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CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIN3A

Pagelof 6/ Ctp. 1u3 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
H6yxnun IOuunop®, Tabnerkn gucneprupyemble [1is pereii], 100 mr + 125 mr

Batch No / Batch Quantity / 1500000.0 tab /
Cepnus Ne : e Pasmep cepun : 1500000.0 Tab
Analytical Repovrt No / 040002811960 Date of Analysis / 22.02.2025
AHaJuTHYeCKHH oTueT Ne : JlaTa aHajm3a:

Date of Manufacture / 02/2025 Date of Expiry/ 01/2030

Jarta npou3BoJacTBA : I'ogen g0 :

Analysis performed according ND / Ananus nposeaen no HJI: JIIT-Ne(004427)-(PI'-RU)-260124

Test / IloxazaTean

1 |Description / Onucanue

Identification /
IMogauHHOCTDH

Results / PesynbTaThl

Pink round flat-faced beveled-edge
tablets with impregnations and a
score-line on one side and
characteristic odor. /
Kpyrible MIoCKOUMNMHAPHYECKHE
Ta0JIeTKH  pO30BOr0  UBETA C
BKparieHusMy, ¢ packoi U puckoi
Ha OJJHOM CTOPOHE, C XapaKTePHbLIM
3aMaxoM.

Complies as prescribed/
CooT1BeTCTBYET

Specification / Hopma

Pink round flat-faced beveled-edge tablets
with impregnations and a score-line on one
side and characteristic odor./ Kpyrmbie
TOCKOLWJTHHAPHYECKHE TabneTku
PO30BOTO 1IBETA C BKpAIJICHUsIMU, ¢ (ackoi
U pHCkOH Ha OOHOH CTOpOHE, ¢
XapakTepHbBIM 3alaxoM.

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
yIEP)KHBaHUS  OCHOBHBIX INHKOB  Ha
XpoMaTorpaMMe HCHBITYEMOIO pacTBOpa
JO/DKHBI ~ COOTBETCTBOBaTb  BPEMEHAM
yIEp)KHBaHUS TIMKOB Ha XpoMaTorpamme
pacTeopa CTaHIAPTHBIX 00pa3ioB
ubynpodena u mnapaneramona (pasgen
«KonuuecTBeHHOE ONpeAeNCHUE)).

Remarks: The Product conforms to ND/
Mpumeuanne: TIPOAYKT cooTReTCTRYET TREOORAHNAM HJT

Opinion: APPROVED
Jaxawuenne: QJIOGPEHQ

Prepared by /
IToarorosneno: Santosh Kumar
Maurya 4

Lo
-

Checked by /
Iposepeno: Pardeep Kumar

N

Approved by: Manager/Executive /
Onobpeno: Menemkep / PykosoanTesip

Amit Kumar [\/ 1+
i ’/

Reprint Date:
Jlarta: 22.02.2025

Reprint Date:
Jarta: 22.02.2025

Reprint Date:  V
Jara: 22.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4200 2900, Fax: +91 40 4900 2998, Email: mail@drraddys.com

LIN: L85 1Y5AR 1984004807
www.drreddys.com
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Ferrnulation Unit-6
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CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIM3A

Page2 of 6/ CTp. 2u3 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
M6y kann FOnnop®, TabaeTku aucneprupyemble [as gereii], 100 mr + 125 mr

Batch No / Batch Quantity / 1500000.0 tab /
Cepust No : VeSS Pazmep cepun : 1500000.0 Tab
Analytical RepoIt No / 040002811960 Date of Analysis / 22.02.2025
AnanaurHyeckuii oryet Ne ; JlaTa aHaju3a:

Date of Manufacture / 02/2025 Date of Expiry / 01/2030

JlaTa npoH3BOACTBA : | Togen po :

Analysis performed according ND / Asaqu3 nposegen no HJL: JITI-Ne(004427)-(PI-RU)-260124

Results / PesyabTaThl

| Test / [Toka3zaTean

3 _Average weight of tablets

/ Cpeansis Macca
TabneTok

©363.2 mg/ 363.2 Mr

Complies/CooTBeTCTByET

4 D—isin_t(;gration /
Pacnagaemoctn

00 min 26 sec / 00 MuH 26 cek

"5 | Dissolution /
PacTrBOpenne

101 % to 103%

101 % to 103 %

Specification / Hopma

357.7 mg to 3723 mg

(365.0 mg + 2.0 %). /

Or 357,7 mr Jilo] 372,3 mr

(365,0 Mr = 2,0 %) |
| Not more than 3 min /|

He 6omnee 3 MmuH

|Not less than 70 % (Q) of C13HI802

(ibuprofen) after 30 min / He menee 70 %
Q) C13H1802

(ubynpoden) uepes 30 MuH

Not less than 70 % (Q) of C8HINO2
(paracetamol) after 30 min / He menee 70 %
Q) C8HINO2
(napaueramoun) yepe3 30 MUH

6 |Dispersibility /
JAuncnepcHocTh

Complies / CooTBeTCTBYET

Uniform suspension passing through the
710 um sieve is formed / O6pasyercs
ONHOPOAHAsT  CYCIIEH3Us, IpPOXOAsLas
yepes CUTO ¢ pa3MepoM oTBepcTui 710 Mkm

7 | Related substances / PoacTBeHHbIE TPUMECH

Remarks: The Product conforms to ND/
Ipumeuanne: [Iponykr coorBeTcTBYeT TpeboBanuaMm HJ|

Opinion: APPROVED
3akmouenne: OJOBPEHO

Hata: 22.02.2025

JHara: 22.02.2025

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneno: Santosh Kumar | IlpoBepeno: Pardeep Kumar | Onobperno: Menemkep / PykoBoauteip
Maurya (L5 o Amit Kumar /\( L//

Reprint Date: | Reprint Date: Reprint Date: !

Jata: 22.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4200 2900, Fax: +91 40 4300 2999, Email: mail@drreddys.com

CIN: L85195AP1934PLCO04507

www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Page3 of 6/ CTp. 313 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
M6y kann FOunop®, Tabaerkn aucneprupyemsle [as aereii], 100 mr + 125 mr

Batch No / Batch Quantity / 1500000.0 tab /
Cepnsa Ne : et Pazmep cepun : 1500000.0 Tab
Analytical Repovrt No / 040002811960 Date of Analysis / 22.02.2025
Ananuruyeckuii oryer No : JlaTa ananmn3za:

Date of Manufacture / 02/2025 Date of Expiry / 01/2030

JaTa npoM3BOJCTEA : I'oneH 10 :

Analysis performed according ND / Anaaus nposeaen mo HJI: JIT1-Ne(004427)-(PI'-RU)-260124

: Ne | Test / Iloxazarenanb

|Method 1/ Metox 1
4-Aminophenol content /

4-amuHodeHona

Determination of

| unidentified impurities /
Onpenenexue
HEeHJEeHTUQHIHPOBAHHBIX
npuMeceii nbynpopeHa u
napaweramosia

Onpepenexue coaepKaHus

Method 2 / Meton 2

Ibuprofen and Paracetamol

Results / PesyabTaTh!

Specification / Hopma

0.0004 %

0.09%

Total impurities (Method
| 1+Method 2) / Cymma
npuMmeceit (Meton 1 +
Merton 2)

0.09%

a) Total aerobic microbial
count / Ob61iee 4ucio
aspOOHBIX
MHKPOOPTaHU3MOB

g | Microbial limits* / MukpofHosniornyeckas yucrora™

NA

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

4-amuHO(eHOoN (MpUMech NapalueTamona) -
He 6onee 0,005 %

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

Ennuuunas HeuJIeHTH QUL POBaHHAs
| mpumech HOYnpodeHa UK napaieTamona -
He 6onee 0,2 %

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

Not  more than
‘ He 6onee 10° KOE/r

10° CFU/g /|

Remarks: The Product conforms to ND/
ITpumeuanne: [Tponykr cooTBeTcTBYET TpeboBaHusaM HJI

Opinion: APPROVED
3akmwouenne: QJJOBPEHO

Prepared by /

Maurya

[MoarororneHo: Santosh Kumar

D

Checked by /

IIpoBepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menenaep / PYKOBOIUTENb

Amit Kumar [\( ot

Reprint Date:
Hata: 22.02.2025

Reprint Date:
Hara: 22.02.2025

Reprint Date:  ©

Hata: 22.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4200 2900, Fax: +91 40 4500 2999, Emaik: mail@drreddys.com

CIN: L85185AP1Y84PLLUL45UY

www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIN3A

Paged of 6/ CTp. 413 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
W6y kaun FOunop®, Tabnerku qucneprupyemsie [nis gereii], 100 mr + 125 mr

Batch No / Batch Quantity / 1500000.0 tab /
Cepus Ne : i Pa3mep cepun : 1500000.0 Tab
Analytical Rep0ft No/ 040002811960 Date of Analysis / 22.02.2025
AHauTHYecKUu# oTyer Ne @ JlaTa aHaJIM3a:

Date of Manufacture / 02/2025 Date of Expiry / 01/2030

JaTa npou3BOICTBaA : Topen f10 :

Analysis performed according ND / Ananu3s nposeaed mo HJI: JIIT-Ne(004427)-(PT-RU)-260124

Ne Test / Iloxa3zaTenn

b) Total combined yeasts
and mould count / Ob1ee
YHCHO IPONOKEBBIX K
MJIECHEBbIX IpHOOB

c) E. coli

9 |Uniformity of dosage units

Results / Pe3yasTaTnl ~ [ Specification / Hopma
NA [Not  more  than 10°CFU/g /|
He 6onee 10> KOE/r
NA Shall be absent in lg /

/ OJHOPOJAHOCTE 1O3UPOBAHHUS

OtcytcTBUE B 1 T

Ibuprofen / U6ynpoden

1.2

more than

oonee 15,0

The acceptance value (AV) should be not

npuemiaeMoctd (AV) pomxeH OBITh He

15.0 / ITokasaTtenb

Paracetamol /
[Napaiieramon

1.2

more than

bonee 15,0

The acceptance value (AV) should be not

15.0 / [Toxazatens

npdemaemoctd (AV) pomxkeH ObiTE He

Assay / KoiudecTBeHHOE
omnpeaeleHHe

10

100.1 mg/ 100.1 mr
|

|
123.0 mg/ 123.0 Mr

90.0 mg to

| (ibuprofen) per tablet / Ot 90,0 Mr no
C13H1802

110,0 mr
TabJeTke

112.5mg to

(paracetamol) per tablet / Ot 112,5 Mr 5o

110.0mg of CI13H1802
(ubynpoder) B

137.5mg of C8HINO2

Remarks: The Product conforms to ND/
IIpumeuanne: [Iponykt coorBeTcTBYeT TpeboBanusaM HJI

Opinion: APPROVED
3axnwuenue: QJIOBPEHO

Prepared by /
IMoarorosneno: Santosh Kumar
Maurya j{)

J

Checked by /
IIposepeno: Pardeep Kumar

o

Approved by: Manager/Executive /
Onobpeno: Menemxkep / PykoBoauTeNb
Amit Kumar

Reprint Date:
Hara: 22.02.2025

Reprint Date:
Ilara: 22.02.2025

Reprint Date:
Jarta: 22.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4200 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com
CIN: L85195A4P1984PLCO04507

www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Page 50f 6/ CTp. 513 6

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

NGy xaun FOnnop®, Tabaerku aucneprupyemsie [nist gereii], 100 mr + 125 mr

Batch No / Batch Quantity / 1500000.0 tab /

Cepus Ne : . Paszmep cepuu : 1500000.0 Tab

Analytical Repourt No/ 040002811960 Date of Analysis / 22.02.2025
AHaJmTHYecKHif oTyeT No : Jara anannsa:

Date of Manufacture / 02/2025 Date of Expiry / 01/2030

JlaTa mpou3BoJCTBA : Toaex go :

Analysis performed according ND / Anain3 nposesen mo HJL: JITT-Ne(004427)-(PT™-RU)-260124 J

Specification / Hopma )

Ne | Test / IlokazaTesnn _i Results / Pe3yanTaTsl
| = ;137,5 mr C8HINO2 (napaueTaMOIl_) B
TabneTke
11 |Package / YnakoBKa 10 tablets in PVC/Al blister. 2|10 tablets in PVC/Al blister. 1, 2 or 20
blisters and patient information |blisters and patient information leaflet in a
leaflet in a carton. / [To 10 Tabnetok | carton. / Ilo 10 Tabnetok B Onucrep u3

B Omucrep u3 IIBX/Al [lo 2 |TIBX/Al Ilo 1, 2 unu 20 6nucTepoB BMECTE
ONHCTEpa BMECTE C HMHCTPYKUHEH | ¢ MHCTPYKLHEH MO NMPHMEHEHHIO B MayKy
M0  MNpPUMEHEHHI0 B  TMadKy | KAPTOHHYIO.

KapTOHHYIO.

12 |Labeling / MapkupoBka |According to ND. /B cootserctBuun ¢ HJI.

13 Storage conditions / In the original packaging (blister in carton) at temperature below 25°C. /
XpaHeHue B opuruHansHo# ynakoBke (01ucTep B Ma4yke) Mpu Temneparype He Boiuue 25 °C. |

14 | Shelf life / Cpox 5 years / 5 net :

| rOJHOCTH |

* 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 manufacturer's certificate of analysis. / McnpITaHHE NPOBOTHUTCS TONBKO AJis KaskA0# 20-H cepuH HJIH JJId
OJHOHl CepHH B roJ, B 3aBHCHMOCTH OT TOro, 4YTO HACTymHT paHee. IlokaszaTejlb MOMKET OTCYyTCTBOBATH B
cepruduKaTe aHAIN3Aa IPOU3BOIHTES.

Remarks: The Product conforms to ND/ Opinion: APPROVED

Ipumeuanue: [Ipoaykr coorBercTByeT TpedoBanusm HIT 3akmouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoaroroBneHo: Santosh Kgar Iporepeno: Pardeep Kumar Onobpeno: Menemkep / PykoBoRUTENb
Maurya % k :,'_ . Amit Kumar I\(7

Reprint Date: Reprint Date: Reprint Date: Vv

Jara: 22.02.2025 Hara: 22.02.2025 Hara: 22.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4200 2900, Fax: +91 40 49C0 2999, Email: mail@drreddys.com
CIN: L85195A4P1984PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIU3A

Dr. Reddy's Laboratories Lid.
Forrmulation Unit-6

Vill. Kho!, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tei : +91 58166 56001-02

www.drreddys.com

Page 6 of 6/ CTp. 6 13 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
M6y kann FOunop®, TabaeTku qucneprupyemble [1is gereii], 100 mr + 125 Mr

Batch No/ Batch Quantity / 1500000.0 tab /
Cepma Ne : U Pasmep cepuu : 1500000.0 Tab
Analytical Repoz‘t No / 040002811960 Date of Analysis / 22.02.2025
AHaJiuTHYecknii oTdeT Ne : Jara aHayusa:

(Date of Manufacture / 02/2025 Date of Expiry / 01/2030

JlaTa npou3BOACTBA : I'oaen oo :

Analysis performed according ND / Anaau3 nposeaen no HJI: JITI-Ne(004427)-(PI'-RU)-260124

API name (INN)/

npousBoautes I'JID:

Hamumeropanne ADC (VHH): Ibuprofen / U6ynpoden Paracetamol / Ilapauietamon
API manufacturer batch number / PIBM240215 APAP/24091296
Homep cepun npoussonutesss ADC:

FP Manufacturer API Batch number /

Homep cepun cyGeTaHIuu FERA00729 FERA00540

Hpouzeoaurtenr ADC, crpana:

API Manufactured by & country /

Limited, India / Conapa 3kTHB

Solara Active Pharma Sciences

®dapma Catiencus Jlumuren, Munus

Granules India Ltd., India /
['panynec Unaus Jita., Muans

Remarks: The Product conforms to ND/
Ipumeuanne: [TpoaykT cooTBeTcTBYeT TpedoBanusam H]I

Prepared by /
IToarotosneno: Santosh Kumar
Maurya ,i‘;

Lt I

Checked by /
Iposepeno: Pardeep Kumar _

< L
oS

Opinion: APPROVED

3akarouenue: OJJOGPEHO
Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykoponutens

Amit Kumar /\( ;

Reprint Date:
Hara: 22.02.2025

Reprint Date:

Hara: 22.02.2025

Reprint Date: v

Tlata: 22.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangara, india
Tel: +91 40 4200 2900, Fax: +91 40 4300 2999, Email: mail@drraddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com




