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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Page 1 of 6/ CTp. 143 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Noykaun IOHHOp®, TabneTKku gucneprupyemsie [aas gereii], 100 mr + 125 mr

Batch No / V2501611 Batch Quantity / 1500000.0 tab /
Cepus Ne : Pazmep cepun : 1500000.0 Tab
Analytical Report No / 040003031490 Date of Analysis / 18.08.2025
AHAJIMTHYECCKHH OTYET JN¢ : JlaTa aHaJIH3a:

Date of Manufacture / 07/2025 Date of Expiry / 06/2030

JlaTa Npou3BOJACTBA : I'ogen go :

Analysis performed according ND / Anaan3 nposenen no HJI: JI[1-Ne(004427)-(PI'-RU)-260124

I Ne Test / IlokazaTens
1 | Description / Onucanue

2 |Identification /
ToaanunocTh

| Results / Pe3ybTaThl

Specification / Hopma

Pink round flat-faced beveled-edge |
tablets with impregnations and a
score-line on one side and
characteristic odor. /
Kpyrnble MiIocKOUMIHHAPUUECKIE
TabNeTku po30BOro  LBETa C
BKpartjleHHsAMH, ¢ packoit H pucKoii
| Ha OJIHO CTOpOHE, C XapaKTepHbIM
| 3aI1aXOM.

CoOTBETCTBYET

Pink round flat-faced beveled-edge tablets
with impregnations and a score-line on one
side and characteristic odor./ Kpyrnsie
TUIOCKOIMJTMHAPUYECKHE TabneTku
PO30BOTO 1[BETA C BKpaNJeHUsMH, ¢ Gackoi
M pHCKOli Ha OAHOH CTOpoOHe, ¢
XapaKTepHbIM 3aI1aXoM.

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). / Bpewmena
yIOEP)KHBAHWUS ~ OCHOBHBIX  IMHKOB  Ha
XpoMaTorpaMMe HCTBITYEMOTO PacTBOpa
JIOJDKHbl ~ COOTBETCTBOBaTh  BpEMEHam
yIep)XHBaHHs TMHKOB HAa XpoMaTorpamme
pacTBOpa CTaHAAPTHBIX 00paz1oB
ubynpotdeHa u mapaleramona (paznen
«KosnmuecTBeHHOE Oompe/ieieHHEe).

Remarks: The Product conforms to ND/
Jlpumeuanue: Ilpoaykr coorBeTcTBYET TpeboBaHusm HJL

Opinion: APPROVED
3akiouenue: OJJOBPEHO

Prepared by /

IToarotosneno: Pravesh Rana

Checked by /
Ilposepeno: Pardeep Kumar ’

L
o

o ==

Approved by: Manager/Executive /
Onobpeno: Menemwiep / PygoBoautens
Amit Kumar /\*_ -

Reprint Date:
Hara: 18.08.2025

Reprint Date:
Jara: 18.08.2025

Reprint Date: v
Jlara: 18.08.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hilis, Hyderabad - 500034, reiangan?, India
Tel: +91 40 4500 2900, Fax: +31 40 4200 2999, Email: mail@drreddys.com

CiN: L85 195AP1484PLCNHV4507
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CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIN3A
Page2 of 6/ CTp. 2 U3 6
Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
H6ykaun IOumnop®, Taénerku aucneprupyembie s aereii], 100 mr + 125 mr
Batch No / V2501611 Batch Quantity / 1500000.0 tab /
Cepusi Ne : Pasmep cepuH : 1500000.0 Tab
Analytical Repourt No/ 040003031490 Date of Analysis / 18.08.2025
AHaMHTHYECKM oTUeT No : JaTa anaju3a:
Date of Manufacture / 07/2025 Date of Expiry / 06/2030
JlaTa npon3BoACTBA : T'ogen po :

Analysis performed according ND / Anann3 nposeaen no HJI: JI[1-Ne(004427)-(PI'-RU)-260124

No

Test / IToka3zaTean

Results / Pe3yabTaThi

| Specification / Hopma |

3723 mg

3 iAverage weight of tablets  364.1 mg/ 364.1 mr 1357.7 mg to
/ CpeaHsis macca ; (365.0 mg + 2.0 %). /
Ta0JIETOK Complies/Coorsercrayer Or 357,77 mr Jilo] 372,3 Mr
(365,0 Mr 2,0 %) |
4 |Disintegration / 00 min 32 sec / 00 mun 32 cex | Not more than 3 min / |
PacnanaeMocThb He 6onee 3 Mun :
! i —_— — _— —_—
| 5 |Dissolution / 100 % to 102% Not less than 70 % (Q) of C13H1802|
| | PacTBOpenue (ibuprofen) after 30 min / He menee 70 %‘
' | , Q) C13H1802
. (ubynpoden) yepes 30 muH
100 % to 101 % Not less than 70% (Q) of C8HSNO2
(paracetamol) after 30 min / He menee 70 %
Q) C8HINO2
(napaueramon) depes 30 mun
6 | Dispersibility / Complies / COOTBETCTRYET Uniform suspension passing through the
JucnepcHocTh 710 um sieve is formed / O6pa3zyetcs
OJIHOPOJIHAS ~ CYCHEH3Hs, MNpoxXoAsiuas
yepes CHTO ¢ pazMepoM OTBEpCTHH 710 MKM
7 |Related substances / PoncTBeHHbIE TpUMECH

Remarks: The Product conforms to ND/
Ipumeuanue: [1ponykr coorBeTcTBYeT TpeboBaHusM H]T

Opinion: APPROVED
3akmouenue: OJJOBPEHO

Prepared by /

~

IToaroroBieHo: Pravesh Rana / '
2

Checked by /
[Iporepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemiep / PyxoBoguTens
Amit Kumar /\_; M

L5

Reprint Date:
Jlara: 18.08.2025

Reprint Date:
Hara: 18.08.2025

Reprint Date: |
Jara: 18.08.2025

Registered Office: 8

i H vt mhacd N Tala e Lyqetin
-2-337, Road No. 3, Banjara Hills, Hydarabad - 500034, Teiangana, s

Tel: 291 40 4900 2900, Fax: +91 40 4200 2999, Email: mail@drieddys,.com

CIN: L85 195AP1534PLCO04507
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Dr. Reddy's Laporatories Ltd.
Formulation Unit-6
Vil Khol, Malazarh Road, Baadi,

Distc. Soiaii, H.
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CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIN3A
Page3of 6/Ctp.3 136
Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
N6ykaun FOnuop®, Tabaerku aucneprupyemsle [nas aereii], 100 mr + 125 mr
Batch No / V2501611 Batch Quantity / 1500000.0 tab /
Cepus Ne : Pasmep cepun : 1500000.0 Tab
Analytical Report No / 040003031490 Date of Analysis / 18.08.2025
AHAJUTHYECKHIT oTUeT Nt : JaTa aHanu3za: T
Date of Manufacture / 07/2025 Date of Expiry / 06/2030
JlaTa npou3BoACTBa : Conen a0 :

Analysis performed according ND / Ananu3 nposexen no HJI: JITT-Ne(004427)-(PT"-RU)-260124

Ne Test / [Ioka3aTean

Method 1 / Meton 1
4-Aminophenol content /
Onpenenenne coaepxanus
4-amMnHodeHona

Method 2 / Meton 2
Determination of
Ibuprofen and Paracetamol
unidentified impurities /
Onpeznenenve
HeHJIeHTHULHPOBAHHBIX
[ mpumeceii nbynpodena u
| HAPALETIAMONA

Total impurities (Method
1+Method 2) / Cymma
npumeceit (Metoa 1 +
Meron 2)

0.0003 %

0.05%

0.05%

Results / Pe3ybTaThl

I'S;Eciﬁcation / Hopma

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

4-amuHodeHon (MpuMech napaueramona) -
He 6oiee 0,005 %

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

Ennanunas HenAeHTHGULIUPOBAHHAS
npuMech ubymnpodeHa Uiy napalueTamMona -
He 6onee 0,2 %

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

Remarks: The Product conforms to ND/

Ilpumeuanue: Ilpoaykr coorBeTcTBYET TpeboanusaM HJI

Opinion: APPROVED
3akmouenune: OJJOBPEHO

Prepared by / 2
IToarorosiieHo: Pravesh Ranz%

Checked by /
IIposepeno: Pardeep Kumar

LS

[

Approved by: Manager/Executive /
Onobpeno: Menemxep f\ PyxoBomuTeib
Amit Kumar /‘\H-

-

Reprint Date:
JHara: 18.08.2025

Reprint Date:
Hara: 18.08.2025

Reprint Date:
Jara: 18.08.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560634, Teiangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mzii@drreddys.com

CIN: LB5195AP1884PLCOV4507
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Dr. Reddy's Laboratories Ltd

Formulation Unit-6
Vill. Khol, Nelagarh road, Baddi,

jomt Gl a2 = T LA
Distt. Solamn, H.P, 173 205, iNOA

CERTIFICATE OF ANALYSIS
CEPTUD®UKAT AHAJIM3A

Page 4 of 6/ CTp. 4 u3 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
HNoyxauH IOnnop®, Tabaerkn nucneprupyemuple [1is aereii], 100 mr + 125 mr

Batch No / V2501611 Batch Quantity / 1500000.0 tab /
Cepusi Ne : Pasmep cepum : 1500000.0 Tab
Analytical Report No/ 040003031490 Date of Analysis / 18.08.2025
AHaJuTHYecKHi oT4yeT Ne ; JlaTa ananu3a:

Date of Manufacture / 07/2025 Date of Expiry / 06/2030

JlaTa npon3BOACTBA : T'open go :

Analysis performed according ND / Ananu3 nposegen mo HJI: JIT1-Ne(004427)-(PT-RU)-260124

Ne Test / IlokazaTenn

Results / Pe3yabTaThl

Specification / Hopma

g | Microbial limits* / Mukpobnonornyeckas yucrora*

a) Total aerobic microbial
count / Obuice yHeao
a3pobHBIX
MUKPOOPTraHU3MOB

b) Total combined yeasts
| and mould count / O61uee
YHC0 JPOMOKEBBIX U
IeCHEBBIX TpHOOB

c) E. coli R

<100 CFU/g/ Not more than  10°CFU/g /
3
<100 KOE/r He 6onee 10° KOE/r
| . _
<100 CFU/g/ 'Not more than  10°CFU/g /|
<100 KOE/T He 6onee 10 KOE/r |
|
~ Absentin1g/ | Shall be absent in lg /

OtcyrctByeT B 1T

[OrcyTcTtBUE B 1 T

9 | Uniformity of dosage units

/ OLHOPOZHOCTE JO3MPOBAHHS

| Tbuprofen / U6ynpoden

Paracetamo) /
[Tapaueramon

2.6

35

The acceptance value (AV) should be not
more  than 150 /  Tlokazatens
Il‘lpI/IeMHeMOCTI/I (AV) pomkeH OBITb He
6onee 15,0

The acceptance value (AV) should be not
more than 150 /  Ilokasarens
npuemiemoctd (AV) HomKkeH OBITH He
6onee 15,0

Remarks: The Product conforms to ND/
ITpumeuanue: [Ipogykr coorBercTByeT TpebosanusM HJI

Opinion: APPROVED
3akarouenue: OJOBPEHO

Prepared by /
IToarorosieno: Pravesh Rana

!

Checked by /
[Tposepeno: Pardeep Kumar

C:L’?

Approved by: Manager/Executive /
Onob6peno: Menenzkep / RykoBoputens
Amit Kumar

-—

]

Reprint Date:
Jara: 18.08.2025

Reprint Date:
Hata: 18.08.2025

Reprint Date: L
Jara: 18.08.2025

Registered Office: 8-2-337, Road No. 3, Banjaia Hills, Hyderabad - 560034, Teiangana, Indin
Tel: +91 40 4900 2900, Fax: +91 40 4200 2999, Email: mail@drreddys.com
CIN: L85195AP 1 484PLCDGES07
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Formulation Unit-G
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CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIM3A

Page 50f 6/ CTp. 5u3 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
H6ykann FOuuop®, Taénerku aucneprupyemsie [ans gereii], 100 mr + 125 mr

Batch No / V2501611 Batch Quantity / 1500000.0 tab /
Cepus Ne : Pasmep cepunu : 1500000.0 Tab
Analytical Repourt No/ 040003031490 Date of Analysis / 18.08.2025
AHajinTHYecKHUil oTyeT No : Jata ananusa:

Date of Manufacture / 07/2025 Date of Expiry / 06/2030

Jara npousBoacTsa : TI'ogen g0 :

Analysis performed according ND / Auanu3s nposeaen mo HJI: JITT-Ne(004427)-(PI-RU)-260124

Test / IToxa3zaTeanb

‘Ngi

! Results / Pe3yabTaTh!

10 | Assay / KornuecrBennoe |

|ompenenenne

98.1 mg/98.1 mr

121.2 mg/121.2 Mmr

| Specification / Hopma

190.0mg to 110.0mg of CI13HIS02
\(ibuprofen) per tablet / Ot 90,0 mMr g0

110,0 mr CI13H1802 (ubynpoden) B
TabneTke
1125mg to 137.5mg of C8HINO2
(paracetamol) per tablet / Ot 112,5 Mr no
137,5mr C8HINO2 (mapaueramon) B
|Ta6neTKe

11 | Package / YnakoBka

10 tablets in PVC/Al blister. 2
blisters and patient information
leaflet in a carton. / ITo 10 Tabnerok
B Omucrep u3 IIBX/Al TIlo 2
OnUcTepa BMECTE C HMHCTPYKLHEH

|
110 tablets in PVC/Al blister. 1, 2 or 20
blisters and patient information leaflet in a
carton. / Ilo 10 Tabnerox B Onucrep u3
TMBX/Al ITo 1, 2 unu 20 6nuctepoB BMeCTe
C MHCTpYKLHeH MO MPUMEHEHHIO B MauKy

MO  TpPUMEHEHHIO B  MAdKy | KAPTOHHYIO.
KapTOHHYIO.
12, | Labeling / Mapxuporka | According to NID. / B conotreTeTRIM ¢ HJL
13 |Storage conditions / In the original packaging (blister in carton) at temperature below 25 °C. / |
| Xpanenune B oprruHansHo# ynakoBke (6ndcTep B Madke) Ipu Temrneparype He Bbiie 25 °C. ‘
14 | Shelf life / Cpox 5 years /S net |
‘ rOAHOCTH ‘

Remarks: The Product conforms to ND/
Ilpameuanne: [Iponykr coorBercTByeT Tpeboanusam HJI

Opinion: APPROVED
Zakmrouenue: OJOBPEHO

Prepared by / s
IToarorosiedo: Pravesh Rana /{

Checked by /
IIposepeno: Pardeep Kumar

C l—"

Approved by: Manager/Executive /
Onobpeno: Menemxep / Eykosomrrem
Amit Kumar /\,f

/

Reprint Date:
Jlara: 18.08.2025

Reprint Date:
Hata: 18.08.2025

Reprint Date:

Jara: 18.08.2025

Registered Of

fice: 8-2-337, Road Ne. 3, Banjara Hills, Hyderabad - S05034, Teiangana, india

Tel: +91 40 4900 2909, Fax: +91 40 4900 2999, Crmail: mail@drieddys.com

CIN: L85195APLEE4PLCOOA50T
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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
Tol : +91 92165 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUDPHUKAT AHAJIN3A
Page 6 of 6 / CTp. 6 u3 6
Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg -
H6ykaun IOunop®, Tabaerkn nucneprupyemsie [nas gereii], 100 mr + 125 mr
Batch No / V2501611 Batch Quantity / 1500000.0 tab /
Cepus Ne : Pazmep cepnn : 1500000.0 Tab
Analytical Report No/ 040003031490 Date of Analysis / 18.08.2025
AHANUTHYECKHH oTyeT No : JlaTa ananu3a:
Date of Manufacture / 07/2025 Date of Expiry / 06/2030
|laTa NpON3BOACTBA : I'onen nno :
| Analysis performed according ND / Ananus nposeaen mo HJI: JITT-Ne(004427)-(PI'-RU)-260124

* 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. / McnbiTaHHe NPOBOAUTCS TOJBKO AJIA KaxkA0i 20-H cepHu HIIM st
OJHOI CEepHH B Ioj, B 3aBHCHMOCTH OT TOr0, YTO HacTynmuT paHee. IlokaszaTejb MOMET OTCYTCTBOBATL B

cep’rmbmcaTe AHAJIN3a NIPpOU3BOAUTEJIS.

Homep cepun cybcTannuu FESA00265
nponssoantes I'JIP:

API name (INN) /
Haumenosanie A®C (VMHH): Ibuprofen / M6ynpoden Paracetamol / HapaueT;aion
API manufacturer batch number / PIRM250091 APAPE2025040269
Howmep cepuu npousoautesgs ADC:
FP Manufacturer API Batch number / :

FESA00267

Solara Active Pharma Sciences
API Manufactured by & country / Limited, India / Conapa DxTB

1poussozurent, ARC, cTpana: ®apma Caiiencus Jlumuren, Uaaus

Granules India Ltd., India /
I'panynec Uunus JIta., Uapus

Remarks: The Product conforms to ND/
IIpumeuanne: IIpoaykr cootBeTcTBYET TpeboBanusm HIL

Opinion: APPROVED
3axmouenne: OJIOBPEHO

Prepared by / Checked by /
INoxgrororneno: Pravesh Rana Z IlpoBepeno: Pardeep Kumar

-

—

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoautens

Amit Kumar A
k =

Reprint Date: Reprint Date:
Hata: 18.08.2025 Hara: 18.08.2025

Reprint Date: i
Hara: 18.08.2025

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

CIN: L85195AP1984PLCO04507
www.drredays.com




