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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A

Page 1 of 6/Crp. 143 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
U6y kaun FOunop®, Tabaerku aucneprupyemsbie [nas gereii], 100 mr + 125 mr

Batch No / Batch Quantity / 1500000.0 tab /
Cepus Ne : V2500910 Pasmep cepun : 1500000.0 Tab
Analytical Repovrt No / 040002935775 Date of Analysis / 30.06.2025
AHanauTH4ecKkuii oTyeT Ne : JaTa aHanuza:

Date of Manufacture / 04/2025 Date of Expiry / 03/2030

JlaTa npou3BOACTBA : I'ogen fo :

No
1

Analysis performed according ND / Ananus nposeaen mo HJL: JITT-Ne(004427)-(PT"-RU)-260124

Test / IToxa3zaTenn

Description / Onucanue 'Pink round flat-faced beveled-edge

Identification /
INogauHHOCTDL

| Results / Pe3yjbTaThl

tablets with impregnations and a
score-line on one side and
characteristic odor. /
| Kpyrisle maOCKOUMIHHAPUHYECKHE
|TabNeTkn  pO30BOrO  LBETA  C
BKpanjeHusmMU, ¢ Gackoil n puckoi
Ha OJIHOM CTOPOHE, ¢ XapaKTepPHbIM
3aMaxoM.

Complies as prescribed/
CooTBETCTBYET

Specification / Hopma

Pink round flat-faced beveled-edge tablets
with impregnations and a score-line on one
side and characteristic odor./ Kpyribie
IIOCKOLIMITMHAPUYECKHE TabneTky |
PO30BOTO 1|BETa C BKPAIUIEHUSIMHU, C (HacKOH
M pHUCKOM Ha ONHOH CTOPOHE, C
XapaKTepHbIM 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
land paracetamol reference standards
solution (Assay section). / Bpemena
yIepKWUBAHHSA  OCHOBHBIX  NHMKOB  Ha
XpOMATOrpaMMe HCIBITYEMOro pactBopa
JIOJUKHBI  COOTBETCTBOBAaThH  BpEMEHaM
yIepKUBAHUS THKOB Ha XpOMarorpamme
pacTBOpa CTaHAAPTHBIX 00pa310B
ubynpodeHa W mnapaueramona (paszen
«KonuuecTBeHHOE OMPENCICHUE).

Remarks: The Product conforms to ND/
IIpumeuanue: IIponyxr coorBeTcTByeT Tpedosanusam HJI

Opinion: APPROVED
3aknwuenne: OJOBPEHO

Prepared by /
Hoxroroeneno: Yogesh Chauhan

/4

Checked by /
IIpoeepeno: Rama Kant

Approved by: Manager/Executive /
Onobpeno: Meremxep / PyxoBonutesb
Amit Kumar 3

_,1"‘\_' i --—-"'"
4

Reprint Date:
Hara: 30.06.2025

b/

Rulo2
Reprint Date: \

Harta: 30.06.2025

Reprint Date: J

Jara: 30.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +31 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTH®UKAT AHAJIN3A

Page2of 6/ CTp. 2 43 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
N6ykaun IOnnop®, Tabaerku aucneprupyembie [nis aereii], 100 mr + 125 mr

Batch No / Batch Quantity / 1500000.0 tab /
Cepus Ne : RV Pasmep cepud : 1500000.0 Tab
Analytical Repog‘t No / 040002935775 Date of Analysis / 30.06.2025
AHaJTHYeckHii oTyeT No : JlaTa ananusza:

Date of Manufacture / 04/2025 Date of Expiry / 03/2030

JaTta npoussoacTBAa : \ I'ogen po :

Analysis performed according ND / Auanu3 nposegen no HJ/: JIIT-Ne(004427)-(PI-RU)-260124

' Specification / Hopma

Ne Test / Iloka3aTenb ‘ Results / PesyabTaThl
| 3 |Average weight of tablets | 364.0 mg/ 364.0 mr 357.7 mg to 372.3 mg|
/ Cpeansisi macca ’ (365.0 mg =+ 2.0 %). /
Ta0JIeTOK Complies (CopNBERarBycN Ot 357,77 Mr Jo 372,3 Mr
(365,0 Mr = 2,0 %)
4 | Disintegration / 00 min 38 sec/ 00 myun 38 cex | Not more than 3min  /
PacnapaemocTb He 6onee 3 mun
|

5 |Dissolution /
| PacTrBopenne

99 % to 102%

98 % to 100 %

6 | Dispersibility /
JucnepcHocTh

Complies / CooTBETCTBYET

7 |Related substances / PoacTBeHHbIe MprMecH

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

(bynpoden) uepes 30 MuH

Not less than 70 % (Q) of C8HINO?2
(paracetamol) after 30 min/ He menee 70 %
Q C8HINO2

|Uniform suspension passing through the

‘ yepes CUTO ¢ pa3MepoM OTBepcTHiH 710 MKkM

(napauertamon) uepes 30 MUH

710 um sieve is formed / O6Gpazyercs
OJTHOPOJHAsL  CYCIEH3Ms, TNpPOXOAsIas

Remarks: The Product conforms to ND/
Hpumeyanne: [IpoaykT cooTBercTBYeT TpeboBanusM HJI

Opinion: APPROVED
3axkmouenne: OJOBPEHO

Prepared by /
TloarorosneHo: Yogesh

J
/
v

Checked by /
Chauhan | ITpoBepeno: Rama Kant

e ]

Approved by: Manager/Executive /
Onobpeno: Menemkep / PykoBonuTeNb
Amit Kumar A= A

e

Reprint Date: 7

Jata: 30.06.2025

Reprint Date:
Hara: 30.06.2025

Reprint Date:
Jara: 30.06.2025

Registered Office: 8-2-337, Road Ne. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +21 40 4900 2900, Fax: +91 46 4900 2999, Email: mail@drreddys.com

CIN: L85125AP1984PLCO04507

www.drreddys.com
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Formulation Unit-©

vill. Khol, Nalagarh Read, Baddi,
Distt. Solan, H.P., 173 205, iNDiA
Tel: +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A

Page30of 6/ CTtp. 336

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
H6yknun FOunop®, Tabnerkn aucneprupyemsie [1uis gereii], 100 mr + 125 mr

Batch No / Batch Quantity / 1500000.0 tab /
Cepus Ne : WSUNE Pa3mep cepuu : 1500000.0 Tab
| : s

[Analytical Report No / 040002935775 Date of Analysis / 30.06.2025
[AHaauTHYeckHit oTueT Ne : JlaTa ananuza:

[ .

Date of Manufacture / 04/2025 Date of Expiry / 03/2030

JlaTa npou3BOACTBA : TI'onex 1o :

[Analysis performed according ND / Auasnus nposeagen no HJI: JIT1-Ne(004427)-(PI-RU)-260124

N |

Test / [Tokazarennp

Method 1 / Metog 1
4-Aminophenol content /
OnpeneneHue coaepxanms
4-amuHodeHoNa

Determination of
Ibuprofen and Paracetamol
unidentified impurities /
Onpepenenue
HeuAeHTU UL POBAHHBIX
npuMeceii ubynpodeHa u
nmapaneraMoJia

1+Method 2) / Cymma
npuMmeceii (Merton 1 +
Meton 2)

Total impurities (Method

‘ Results / PesyabTaThl

0.0001 %

‘Method 2 / Metox 2

0.03%

0.03%

| Specification / Hopma

i4-aminopTol(mracetamol impurity) - not
‘ more than 0.005 %

4-amutodeHon (npuMecs napaueramona) -
He 6onee 0,005 %

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

EnuHuuHas HeHJIeHTUDHLIMPOBaHHAS
npuMech ubynpodeHa HiIH napaleTamona -
He 6onee 0,2 %

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

Remarks: The Product conforms

to ND/

IIpumeuanue: [Ipoaykr coorBeTcTBYeT TpeboBaHuAaM HJL

Opinion: APPROVED
Zaxnwuenne: OJJOBPEHO

Prepared by /

IToarorosneno: Yogesh Chauhan

V
V.

Checked by /
IIpoBepeno: Rama Kant

Approved by: Manager/Executive /
Opnobpeno: Mernemxep / P{'KUBOHHTGIIB

Amit Kumar {;\\4 -

Reprint Date:
Hata: 30.06.2025

T
Reprint Date: '

Hara: 30.06.2025

Reprint Date:
JHara: 30.06.2025

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: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr. Reddy's Laboratories Ltd.
’ ... Formulation Unit-6
DI'. Reddy S & ‘\/’l‘ll..Khoi, Nalagarh Read, Baddﬁn,
' Distt. Solan, H.P., 173 205, INDIiA
Tel: +91 98166 56001-02

www.drreddys.cam

CERTIFICATE OF ANALYSIS
CEPTH®UKAT AHAJIU3A
Page 4 of 6/ CTp. 4 u3 6
Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
M6y kaun JOuuop®, TabneTku gucneprupyembie [as gereii], 100 mr + 125 mr
Batch No / Batch Quantity / 1500000.0 tab /
Cepus Ne : puil Pasmep cepun : 1500000.0 Tab
Analytical Rep0}‘t No/ 040002935775 Date of Analysis / 30.06.2025
AuajuTnyeckuii oTyer Ne : Jara anain3a:
Date of Manufacture / 04/2025 Date of Expiry / 03/2030
Mara npoussoacTBa : T'onen 1o :
Analysis performed according ND / Anaqu3 nposeaen mo H/I: JITT-No(004427)-(PI'-RU)-260124

Specification / Hopma

Ne Test / IlokazaTenn ‘ Results / PesyabTaTsl

' g |Microbial limits* / Mukpobuonorudeckas yucrora* o
a) Total aerobic microbial | NA Not more than 10°CFU/g  /
count / Obuiee 4nucio He 6onee 10° KOE/r
a’3pobHbIX |
MHKPOOPTaHH3MOB
b) Total combined yeasts NA 'Not  more than 10* CFU/g /
and mould count / Ob1uee He 6onee 10> KOE/r

YUCIIO APOXOKEBBIX U

TUTECHEBBIX rPUOOB
¢)E.coli | N NA Shall be absent in lg /
OtcytcrBue B 1 1
9 Uniformity of dosage units / OnHOPOAHOCTD nosnpOBaﬁnﬂ_ o
Tbuprofen / U6ynpoden | 1.5 The acceptance value (AV) should be not
| more  than 15.0 /  Ilokazatens
npuemnemMoctd (AV) nomkeH ObITh He
6onee 15,0
L |
Paracetamol / 2.5 ' The acceptance value (AV) should be not
[Tapaneramon more  than 15.0 /  IlokazaTens
npuemieMoctd (AV) nomkeH OBITH He
|ﬁnneﬁ 15,0
Remarks: The Product conforms to ND/ Opinion: APPROVED
IIpumeuanmne: I1poaykt cooTBeTCTBYET TpeboBanusam HJ 3axkmwyenre: OJOBPEHO
{| Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosineno: Yogesh Chauhan | IIpoepexo: Rama Kant Onobpero: Menemkep / PykoBoauTens
A Amit Kumar A
Vi el A
Reprint Date: L Reprint Date: ! Reprint Date: {
Jarta: 30.06.2025 Hara: 30.06.2025 Harta: 30.06.2025

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: mail@drreddys.com
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Dr. Reddy's Laborateries Lid.
Formulation Unit-6

[ T
Dr. Reddy’s ‘.0. vill. Khol, Nalagarh Read, Baddi,

Distt, Solan, H.P.,, 173 205, iNDIA
Tal : +91 92166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIM3A

PageSof 6/Ctp. S5u3 6

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

M6y kaun FOuuop®, Tabaerkn qucneprupyemsie [ans aereii], 100 mr + 125 mr

Batch No/ Batch Quantity / 1500000.0 tab /
V2500910

Cepun Ne : Pasmep cepuH : 1500000.0 Tab

Analytical Repo:‘t No / 040002935775 Date of Analysis / 30.06.2025

AvaauTHyeckuii oryer Ne : JlaTa anann3a:

Date of Manufacture / 104/2025 Date of Expiry / 03/2030

‘ZIaTa NPOU3BOJICTBA : | Togex no :

| Analysis performed according ND / Anaaus nposegen mo H: JIIT-No(004427)-(PI'-RU)-260124

| M | Test/Moxazatenw Results / PesyabTaTnbl Specification / Hopma

10 |Assay / KonnuecTBeHHOE 98.6 mg/ 98.6 mr 90.0mg to 110.0mg of CI3HI802
|onpenenenne (ibuprofen) per tablet / Ot 90,0 Mmr no
110,0 mr CI13H1802 (ubynpoden) B

Tabnetke
121.3 mg/ 121.3 mr 112.5mg to 137.5mg of C8HINO2
! ' (paracetamol) per tablet / Ot 112,5 Mr mo
' 1137,5mr C8HO9NO2 (napaueramon) B

, . | TabneTke
11 |Package / YnakoBka 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. / [To 10 Tabnerok | carton. / [To 10 tabnetok B Gmucrep M3
B Gmucrep us IIBX/AL Tlo 2|IIBX/AlLIlo 1,2 umm 20 OnicTepoB BMECTE
OnMcTepa BMecTe C WMHCTPYKIUHEH | ¢ HHCTPYKLMEH MO NpHUMEHEHHIO B MUKy
N0  NPUMEHEHMI0O B  MAyKy | KAPTOHHYIO.

| KapTOHHYIO.
12 Labeling / MapkupoBka |According to ND. / B coorsetcTeuu ¢ HJI.
13 |Storage conditions / 'In the original packaging (blister in carton) at temperature below 25°C. / |
Xpanenne B opurnHansHoit ynakoske (6ictep B nayke) Mpu Temneparype He Boiie 25 °C.
" 14 [Shelflife / Cpox 5 years / 5 net
rOJHOCTH
Remarks: The Product conforms to ND/ Opinion: APPROVED
IIpumeuanne: [IponykT coorBeTcTByeT TpebosanusaM HJI 3akmouyenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToaroroeneno: Yogesh Chauhan | Ilposepeno: Rama Kant Onobpeno: Menenxep / Py\I{OBOIH/ITeJIL
_ Y : Amit Kumar .
./)/// k&\fm’[‘i' N——
Reprint Date: L Reprint Date: \ Reprint Date: !
Jlara: 30.06.2025 Hara: 30.06.2025 Hara: 30.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +21 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIA3A

Dr. Reddy's Laborateries Ltd.

Formulation Unit-6

vill. Khol, Nalagarh Read, Baddi,
Distt. Solan, H.P.,, 173 205, INDiA
Tol; +61 23166 5€001-02
www.drreddys.com

Page 6 of 6/ CTp. 6 u3 6

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

M6y kinn FOnnop®, TabieTkn qucneprupyembie [ps aereiil, 100 mr + 125 mr

Batch No / Batch Quantity / 1500000.0 tab /
Cepus Ne : e Pasmep cepun : 1500000.0 Tab
Analytical RepO}‘t No/ 040002935775 Date of Analysis / 30.06.2025
Anajutnyeckuii oryer Ne : JlaTta ananu3za:

'Date of Manufacture / 04/2025 Date of Expiry / 03/2030

|JaTa npou3BoACTBA : ‘ I'onen no :

[Analysis performed according ND / Ananus nposener mo H/L: JI[T-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 TPOBOAHTCS TOJILKO A/ Kaxkao# 20-if cepuu uu ans
OJHOM CepHH B rojJ, B 3aBHCHMOCTH OT TOro, 4T0 HacTynut panee. IlokazaTejb MoOXeT OTCYTCTBOBATH B

CepTI/I(bHKaTe AHAJ/IH3a NPOU3BOAUTEJIS.

API name (INN)/

nponspoaureas I'JID:

Haumenosanue ADC (MHH): Ibuprofen / M6ynpoden Paracetamol / [Tapatieramon
API manufacturer batch number / PIBM240239 APAP/24091298
Homep cepun npomssoautenasas ADC:

FP Manufacturer API Batch number /

Homep cepuu cy6cTaHIIHH FESA00153 FERA00744

API Manufactured by & country /
IIpousBoautens ADC, cTpana:

Limited, India / Conapa DKTuB

Solara Active Pharma Sciences

®apma Caiiercus Jlumuren, Uuans

Granules India Ltd., India /
I'panynec Unpus Jlta., Uunus

Remarks: The Product conforms to ND/
TIpumeuanne: [TpoaykT cootBeTcTBYeT TpeboanusM HJL

Opinion: APPROVED
3akmouenne: OJOBPEHO

Prepared by /
[oarotosneno: Yogesh Chauhan

/ Y

Checked by /
ITpoBepeno: Rama Kant

At

Approved by: Manager/Executive /
Onobpeno: Menemicep / PykoBoauTes

Amit Kumar ; N

=

Reprint Date:
Jara: 30.06.2025

Reprint Date: V7

Jlara: 30.06.2025

Reprint Date: i

Hata: 30.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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