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CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJTH3A
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoykann FOuunop®, Tabnerku jucneprupyembie [ams jgeveii], 100 mr + 125 mr

Batch No / Batch Quantity / 1500000.0 tab /
Cepust Ne : Y2500 Pasmep cepHn : 1500000.0 Tab
Analytical Repourt No / 040002934164 Date of Analysis / 30.06.2025
_AHannTuqecxun or4yer Noe : JlaTa aHaJyiu3a:

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

JlaTa NPOH3BOJCTEA : I"oen ao :

Analysis performed according ND / Auanu3 nposeen no HJL: JHT-No(004427)-(PI'-RU)-260124

Ne | Test/ oka3saTenn

! Results / PesynbTaThl

‘ 1 (Description/OnncaHne

| Identification /
. TloaJIMHHOCTDB

2

| Pink round flat-faced beveled-edge
tablets with impregnations and a
score-line on one side and
characteristic odor. /
Kpyrisle MJIOCKOLUMIHHAPHYECKHE
TabJIETKH  PO30BOro  IBera C
BKpailJIeHUsIMH, ¢ packoit n pucKoi
Ha OJHOM CTOpOHE, C XapaKTEPHbIM
[ 3araxom.

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./ Kpyrnsie
TITOCKOUUAMHAPHYECKHE TabneTku
PO30BOTO LBETA C BKPATUIEHUAMH, C GacKoH
¥ pHCKOH Ha OJHOH CTOpPOHE, C
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). / BpemeHa
yIEpKMBaHUsS ~ OCHOBHBIX ~ MHKOB  Ha
XpOMATOrpaMMe HCIBITYEMOrO  pacTBopa
JOIKHBI ~ COOTBETCTBOBaTb  BpeMCHaM
YAEPKMBaHUsS MUKOB Ha XpOMAarorpamme
pacTBOpa CTaHJApTHBIX 06pa3ioB
nbynpodeHa u mapaueramona (pasaen
«KONM9IECTBEHHOE ONPENENEHHE).

Remarks: The Product conforms to ND/
Mpumeuanne: IIpoaykr coorsercrayeT TpedoBanusm HJI

Opinion: APPROVED
3akiaouenue: OJJOBPEHO

‘Prepared by / Checked by / Approved by: Manager/Executive /
[oarorosnero: Yogesh Chauhan | IIpoBepeno: Rama Kant,_ Onobpeno: Menemxep / PyxoBonutens
N -~ v \LLJ:/' Amit Kumar /\ -
V FYA ¥ o
Reprint Date: o Reprint Date: t Reprint Date:  *
Hara: 30.06.2025 Jara: 30.06.2025 Hara: 30.06.2025

Registered Office: 8-2-337, Rozd No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +21 40 4900 2900, Fax: +91 40 4900 2996, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.corn
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIA3A
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg

W6 yimnn IOruop®, TaGnerku qucneprupyembie [aas aereii], 100 mr + 125 mr

Batch No/ Batch Quantity / 1500000.0 tab /
Cepusn Ne : V230020 Pasmep cephd : 1500000.0 Tab
Analytical Repourt No/ 040002934164 D.ate of Analysis / 30.06.2025
AHAINTHYECKHI oTyeT Nt : Jara aHaymsa:

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

Jla1a npoM3BOACTEA ; ojnen g0 :

Analysis performed according ND / Ananu3 nposejien no HI: JITT-No(004427)~(PT-RU)-260124

Spe(ﬁ:ation / Hopma

 Ne Test / IlokazaTeib Results / Pe3y1bTaThl
3 | Average weight of tablets 365.0 mg/ 365.0 M 357.7 mg to 3723 mg
/ Cpennsist Macca . (365.0 mg + 2.0 %). /
TabJIeTOK Complies/CooTpeTcTayer Or 357,7 mr 110 372,3 Mr
(365,0 mr =+ 2,0 %)
4 | Disintegration / 00 min 36 sec / 00 Mmun 36 cex | Not more than 3 min /

PacnagaeMocTh

He 6onee 3 MuH

5 |Dissolution /
PacTeopenne

100 % to 103%

98 % to 101 %

Not less than 70 % (Q) of C13HI1802
(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

(napaneramod) yepes 30 MHUH

' 6 |Dispersibility /
JHcrepcHOCTh

Complies / COOTBETCTBYET

Uniform suspension passing through the|
710 pm sieve is formed / OOpasyercs
OJHODOJIHAsl ~ CYCMEH3usd,  NPOXOoisilas

yepes CUTO C pa3MepoM OTBepCTUi 710 MKkM

7 | Related substances / PoricTBeHHble IPHMECH

Remarks: The Product conforms to ND/
IIpumeuanue: [IpoaykT cootercTByeT TpedoBanusm HII

Opinion: APPROVED
3axsouenue: OJJOBPEHO

Prepared by /
IMoaroroeneno: Yogesh Chauhan

Checked by /
ITpoepeno: Rama Kant

R

k. ¥ P

Approved by: Manager/Executive /
OnobpeHo: Menemxep / Pykosoarens

y.

Reprint Date: U
Jara: 30.06.2025

Reprint Date: \

Hara: 30.06.2025

Amit Kumar /\ -
Reprint Date: '

Jata: 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: L85195AP1984PLCO04507
www.drreddys.com
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Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
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CERTIFICATE OF ANALYSIS
CEPTUDPHKAT AHAJTH3A
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
N6 ykann FOunop”, TabneTky Aucneprupyemble [1is aereii], 100 mr + 125 mr

Batch No / I Batch Quantity/  |1500000.0 tab /
Cepusi Ne : N Pazmep cepum : 1500000.0 Tab
Analytical Repo:‘t No / 040002934164 Date of Analysis / 30.06.2025
AHANITHYECKHIi oTHeT Ne : JlaTa aHa/aM3a:

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

JlaTa mpoM3BOACTEA : I"open go :

Analysis performed according ND / Anaiu3 nposejies no HI: JITI-Ne(004427)-(PT-RU)-260124

I Ne Test / IToka3zaTenab

Results / Pe3yibTaThl

Method 1/ Mertog 1
4-Aminophenol content /
Onpenenenye CoaepKaHus
4-ammMHodeHoa

. Method 2 / Metoa 2
Determination of
Ibuprofen and Paracetamol
‘ unidentified impurities /
Onpepeneyue
HeupeHTHhULIMPOBAHHBIX
npuMeceit u6ynpodena u

| napaueramona

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

0.0001 %

0.03%

0.03%

 Specification / Hopma |

| 4-aminophenol (p;racetﬁ)l impurity) - not

more than 0.005 %

4-amuHodeHOoN (MPUMEChH NapaueTamona) -
He 6onee 0,005 %

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

EnyHu4Has HeUAeHTUhULH POBAHHASL
npuMech HOynpodeHa 1iK napaueTamona -
He 6ouee 0,2 %

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

Remarks: The Product conforms to ND/
Ipumeuanne: [1poiykT cooTeTcTByeT TpeboBaHUIM HIT

Opinion: APPROVED
3akmouenue: QJJOBPEHO

Jara: 30.06.2025

Iara: 30.06.2025

Prepared by / Checked by / Approved by: Manager/Executive /
Tlomrotosieno: Yogesh Chauhan | IIposepeHo: Rama Kant Onobpeno: MeHemxkep / Ryxosozutenb
iy 7 ] Amit Kumar
L/ Al [
Reprint Date: = Reprint Date: \ Reprint Date: .

Jara: 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 ":'

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Yill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHO®HUKAT AHAJTH3A
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg

Hoykann I0nnop®, TabneTxu pucneprupyemble [aas aereii], 100 mr + 125 mr

Batch No/ V2500909 Batch Quantity / 1500000.0 tab /
Cepusi Ne : Pasmep cepnn : 1500000.0 Tab
Analytical Repovrt No/ 040002934164 Date of Analysis / 30.06.2025
AnanuTHYecKHi oTyeT Ne : Jara aHanm3a:

Date of Manufacture / Date of Expiry /

JlaTa npon3BoJACTBA ! p4/2025 Toaen 1o : e

| Analysis performed according ND / Anaaus uposeei no HJL: JITT-No(004427)~(PT-RU)-260124

| Ne Test / Iloxaszaresb |

Results / Pe3yJibTaThI

g |Microbial limits* / Mukpobuonoruueckas yucrora*

Specification / Hopma

ha) Total aerobic microbial <100 CFU/g / | Not more than 10° CFU/g /
3
count / Ob1uee 4ucno <100 KOE/r He 6onee 10° KOE/r
a’pobHBIX
MHKPOOPraHN3MOB
| 'b) Total combined yeag <100 CFU/g/ Not more than 10° CFU/g /
2
and mould count / O61ee <100 KOE/r He 6osee 10° KOE/r

YHCIIO APOXOKEBBIX H
‘ fJIECHEBBIX IPUOOB

¢) E. coli

Absentin 1 g/
OtcytcTBYeTB 1 T

Shall be absent in ig /
OtcytcTBUe B 1 T

9 'Uniformity of dosage units / OnHOPOJHOCTEL JO3UPOBAHUSA

Ibuprofen / U6ynpoden 1.2 The acceptance value (AV) should be not
more than 150 /  Iloxasarenb
npuemiemoctd (AV) JomkeH ObITb He
oonee 15,0

Paracetamol / 1.8 | The acceptance value (AV) should be not |

ITapaneramorn more  than 15,0 /  llokasarenb
npuemnemMoctd (AV) fomkeH ObiTh He
6onee 15,0

1

Remarks: The Product conforms to ND/

IIpumeuanue: [IponykT coorsercryer Tpeboanusm HJT

Opinion: APPROVED
3akmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Toarotosneno: Yogesh Chauhan | ITpoepeno: Rama Kﬂnt6 Onobpeno: Menemxep / nyonomrrem;
[ i e .
,V 7 g;\ U&UZ{? Amit Kumar =
Reprint Date: " Reprint Date: \ Reprint Date: '
Jara: 30.06.2025 Jata: 30.06.2025 Iara: 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 2959, Email: mail@drreddys.com
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Dr.Reddy’s Q!'

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +51 95166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIM3A
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
N6ykaun FOunop®, TaGierkn aucneprupyembie [mist aereii], 100 mr + 125 mr

/Batch No / Batch Quantity / 1500000.0 tab /
|Cepust Ne : Ve Pa3mep cepun : 1500000.0 Tab
Analytical Repoz't No / 040002934164 Date of Analysis / 30.06.2025
AHajguTHdecKuil oTuet Ne @ JlaTa anasm3a:

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

JlaTa npou3BOACTBA : | Togen 1o :

Analysis performed according ND / Ananu3 nposeaen mo HJI: JITT-Ne(004427)-(PI™-RU)-260124

Ne i Test / [Toka3aTeanb

| Results / Pe3yabTaThbl | Specification / Hopma

10 | Assay / Konu4ecTBeHHOE
| onpenenenne

99.6 mg / 99.6 Mr 90.0 mg to 110.0mg of C13H1802
(ibuprofen) per tablet / Or 90,0 Mr no
110,0 mr CI13HI1802 (ubynmpoden) B
TabneTke

121.6 mg/ 121.6 mMr 112.5mg to 137.5mg of C8HINO2
(paracetamol) per tablet / Ot 112,5 mr no|
137,5mMr C8HINO2 (mapaueramon) B
|Ta6neTKe

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 TabneTok | carton. / ITo 10 Tabnetok B Gaucrep us3
B 6mucrep u3 IIBX/Al. Tlo 2 IBX/AlLTIlo 1,2 unmu 20 611cTEpOB BMECTE
Onuctepa BMeCTe ¢ MHCTpYKUHMEH |C MHCTpYKUMEH [0 NMPUMEHEHHIO B Mayky
M0  TpPUMEHEHHIO B IMAYKy | KAPTOHHYIO.

KapTOHHY!O.

12 Labeling / MapkupoBka

According toND. /B coorseTcTBHH ¢ HJI.

13 |Storage conditions /

In the original packaging (blister in carton) at temperature below 25°C. /

| XpaHeHne B opHruHanLHON ynakoske (GIMCTep B auke) Npu Temneparype He oitue 25 °C.
14 |[Shelf life / Cpoxk 5 years / 5 net R
rOAHOCTH
Remarks: The Product conforms to ND/ Opinion: APPROVED
Ipumeuanue: Ipoaykr coorsercTayeT Tpebonanusam HJI 3axmouenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToarotosneHo: Yogesh-Chauhan | ITposepeno: Rama Kant Onobpeno: Menemiep {\PyKOBOAHTeJIL
Ir,.‘._s // | @%\d’b/ Amit Kumar j:'\ el _

Reprint Date: b Reprint Date: J Reprint Date:
Hara: 30.06.2025 Jata: 30.06.2025 Hara: 30.06.2025
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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
Tel: +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIM3A

Page 6 of 6/ CTp. 6 13 6

]Anai_v_sis performed according ND / Ananu3 nposeie

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoyiaun FOunop®, Tabaerku aucneprupyemble (s gereii], 100 mr + 125 mr
Batch No / Batch Quantity / 1500000.0 tab /
Cepus Ne : V2400902 Pazmep cepuu : 1500000.0 Tab
Analytical Report No/ 040002934164 Date of Analysis / 30.06.2025
Ananutnyecknii oTyer Ne : JlaTa aHa/IH3a:
Dat‘e of Manufacture / 04/2025 Date of Expiry / 03/2030
{aTa MpON3BOJICTEA : | Topen j10 :

1 mo HIL: JITI-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. / McnbITanie npoBOANTCS TOJILKO LIS KAKIOH 20-ii cepyuu WM 1J1
OJHOii cepH¥ B TOf, B 3aBHCHMOCTH OT TOr0, YTO HACTYMWT paHee. INokasaTesib MOXKET OTCYTCTBOBAThL B

cepTudUKaTe aHATH3A NPOM3BOJAMTEISI.

Homep cepuu cyOcTaHIMH
nponssopurens IJID:

" API name (INN) / ]
Haumenosarue ADC (MHH): Ibuprofen / U6ynpoden Paracetamol / [Tapaueramon
API manufacturer batch nu‘mber / PIBM240239 APAP/24091298
Homep cepun npoussoaures ADC:

FP Manufacturer API Batch number /
FESA00153 FERA00744

API Manufactured by & country /
IIpounssoauteas ADC, crpana:

Solara Active Pharma Sciences
Limited, India / Conapa DxTuB
®apma Caiiencus Jlumuren, Muaus

Granules India Ltd., India /
[panynec Muansa JIta., Unnus

Remarks: The Product conforms to ND/
Tipumeuanue: [Tponykt coorBercTyet TpeboBanisam HIT

Opinion: APPROVED
3axnouenne: OJJOBPEHO

Prepared by /
TToarorosneno: Yogesh Chauhan

7

f /

Checked by /
ITposepeHo: Rama Kant ,_

ey

Approved by: Manager/Executive /
Onobpeno: Menemkep / PykoBoaurens
Amit Kumar -

N~

g

Reprint Date:
INata: 30.06.2025

Reprint Date:
Hara: 30.06.2025

Reprint Date:
Jara: 30.06.2025
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Tel: +31 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com




