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CERTIFICATE OF ANALYSIS
CEPTUD®UKAT AHAJIU3A

Page1of 6/Ctp. 113 6

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

NoyKkauH IOuuop®, TabaeTkn Aucneprupyemple [nis gereii], 100 mr + 125 mr

Batch No / Batch Quantity / 1500000.0 tab /
Cepust Ne : V2500434 Pa3mep cepHH : 1500000.0 Tab
Analytical Report No/ 040002851556 Date of Analysis / 19.03.2025
AHalgTHyeckuii oTyeT Ne : JaTa anajnza:

Date of Manufacture / 03/2025 Date of Expiry / 02/2030

JlaTa npon3BOACTBA : | T'open go :

Analysis performed according ND / Anann3s nposeaen nmo HJI: JIT1-Ne(004427)-(PT'-RU)-260124

Test / Iloka3aTen

[.N'gl

Results / Pe3yasTaTsl

]

Specification / Hopma

1 Descri_pEon / Onucanue

Identification /
IMoatmHHOCTDH

Pink round flat-faced beveled-edge
tablets with impregnations and a
score-line on one side and
characteristic odor. /
Kpyrible mIocKOUMIHHAPUYECKHE
TabNeTKH  PO30BOro  IBeTa C
BKparIeHUAMH, ¢ packoil U pUCKOi
Ha OIHOM CTOPOHE, C XapaKTEPHBIM
3aMaxoM.

Complies as prescribed/
CoOTBeTCTBYET

Pink round flat-faced beveled-edge tablets |
with impregnations and a score-line on one |
side and characteristic odor./ Kpyrnsie|
MTOCKOIHIMHAPHUYECKHE TabneTk |
PO30BOr0 L[BETA C BKpAlJICHHIMH, C hackoil
U puckoil Ha OAHOH CTOpPOHE, ¢
!XapaKTeprIM 3aMaxoM.

| 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
YICP)KUBAHHS ~ OCHOBHBIX  I[IMKOB  Ha
XpOMaTorpaMMme HCIBITYEMOIO DPacTBOpa
JO/DKHBI ~ COOTBETCTBOBATH  BpEMEHAM
yICepPKUBAHUS MUKOB Ha XpOMarorpamme
pacTBOpa CTaHJAPTHBIX 06pazios '
ubynpodena u napaueramona (paszen
«KonnvecTBeHHOE ONpENENEeHHEY).

Remarks: The Product conforms to ND/
IIpumeuanne: ITpoaykr cootBeTcTBYeT TpeboBaHusam HJI

Opinion: APPROVED
3akarouenne: OJOBPEHO

Prepared by /

Lz

Hoxrotosinero: Yogesh €hauhan

Checked by /
IIpoeepeno: Santosh Kumar
Maurya

Approved by: Manager/Executive /
Onobpeno: Menemwxkep | PykoBonutens

Reprint Nate: =

Hata: 19.03.2025

Reprint Date:
Jara: 19.03.2025

Amit Kumar /\h_- L’ :
_/
|

Reprint Nate:
Hara: 19.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hvderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4800 2999, Email: maii@drreddys.com

CIN: L85195AP1984PLCODAS0 T
www.dneddys.com
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CERTIFICATE OF ANALYSIS
CEPTUGHKAT AHAJIU3A

Page2 of 6/ CTp. 213 6

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

H6ykaun FOrnop®, TabneTku aucneprupyemble [ais aereii], 100 mr + 125 mr

Batch No / Batch Quantity / 1500000.0 tab /
Cepusa No : e Pa3zmep cepun : 1500000.0 Tab
Analytical Repo:‘t No/ 040002851556 Date of Analysis / 19.03.2025
AnanuTHdeckuii oryer Noe : JaTa aHaausa:

Date of Manufacture / 03/2025 Date of Expiry / 02/2030

JlaTa npou3BOACTEBA : T'open no :

Analysis performed according ND / Auanns nposegen mo HJI: JITI-Ne(004427)-(PI-RU)-260124

No Test / IToxa3zarean !

Results / PesyabTaTsl

Specification / Hopma .

3 }:vera_ge weight of tablets
/ CpenHssa macca
TabieTok

4 | Disintegration /
Pacnagpaemoctb

5 |Dissolution /
PactBopenue

365.4 mg/ 365.4 mr

Complies/CooTBETCTBYET

00 min 26 sec / 00 MuH 26 cex

357.7 mg to 372.3 mg
(365.0 mg + 2.0 %). /
Ot 357,77 mr J0 372,3 Mr
(365,0 Mr + 2,0 %)

Not more than 3 min /

He 6onee 3 Muu

100 % to 103%

99 % to 101 %

Not less than 70 % (Q) of CI13H1802
(ibuprofen) after 30 min / He menee 70 %
Q C13H1802

| (ubynpoden) yepes 30 MuH

Not less than 70 % (Q) of C8HINO2
(paracetamol) after 30 min / He menee 70 % |
Q) C8HIONO2
(napauetamon) uepes 30 MUH

|
!
6 | Dispcrsibility / o
JlucnepeHocTh

7 |Related substances / PoncTenHble

Complies / CooTBeTCTBYOT

Uniform suspension pasging through the
710 um sieve is formed / O6pa3syetcs
ONHOpPOAHAs  CYCHEH3HA, MpPOXOJslas
yepes CUTO ¢ pazMepoM oTBepcTHii 710 MM

npuMecH

Remarks: The Product conforms to ND/
Ilpumeuanne: IIpoayKT COOTBETCTBYET

Tpedosanusm HJJ

Opinion: APPROVED
Zakawuenne: OJIOGPEHO

Prepared by / Che
IToxrorosneno: Yogesh Chauhan
‘.‘V -

ITposepeno: Santosh Kumar
Maurya

cked by /

a2

Approved by: Manager/Executive /
Onobpeno: Meneaxep / PykoBoauTens

Amit Kumar
/
=

'f,;v'"' /f
Reprint Date:

Jlara: 19.03.2025

Reprint Date:
Jlara: 19.03.2025

Reprint Date:
Jara: 19.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560634, felangana, India
Tel: +91 40 4900 2900, Fax: +91 30 4200 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCONA507

wiww.dt redays.com
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CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIU3A

Page3of 6/CTp. 3u3 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
U6yxann FOunop®, Tabnerkn aucneprupyemsie [nis gereii], 100 mr + 125 mr

Batch No / Batch Quantity / 1500000.0 tab /
Cepust Ne : et Pasmep cepuu : 1500000.0 Tab
Analytical Repo:‘t No/ 040002851556 Date of Analysis / 19.03.2025
AHanuTuyeckuii oTuyer No : JlaTa anaym3a:

Date of Manufacture / 03/2025 Date of Expiry / 02/2030

JlaTa npon3BoACTBa : I'onen go :

Analysis performed according ND / Anasu3s nposeaen no HJL: JITT-Ne(004427)-(PI™-RU)-260124

No Test / Iloxa3zarean

Method 1/ Meton 1

4-Aminophenol content /
|Onpe,uenemzle conepxanus |
I4—aMl/IHOd)eHOJ'la

Method 2 / Metoz 2
Determination of
Ibuprofen and Paracetamol
unidentified impurities /
Onpepenexue
HEeUACHTUDHUUPOBAHHBIX
npuMeceii ubynpodena u
| napateramorna

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

Results / PesyabTaTthl

Specification / Hopma

0.0001 %

Below LOQ (LOQ =0.05 %) /
Huke npenena KOMMUeCTBEHHOTO
onpeaenenns (ITKO = 0.05 %)

0.0001%

g |Microbial limits* / Muxpo6uonorndyeckas 4ucrora*

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

4-amuHOdeHON (IpUMech MapaueTamona) -
He OoJiee 0,005 %

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

Enunundnas HEHUACHTHQULIUPOBAaHHAS
npumech HOynpodeHa UK napaueTamosna -
He 6onee 0,2 %

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

a) Total aerobic microbial
count / Ob1iee 4ucio
aspobHbIX
MHKPOOPraHU3MOB

NA

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

Remarks: The Product conforms to ND/
ITpumeuyanne: [Tpoaykr coorBeTcTBYeT TpebGoBanusam HJJ

Opinion: APPROVED
3aknwyenne: OJOBPEHO

Prepared by /
IToaroToBneHo: Yng Chauhan

/

Checked by /

Iporepeno: Santosh Kumar _
Maurya @_

Approved by: Manager/Executive /
Onobpeno: Menemxep / PymBo,uHTenb
Amit Kumar i

4

Reprint Date: [/’
Jara: 19.03.2025

Reprint Date:
JlaTa: 19.03.2025

Reprint Date: !

Jara: 19.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 5040034, Telangana, India
Tel- 491 40 4900 2900, Fax: +91 40 4200 2999, Email: maii@drreddys.com

CIN: L85195AP198IPLCO04507
wwLdrreuuy's.com
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CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIA3A

Page4 of 6/ CTp. 4u3 6

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

NoykanH IOnnop®, Tabnerku gucneprupyemble [ans aereii], 100 mr + 125 mr

Batch No/ Batch Quantity / 1500000.0 tab /
Cepust Ne : et Pasmep cepun : 1500000.0 Tab
Analytical Repourt No/ 040002851556 Date of Analysis / 19.03.2025
AHAIMTHYECKHH 0T4eT Ne : JlaTa apasmsa:

Date of Manufacture / 03/2025 Date of Expiry / 02/2030

JlaTa npoH3BOACTBA : | T'onen no :

Analysis performed according ND / Ananu3 nposenen mo HJI: JIT1-Ne(004427)-(PI'-RU)-260124

Ne Test / IlokazaTennb

Results / PesyabTaTsl

' Specification / Hopma

b) Total combined yeasts
and mould count / Ob1ee
YHCJIO IPOXOKEBBIX U
MJIECHEBBIX TpUOOB

ﬁ. coli

NA Not more than 10° CFU/g /
He 6onee 10” KOE/r |
N NA  be absent in lg /

|

|

I Shall
IOTcyTCTBI/Ie Blr

9 I—Uniformity of dosage units / OAHOPOAHOCTE AO3UPOBAHUSA

[ToxkazaTtenn

10
olpeje/IeHHe

Ibuprofen / UOynpoden 2.0 The acceptance value (AV) should be not
more  than 150 /
npHemiieMoctd (AV) gnomxeH OBITH He
Gouee 15,0

Paracetamol / 3.1 The acceptance value (AV) should be not|

[Mapaneramon more than 15.0 /
npuemnemoctd (AV) nomxeH OBITH He
Ooee 15,0

Assay / KonnyectBenHoe | 99.6 mg/ 99.6 mr 90.0mg to 110.0mg of C13H1802

121.3 mg/ 121.3 mMr

ITokazaTens

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

110,0 mr C13H1802 (ubynpoden) B
TabneTke
1125mg to 137.5mg of C8HSNO2

(paracetamol) per tablet / Ot 112,5 mr Llo‘

Remarks: The Product conforms to ND/
ITpumeuanne: [Iponyxr coorBercTByeT TpeboBanusaM HJL

Opinion: APPROVED
3axmouenne: OJJOBPEHO

Hara: 19.03.2025

Hara: 19.03.2025

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

[Toxrorosnexo: Yoges}kﬁ'hauhan IIporepeno: Santosh Kumar 4 Onobpeno: MGHCLDKCP/&{{)BOI{HTEIIB
/ / Maurya I Amit Kumar {\( A

Reprint Dute: Reprint Dawe: Repriut Dute.

Jata: 19.03.2025

Registered Office: 8-2-337, Road No. 3

, Banjara Hills, Hyderabad - 500034, Telangana, India

Tel: +91 40 4900 2909, Fax: +91 40 4900 2999, Email: maii@drreddys.corn

CIN: L85195AP1984PLC0OAS0T
www.diredays.com
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CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIA3A

Page 50f 6/ CTp. S5u3 6

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

N6yknaun FOunop®, Tabaerkn gucneprupyembie [nst aereii], 100 mr + 125 mr

Batch No / Batch Quantity / 1500000.0 tab /
Cepus Ne : s Pasmep cepun : 1500000.0 Tab
Analytical Repo:’t No/ 040002851556 Date of Analysis / 19.03.2025
AHajuTHYecKHii oTueT No : Jata anajiu3a:

Date of Manufacture / 03/2025 Date of Expiry / 02/2030

JaTa npou3BoacTBa : I'open go :

Analysis performed according ND / Anaau3s nposenen no HJI: JITT-Ne(004427)~(PI'-RU)-260124

| Specification / Hopma |

Ne Test / [TokasaTeJsb Results / Pe3yabTaThl
137,5mr C8HY9NO2 (mapaueramon) B
Tabnerke
11 | Package / YmakoBka 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. / ITo 10 Tabnetok | carton. / Ilo 10 Tabnetox B Oaucrep U3

B Onucrep u3 I[IBX/Al. Tlo 2|IIBX/Al Ilo 1,2 unun 20 61McTepOB BMeCTe
|6rcTepa BMeECTe ¢ HHCTPYKLHEH | ¢ WHCTpYKUMEH MO NMPUMEHEHHIO B MayKy
0O  MpUMEHEHHIO B  MadKy | KAPTOHHYIO.

KapTOHHYIO.
12 |Labeling / MapkupoBka | According to ND. /B cootsercTsun ¢ HJI.
13 |Storage conditions / In the original packaging (blister in carton) at temperature below 25 °C. / .
XpaHeHune B opurusansHoii ynakoBke (61ucTep B madke) Mpy Temnepatype He Boiue 25 °C. |
14 | Shelf life / Cpok 5 years / 5 ner
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 MPOBOAMTCS TONBKO AJIs1 KamaoH 20-k cepuH HIH 1T
OJHOM Ccepud B roJi, B 3aBHCHMOCTH OT TOro, 4To HacTynur paHee. IlokasaTenqp MoMKeT OTCYTCTBOBATH B
cepruduKaTe AHAIH32 IPOH3BOAHTEII.

Remarks: The Product conforms to ND/ Opinion: APPROVED

Ilpumeuanne: [IpoaykT coorBeTcTBYET TpeboBaHusam HJJ 3akmouenue: OJJOBPEHO

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

IMoarotoeneHo: Yogesh Chauhan | [Tporepeno: Santosh Kumar - Onobpeno: Menemxkep / Pymaom&‘renb
Z//ﬁ/ Maurya i/i | Amit Kumar /\(/

Reprint Date: <~ Reprint Date: Reprint Date:

Jara: 19.03.2025 Hara: 19.03.2025 Hara: 19.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hvderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2993, Email: maii@drreddys.com
CIN: L85195AP1984PLCO04507
www.direddys.com
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CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIN3A

Page 6 of 6/ CTp. 6 13 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
UGykaun IOuuop®, Taénerky aucneprupyemsie [1as aereii], 100 mr + 125 mr

Batch No / Batch Quantity / 1500000.0 tab /
Cepus Ne : el Pasmep cepuu : 1500000.0 Tab
Analytical Repourt No/ 040002851556 Date of Analysis / 19.03.2025
AHaquTHYecKHH oTueT No : JlaTa anaau3za:

Date of Manufacture / 03/2025 Date of Expiry / 02/2030

JlaTa npou3BOACTBA @ TI'ogen 1o :

Analysis performed according ND / Anasu3 nposegen mo HJI: JITI-Ne(004427)-(PI'-RU)-260124

| API name (INN)/ !
Hammenosamne AGC (VHH): Ibuprofen / U6ynpoden Paracetamol / I1apatietamon
API manufacturer batch number / PIBM240221 APAP/24081243

Homep cepnn npouzsogurtens APC:

FP Manufacturer API Batch number /
Homep cepuu cydcTaHuHn FERAO00741 FERAO00703

nponspogutens I'JID:

Solara Active Pharma Sciences Granules India Ltd., India /
Limited, India / Conapa DxtuB I'panynec Unpus JIta., naus
®apma Caiiencus Jlumuren, Muans

API Manufactured by & country/
Ipoussogurens AD®C, cTpana:

Remarks: The Product conforms to ND/ Opinion: APPROVED

IIpumeyanue: I1pofykT cooTBeTcTBYET TpeboBanusam HJI 3akmwyenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

[TogrorosneHo: Yoj;}l} Chauhan | IIporepeno: Santosh Kumar p Onob6peno: Menejpiep / PykoBoaUTeNb

/ Maurya @ Amit Kumar
-

Reprint Date: w Reprint Date: Reprinl Dale: '

Hata: 19.03.2025 Hata: 19.03.2025 Hara: 19.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500634, Telangana, Indiz
Tel: +01 40 4900 2900, Fax: +91 30 4200 2999, Email: maii@drreddys.com
CIN: L85 195AP1654PLCO0A507
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