Dr.Reddy’s Q':‘

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

. .0 NO1Cn CE 1 )
Tel:+91 JolSu 5600_0‘_

www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJIM3A

Page 1 0of 6/ CTp. 143 6

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

Noyknun I0nn0p®, TabaeTku AMcneprupyembie [nis gereii], 100 mr + 125 mr

Batch No / V2501612 Batch Quantity / 1500000.0 tab /
Cepust Ne : Pa3mep cepuH : 1500000.0 Tab
Analytical Repog’t No/ 040003031983 Date of Analysis / 18.08.2025
AnamurHyeckuii oryer No : JlaTa aHaau3a;

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

JlaTa npoM3BOACTRA : TI'ogen g0 :

| Analysis performed according ND / Ananus nposeaen nmo HJI: JII1-Ne(004427)-(PI-RU)-260124

Ne | Test/ HokasaTens | Results / Pe3yabTaTh!

Specification / Hopma

Pink round flat-faced beveled-edge
tablets with impregnations and a
|score-line on one side and
: characteristic odor. /
Kpyrisle NI0CKOLMIHHIPHYECKUE
TabneTkH  Ppo30BOrO  LBETA C
| BKpaIuIeHUsIMH, ¢ dackoii U puckoil
[ Ha ofHOIt CTOPOHE, C XapaKTepHLIM
| 3anaxom.

|

| 1 __Description/OnucaHne

Complies as prescribed/
CootgeTcTBYET

2 |Identification /
IMoaanHHOCTE

Pink round flat-faced beveled-edge tablets |
with impregnations and a score-line on one
side and characteristic odor./ Kpyrnsie

TIOCKOLMAMHIPUYECKHE TabneTKH
PO30BOTO LIBETa C BKPANJIEHUAMH, C Gackoi
U pUCKOH Ha OAHOH cropoHe, ¢

XapaKTePHBIM 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). / DBpemeHa
yIEpKUBAHUS ~ OCHOBHBIX  IIMKOB  Ha
XpoMaTorpaMMe HCIBITYEMOIO pacTBopa
JOJDKHBL ~ COOTBETCTBOBATh  BpPEMEHaM
yIOepKUBaHUs MUKOB Ha XpoMmaTorpamMme
pacTBopa CTaHJAPTHBIX obpasios
ubynpodpeHa u mnapaueramona (paszen
«KonnuecTBeHHOE ONpefeTICHUE).

Remarks: The Product conforms to ND/
ITpumeuanue: [Iponykr coorBercTBYeT TpeboBanusM HJI

Opinion: APPROVED
3akmouenue: OJOBPEHO

Prepared by / Checked by /
[ToxrorosneHo: Pravesh Rana I[Tpoeepeno: Pardeep Kumar |,

) =

Approved by: Manager/Executive /
Opobpeno: Menemkep / PykoBonntesb
Amit Kumar /\,,.-» A

¥ =

Reprint Date:
JHara: 18.08.2025

Reprint Date:
Hata: 18.08.2025

Reprint Date:
Jara: 18.08.2025
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJTHU3A
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
HNoykann IOnuop®, TabaeTKu Aucneprupyemble [1is aereii], 100 mr + 125 mr

Batch No / V2501612 Batch Quantity / 1500000.0 tab /
Cepusi Ne : Pa3mep cepuu : 1500000.0 Tab
Analytical Report No/ 040003031983 Date of Analysis / 18.08.2025
AxanuTHYecKHii oTueT No ¢ JlaTa anaju3a:

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

JlaTa npou3BoacTBa : T'open jo :

Analysis performed according ND / Ananu3 nposeaex no H/: JIT1-Ne(004427)-(PI'-RU)-260124

| Ne | Test/ MokasaTenn Results / PesyabTarnl Specification / Hopma
'3 | Average weight of tablets 369.1 mg/ 369.1 mMr 357.7 mg to 372.3 mg
/ Upeansia macca ; (365.0 mg + 2.0 %oy. /
Ta0JIETOK Complies/CogTEeCTRY e Or 357,77 mr Jo 372,3 mr
(365,0 Mr = 2,0 %)
4 |Disintegration / 00 min 31 sec/ 00 mun 31 cek | Not more than 3min /|

Pacnagaemocthb

He 6onee 3 MuH

5 |Dissolution /
PacTrBopenne

99 % to 102%

99 % to 102 %

Not less than 70 % (Q) of C13H1802
(ibuprofen) after 30 min / He menee 70 %
Q) C13H1802

(ubynpoden) uepes 30 MuH

Not less than 70 % (Q) of C8HONO2
(paracetamol) after 30 min / He menee 70 %
Q C8HINO2

(napaneramon) yepes 30 MUH

6 Dispersibility /
JAucnepcHocTb

Complies / CooTBeTCTBYeET

7 |Related substances / PoficTBeHHbIE TPUMECH

| Uniform suspension passing through the |
(710 pm - sieve s formed / O6pazyercs
OJIHOPOJIHAS  CYCHEH3Ms, [poxoJsamas
yepes CUTO ¢ pa3MepoM oTBepcTHH 710 MkM

Remarks: The Product conforms to ND/
Ipumeuanne: [Tpoaykr cooTBeTcTBYET TpeboBanuam HJJ

Opinion: APPROVED
3akmouenne: OJOBPEHO

Prepared by /
Tlonrotoeneno: Pravesh Rana /

Checked by /
Ipoeepeno: Pardeep Kumar

o

Approved by: Manager/Executive /
Onobpeno: Menemxep / PyKOBOAUTEND
Amit Kumar /\,.- \

1

Reprint Date:
Jara: 18.08.2025

Reprint Date:
Jarta: 18.08.2025

Reprint Date:
Jara: 18.08.2025
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CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIN3A

Page30f 6/ CTp. 313 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Noykaun IOnuop®, TabseTkn Aucneprupyemsie [1is aereii], 100 mr + 125 mr

Batch No / V2501612 Batch Quantity / 1500000.0 tab /
Cepus Ne : Pazmep cepun : 1500000.0 Tab
Analytical Report No/ 040003031983 Date of Analysis / 18.08.2025
AHaJHTHYeCKHH oT4eT No ; JlaTa aHau3a:

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

JlaTa mpoU3BOACTBA : TogeH no :

Analysis performed according ND / Anasu3 nposegen mo HJL: JITT-Ne(004427)-(PT-RU)-260124

Ne | Test / IlokazaTennb

Results / PesyabTaThl

Method 1/ Metogn 1
4-Aminophenol content /
OnpeneneHue coaepxanus
4-amunodeHona

0.0003 %

Method 2 / Meton 2
Determination of
Ibuprofen and Paracetamol
unidentified impurities /
Onpenenexue
HEHJICHTHGHLIMPOBAHHBIX
npuMeceii ubynpodeHa u
naparietamona

0.06%

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

0.06%

| Specification / Hopma

" 4-amin(_)phenol (paracetamol impurity) - not.
more than 0.005 %
|

| 4-aMmuHOdeHON (MpUMeECh NapalneTamonay - |

| He Oonee 0,005 %
|Any individual unidentified impurity of

\ibuprofen or paracetamol - not more than |

0.2%

| EquH4YHAas
| mpuMech HOynpodeHa uin napaueTamona -

|He Oonee 0,2 %
|

iNot more than 0.7 % / He 6onee 0,7 %

HerJeHTU UM pOBaHHASL

Remarks: The Product conforms to ND/
Ilpameuanne: [Tponykt coorBeTcTBYeT Tpedoranuam H/I

Opinion: APPROVED
3axarouenne: OJJIOBPEHO

Prepared by /
ITonrorosneno: Pravesh Rana

!

Checked by /
IIposepeno: Pardeep Kumar |
— |

<

o S

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

Amit Kumar IN />

Reprint Date:
JHara: 18.08.2025

Reprint Date:
Hara: 18.08.2025

Reprint Date: 1

Jlata: 18.08.2025
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Distt. Solan, H.P., 173 205, INDIA
-01 98165 5£001-02

Tal .
Ici .

www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIN3A

Page 4 of 6/ CTp. 41u3 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
U6ykann FOnnop®, Taénerkn aucneprupyemsie [ais gereii], 100 mr + 125 mr

Batch No / V2501612 Batch Quantity / 1500000.0 tab /
Cepnst Ne : Pa3mep cepuu : 1500000.0 Ta6
Analytical Repo:’t No/ 040003031983 Date of Analysis / 18.08.2025
AHanuTHYEeCKHIl oTdeT No : Jata apagauza:

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

Jata mpou3BoICTBA : ToaeH 10 :

| Analysis performed according ND / Ananus nposegen mo HJL: JITT-Ne(004427)-(PI™-RU)-260124

:[ Ne Test / TlokaszaTenn | Results / PesyabTaThbl ! Specification / Hopma

' g | Microbial limits* / MuxpoGuonoriueckas 4ucrora*
a) Total aerobic microbial | NA Not more than 10° CFU/g /
count / Obuiee uncIo He 6onee 10° KOE/r
arpobHBIX ‘
MITKPOOPTaHI3MOB |
[b) Total combined yeasts N NA | Not more than 10° CFU/g /
and mould count / O61ee | He 6onee 10> KOE/r
YHCJIO APONOKEBBIX U ‘
TJIECHEBBIX IPHOOB .
¢) E. coli NA 'Shall be  absent in lg /

! |OTcyTCTBI/Ie Blr
9 | Uniformity of dosage units / OTHOPOAHOCTb JO3UPOBAHHS R R

| Tbuprofen / U6ynpoden

N 2.8

Paracetamol /
[Tapaueramon

3.9

[ The acceptance value (AV) should be not
| more than 15,0 /  Ilokasarens
| mpuemnemoctt (AV) pomkeH OBITH He
| 6onee 15,0

The acceptance value (AV) should be not
'more  than 150 / Ilokasatens
|aneMneMocm (AV) npomxeH ObITb HE
|6onee 15,0

Remarks: The Product conforms to ND/
Ilpumeuanne: IIpogykt cooTBeTcTBYET TpeboBanuam HJI

Opinion: APPROVED
3akmouenne: OJJOBPEHO

Prepared by /
IToarorosneno: Pravesh Rana

Z ITposepeno: Pardeep Kumar |
:

Checked by /

e ——

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

Amit Kumar /\"/k,

Reprint Date:
Hata: 18.08.2025

Reprint Date:
Jara: 18.08.2025

Reprint Date:  {
Jlara: 18.08.2025
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CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIM3A

Page 50f6/CTtp. 513 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
H6ykaun FOnnop®, Tabaerku aucneprupyembie s gereii], 100 mr + 125 mr

Batch No / V2501612 Batch Quantity / 1500000.0 tab /
Cepust Ne : Pa3mep cepun : 1500000.0 Tab
Analytical RepOft No/ 040003031983 Date of Analysis / 18.08.2025
AnajJuTudeckuii otuet Ne : JlaTa anaau3za:

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

JarTa npou3BoacTBa : T'ogen no :

Analysis performed according ND / Ananin3 nposeaen mo HJI: JIT1-Ne(004427)-(PI'-RU)-260124

‘ Ne | Test / IToxazaTens

l Results / PesyabTaTsl

| Specification / Hopma

Assay / KosiudecTBeHHOE
onpenejieHue

10

99.6 mg / 99.6 mr

123.0 mg/ 123.0 Mmr

190.0mg to 110.0mg of C13H1802
(Ibuprofen) per wblet / Or 90,0 M1 10|
110,0 mr CI13H1802 (ubynpodeH) B
TabJeTKe

112.5mg to 137.5mg of C8HINO2
(paracetamol) per tablet / Ot 112,5mMr go

137,5mMr C8HI9NO2 (napaueramon) B
TabneTke
| 11 |Package / Ynakoska 10 tablets in PVC/Al blister. 2|10 tablets in PVC/AI blister. 1, 2 or 20
blisters and patient information |blisters and patient information leaflet in a
, leaflet in a carton. / ITo 10 tabnerok | carton, / [MTo 10 taGnerok B Gnucrep M3
| B Omucrep u3 I[IBX/Al. Mo 2|TIBX/AL Io 1, 2 wum 20 GnmcTepos BMecTe
fnycTepa BMeCTe ¢ MHCTPYKLUMEH | ¢ MHCTPyKUMEll no NPHMEHEHHIO B NAUKY
N0  OPUMEHEHHIO B  MAYKY | KAPTOHHYIO.
KapTOHHYIO.
12 |Labeling / MapkupoBka |According to ND. /B cootsetctBun ¢ HJI.
13 |Storage conditions / |In the original packaging (blister in carton) at temperature below 25 °C. /
XpaHeHHe B opuruHaisHOM yiakoBke (OnUcTep B riauke) MpH TeMneparype He Bbie 25 °C.
14 |Shelf life / Cpox 5 years /5 neT
|roanocTH

Remarks: The Product conforms to ND/
Ipumeuanue: [TpoaykT cooTBeTcTByeT TpeboBanuam HJI

Opinion: APPROVED
3akmouenue: OJOBPEHO

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

Tonroroeneno: Pravesh Rana [ [Iposepeno: Pardeep Kumar p Onobpeno: Menempkep / P)HKOBO,HI/ITGIIL
- = Amit Kumar -/\ —

Reprint Date: Reprint Date: Reprint Date:

Hara: 18.08.2025 Hata: 18.08.2025 Jara: 18.08.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A

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 6 of 6 / CTp. 6 u3 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
M6ykann IOuop®, TabreTkn qucneprupyemsie [auis geteid], 100 mr + 125 mr

Batch No / Batch Quantity / 1500000.0 tab /
Cepus Ne : NELEAS Pasmep cepun : 1500000.0 Tab
Analytical Repourt No/ 040003031983 Date of Analysis / 18.08.2025
AHaquTHYecKHH oTueT No : JlaTa aHasu3a:

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

JlaTa npou3BoACTBA : T'ogen o :

Analysis performed according ND / Anaans nposeaen mo HJI: JITT-Ne(004427)-(PT-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 MPOBOAUTCS TOJbKO AN Kaxaoi 20-i cepun uiam anst
OJHOI CepHH B roji, B 3aBHCHMOCTH OT TOrO, YTO HACTYNMT paHee. IlokasaTeilbr MOMKET OTCYTCTBOBATE B

CepTH(l)HKaTe AHAJ/IH3A IPOU3BOAHUTEIA.

npousBogutesa I'JIdD:

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

ITponssoantens A®C, cTpana: ®apma Caitencus Jlumuren, UHaus

"API pame (INN) /

Hamnmenoparue ADGC (VEH): Ibuprofen / U6ynpoden Paracetamol / Ilapaneramon
API manufacturer batch number / PIBM250091 APAPE2025040269
Homep cepun npoussogurensa APC:

FP Manufacturer API Batch number /

Homep cepuu cyGeTannun FESA00265 FESA00267

Granules India Ltd., India /
I'panynec Unaus JIta., Uaaus

Remarks: The Product conforms to ND/

JIpumeyanue: ITponykT coorBeTcTBYeT Tpebopanusm HJI

Opinion: APPROVED
3axmouenue;: OJOBPEHO

IToarorosneno: Pravesh Rana

Prepared by / /| Checked by /
// ITposepeno: Pardeep Kumar

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

Amit Kumar A A )

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

Reprint Date: v
Hara: 18.08.2025
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