/
Reprint Date: Reprint Date: Reprint Date:

Jlara: 08.02.2023

Jara: 08.02.2023
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