Dr.Reddy’s Q’-.'-'

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIU3A

Dr, Reddy's Laboratories Ltd
Formulation Unit-6

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

Page10f6/Crp. 1 u3 6

Prn‘dqlhm't : Thuclin Junior, dispersible tahlets (for children) 100 mg + 125 mg
oy knun I()mmpm, TableTky JHeneprupyemMble [aas gereii], 100 mr 4+ 125 mr

Batch No / V2400666 Batch Quantity / 541.5kg
Cepna Ne : . Pa3sMmep cepuu :

Analytical RepOft No/ 040002506283 Date of Analysis / 26.04.2024
AnaJiuTnyecknii order No : JlaTa aHaIH3a:

Date of Manufacture / 04/2004 Date of Expiry / 03/2029
JlaTa npou3BOACTEA : Topen f1o :

Analysis performed according ND / Ananus nposesen no HJT: T1N011252/02-150323

No Test / Iloxa3zaTenan

Results / PesyjbTaTh!

Specification / Hopma

1 |Description / Onucanue

Pink round flat-faced beveled-edge
tablets with impregnations and a

score-line on one side and
characteristic odor. /
Kp FHB!P nT}f\I‘K(\'I!}J‘II&“ﬂ"\‘{UPP!{AP
TabneTkH  po30BOr0  LBETa  C

BKpaIUIeHHsIMH, ¢ ackoif U pHCKOM
Ha ONHOIt CTOpOHE, C XapaKTEePHBIM
3aaxoM.

Pink round flat-faced beveled-edge
tablets with impregnations and a score-
line on one side and characteristic odor./
Kpyrasie IIOCKOUMNHHAPUYECKHE
TabneTxu DO30BOTC nBera c
BKpAIICHUAMH, ¢ (ackoit U pUCKON Ha
OJHOM  CTOpOHE, C XapaKTEPHHIM
3aMaxoM.

2 |Identification /
IMopnMHHOCTE

Complies as prescribed/
CooTBeTcTBYeT

The retention times 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 (Assay section). /
Bpemena  yaepXKHBaHHUS ~ OCHOBHBIX
NMKOB Ha XpOMAaTOrpaMMe
HCTIBITYEMOr0  pacTBOpa  JOJDKHBI
COOTBETCTBOBATh BpEMEHaM
yIepKUBAHUS THKOB Ha
XpOMaTOTrpaMMeE PacTBOpa CTAHAAPTHBIX
o6pasnoB nbynpodeHa 1 napayeramoia
(pasnen «KonuuecTBEHHOE
ONpEJIETICHHER).

Remarks :

The Product conforms to ND/
ITpumeuanne: IIponykT cooTBeTCTBYET TpeboraHusM HJJ

Opinion : APPROVED
3akmouenue: OJIOBPEHO

Jlata: 26.04.2024

Jlata: 26.04.2024

Prepared by / Checked by / Approved by: Manager/Exgcutive /

Tlonroroenenof Ranjeet IIposepeno: Santosh Kumar Maurya | Onobpeno: Menemkep / Pykosofrens
e/ @ Abhishek Chauhan ; /T

Reprint Date: Reprint Date: Reprint Date: '

Hata: 26.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: maii@drraddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoy Kinn Onuop®, TaGnerku gucneprupyemsie [1aa aereii], 100 mr + 125 mr

BatchNo / V2400666 Batch Quantity / 541.5kg
Cep¥a Ne : Pa3mep cepun : )
Analytical Repo:‘t No/ 040002506283 Date of Analysis / 26.04.2024
AnaJiiTHyeckui oTyer Ne : JlaTta ananu3a;

Date of Manufacture / 04/2024 Date of Expiry / 03/2029
JlaTA IpOU3BOACTBA : Tonen go :

Analysis performed according ND / Ananu3 nposegen mo HJI: ITIN011252/02-150323

Ne Test / IlokazaTenn Results / PesyasTaTs! Specification / Hopma
3 |Average weight of tablets / 364.2 mg/ 364.2 mr 357.7 mg to 372.3 mg
Cpennsas macca TabIeToK 3 (365.0 mg £ 2.0 %). /
Complies/CooTBeTCTBYET Or 357,7 Mr zio 372,3 Mr
(365,0 Mr = 2,0 %)

4 |Disintegration /
Pacnagaemocrs

00 min 27 sec/ 00 MuH 27 cex

Not more than 3 min /
He 6onee 3 Mun

5 |Dissolution / PacTBopenue

100 % to 102 %

99 % to 101%

Not less than 70 % (Q) of Ci3His0,
(ibuprofen) after 30 min / He menee
70 % Q) C13Hi50;
(ubynpoden) uyepes 30 MuH

Not less than 70 % (Q) of CsHoNO;
(paracetamol) after 30 min / He menee
70 % Q) CsHoNO;
(mapaueramou) gepes 30 MUH

6 |Dispersibility /
JucnepcHocTs

Complies / CooTBeTcTBYET

Uniform suspension passing through the
710 pm sieve is formed / O6pasyercsa
ONHOPOAHAS CYCIEH3Hs, NpOXOoIsLlas
Yepe3 CUTO C pPa3MEPOM OTBEPCTHH
710 MxM

7 |Related substances / PoxcrBeHHBIE HpHMecH

Remarks : The Product conforms to ND/
ITpumeuanne: IIpoaykt coorseTcTBYeT TpeboBanusm HJT

Opinion : APPROVED
3aksouenne: OIOBPEHO

Jara: 26.04.2024

Hara: 26.04.2024

Prepared by / Checked by / Approved by: Manager/F/xecutive /

[Togrorosnero: Ranjeet Ilposepeno: Santosh Kumar Maurya | Onobpeno: Menemxep// Pyxosoglirens
) {i Abhishek Chauhan |

Reprint Date: Reprint Date: Reprint Date: r

Hara: 26.04.2024

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: maii@drreddys.com

CIN: L85195AP1984PLC00A507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIHA3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
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Produci ; Ibuciin Jumior, dispersible tablets (for children) 100 mg + 125 mg

HoyKraun [Ouuop®, Tabnerky gucneprupyempie faas aerei], 100 mr + 125 mr

Batch No / Batch Quantity /

541.5k
Cepua No @ 2 200080 Pazmep cepHy : g
Analytical Repo:'t No/ 040002506283 Date of Analysis / 26.04.2024
AHAIMTHYECKH I oTyeT No : JlaTa aHaJIH3a:
Date of Manufacture / 04/2024 Date of Expiry / 03/2029
JlaTa npoH3BOACTBA : T'open go :

Analysis performed according ND / Anasns nposenen mo HII: TI N011252/02-150323

Ne Test / IloxazaTeanb

Results / PesyabTaThl

Specification / Hopma

Method 1/ Meton 1
4-Aminophenol content /

4-amunodeHona

Onpeznenenye conepxaHus

0.0004%

4-aminophenol (paracetamol impurity) -
not more than 0.005 %

4-amusodeHon (npumMech
napateramona) - e 6onee 0,005 %

Method 2 / Meton 2

unidentified impurities /
Onpenenexue
HEHZEHTHOHUINPOBAHHBIX
npumeceit ubynpodena u
napareramosna

Ibuprofen and Paracetamol

0.10%

Any individual unidentified impurity of
ibuprofen or paracetamol - not more than
0.2%

EnunuyHas  HewAeHTH(QUUMPOBaHHAA
IPUMECH ubynpodena HITH
napaneramona - He 6onee 0,2 %

Total impurities (Method

1+Method 2) / Cymma

npumMeceit (Mertoz 1 +
Merop 2)

0.10%

Not more than 0.7 % / He 6onee 0,7 %

8 |Microbial limits* / Muxpo6HoJOrudeckas 4HCTOTA*

a) Total aerobic microbial
count / Ob1iiee yucyo
a3pOGHBIX
MHIKPOOPraHH3MOB

NA

Not more than 10° CFU/g /
He 6onee 10° KOE/r

Remarks : The Product conforms to ND/
TMpumesanue: Iponykr coorserctayer Tpebosanusam HIL

Opinion : APPROVED
3akmouenne: OJJOBPEHO

Tara: 26.04.2024

Tara: 26.04.2024

Prepared hy / Checked hy / Approved by: Manager/Executive /

Iloxrorosneno; Ranjeet ITposepeno: Santosh Kumax Maurya | Onobpeno: Menepkepy/ PykoBoguTenb
& Abhishek Chauhan

Reprint Date: Reprint Date: Reprint Date:

Hara: 26.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tei: 491 40 4900 2900, Fax: +91 40 4300 2999, Email: maii@drraddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

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

Vill. Khoi, Nalagarh Road, Badd;,
Distt. Solan, H.P,, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com
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Produet : Thuclin Junior; dispersible tablets (for children) 100 mg + 125 mg
Moy kaun IQunop®, TabneTkn gucneprapyemble [aas gereii], 100 mr + 125 mr

Batch No/ V2400666 Batch Quantity / 541.5kg
Cepma Nox Pa3mep cepum :

Analytical Repo:‘t No/ 040002506283 Date of Analysis / 26.04.2024
AHAJHTHYCCKHI 0TYeT Ne : JlaTa anajausa:

Date of Manufacture / 04/2024 Date of Expiry / 03/2029
JlaTa mpou3BoJCcTBA : Topmen 1o :

Analysis performed according ND / Ananns nposenien mo HJI: TTN011252/02-150323

Ne Test / IloxazaTean Results / PesyanTaTot Specification / Hopma
b) Total combined yeasts NA Not more than 10> CFU/g /
and mould count / OBuiee He 6onee 10 KOE/r
YUCTIO JPOXKIKEBBIX U
nyecHeBsbix rpuéos
c) E. coli NA Shall be absentin 1 g/

OtcytctBUEe B 1 T

9 iUniformity of dosage units / OAHOpPOAHOCTH J03HPOBAHUS

Ibuprofen / U6ynpodex

1.0

The acceptance value (AV) should be not |

more than 15.0 / Tlokasarens
npuemnemoctd (AV) HOmKeH OHITL He
6onee 15,0

Paracetamol / [TapaneTtamon 1.0

The acceptance value (AV) should be not
more than 15.0 / Tloxasatens
npuemyieMocTd (AV) noipkeH OBITH He
6onee 15,0

10 |Assay / KonuuecrBennoe
onpejeleHHe

99.4 mg/ 99.4 Mr

124.1 mg/ 124.1 mMr

90.0mg to 110.0mg of CisHis0:
(ibuprofen) per tablet / Ot 90,0 Mr a0
110,0 mr C;3HigO2 (ubynpoden) B
tabnetke

112.5mg to 137.5mg of CsHoNO:
(paracetamol) per tablet/ Ot 112,5 mr 10
137,5 mr CgHoNO, (mapaueramoln) B

Remarks : The Product conférms to ND/
Ipumvedanue: Iponykr cootsercrayeT Tpebopatusy HJL

Opinion : APPROVED
Saxawuenue: OJOBPEHO

Harta: 26.04.2024

Prepared by / Checked by / Approved by: Manager/Executive /

Togrorosneno: Ranjeet Tposepero: Santosh K; Maurya | Omobpeno: Menemixep § Pykosoamrens
UE\._ Abhishek Chauhan f

Reprint Date: Reprint Date: Reprint Date: '

Jara: 26.04.2024

Jata: 26.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: maii@drreddys.com

CiN: L85195AP1984PLC0O04507
wivw.drreddys.com



Dr. Reddy's Laboratories Ltq.
Formulation Unit-6
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

PageS5of 6 /Ctp. 5u3 6

I’m;:iuct : Tbuclin Juinior, dispersible tablets {(for children) 106 mg + 125 mg

M6y kmun FOunop®, Tabnerku aucneprupyembie s gereii], 100 mr + 125 mr

Batch No / V2400666 Batch Quantity / 541.5kg
Cepna No : Pasmep cepui :

Analytical RepOft No/ 040002506283 Date of Analysis / 26.04.2004
Ananuruyeckuii oryer Ne : Mara apanusa:

Date of Manufacture / 04/2024 ‘Date of Expiry / 03/2029
Jlara npoH3BOACTBA : Tojen oo :

Analysis performed according ND / Ananu3 nposeaen mo HJI: ITN011252/02-150323

Ne Test / Ilokazarciab Results / PesyabTaThl Specification / Hopma
Tabnerke
11 |Package / YnakoBka 10 tablets in PVC/Al blister. 2 blisters | 10 tablets in PVC/Al blister. 1, 2 or 20

and patient information leaflet in a|blisters and patient information leaflet in
carton. / Ilo 10 Tabnerok B 6nuctep |a carton. / Ilo 10 Tabnerok B 6nmcTep U3
u3 [IBX/Al. Ilo 2 6auctepa Bmecte ¢ |IIBX/AL Ilo 1, 2 umu 20 Gnucrepos
AHCTPYKUHEH 0[O TNPUMEHEHHIO B|BMECTE C MHCTPYKLHEH 10 IPHMEHEHHUIO
Nayky KapTOHHYFO. B NauKy KapTOHHYIO. ;

12 |Labeling / MapkupoBKa According to ND. / B coorserctruu ¢ HJI.

13 |Storage conditions / In the original packaging (blister in carton) at temperature below 25 °C. /
Xpanenue B opuruHanbHo#i ynakoBke (61ucTep B nayke) NpH TEMIIEPATYpe HE BHILIE
25 °C.

14 |Shelflife / Cpox roguocrn |5 years /5 netr

* The test is performed for each 20th batch, or for one batch in a year whichever is earlier. The test can be absent
in the certificate of analysis. / HcnblTaHHe NPOBOAUTCS TOJBLKO 4151 KaKA0H 20-i cepuH HIH AJIA OHOMH CepHH B
rojl, B 3aBHCHMOCTH OT TOI0, YTO HACTYIHUT paHee. [lokaszaTe/ik MOKET OTCYTCTBOBATHL B cepTH(HKaTe aHAJIH3A.

Remarks : The Product conforms to ND/ Opinion : APPROVED

IIpumeuanne: [poaykr cooTrercTayeT Tpebonanusm HJI S3axmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Efecutive /

TToproToBneHo: jeet [Iposepeno: Santosh Kumar Maurya | Onobpeno: Menemkep / HykoBomiTens
@/ Abhishek Chauhan

Reprint Date: Reprint Date: Reprint Date:

Jlara: 26.04.2024 Jlata: 26.04.2024 lara: 26.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +51 40 4300 2999, Email: maii@drraddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHATTH3A

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
www.drreddys.com

Page 6 of 6 / CTp. 6 u3 6

Soes a

B T |- I I
Produet : Ibuckin Junior, dispers

ible tablets {for children) 100 mg + 128 mg

Moy knan FOauop®, Tabierkn arcneprupyembie [nas gereii], 100 mr + 125 mr
Moy

Batch No / V2400666 Batch Quantity / 541.5kg
CepHs No : PaszMep cepHHu :

Analytical Repourt No/ 040002506283 Date of Analysis / 26.04.2024
AnaJHTHYECKHH 0THeT No ¢ Jlara anannza:

Date of Manufacture / 04/2024 Date of Expiry / 03/2029
JlaTa npou3BOACTEA : Togen mo :

Analysis performed according ND / Anan3 nposeaen o HJI: TTN011252/02-150323

API name (INN) /

npouseoantens I'JIP:

Hamvenosamue ADC (MHH): Ibuprofen / Hbynipoden Paracetamol / [Tapaneramon
API manufacturer batch number / PIBM230459 APAPE2023060685
Homep cepun npoussojntes ADC:

FP Manufacturer API Batch number /

Homep cepsin cy6CTaHIIHH FEQAO00659 FEQA00345

API Manufactured by & country /
Ilpouseogurens ADC, cTpana:

Solara Active Pharma Sciences
Limited, India / Conapa 3kTHB

®apma Caiiescns Jlumuren, Muaus

Granules India Ltd., India /
I'pauynec Ynnus Jita., Muaus

Remarks : The Product conforms to ND/
Ipumeuanue: [Tpogykt coorseTcTBYET TpeboBanusM HJL

Opinion : APPROVED

Praepared by / Checked by / Approved by: Manager
Tlogrorornero: Ranjeet Ilposepeno: Santosh Kumar Maurya | Ono6peso: Merenzxep

- Abhishek Chauhan
Reprint Date: Reprint Date: Reprint Date: '
Hara: 26.04.2024 Jara: 26.04.2024 Hara: 26.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, Indiz
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: maii@drraddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com




