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CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIM3A

Page 1of 6/CTp. 113 6

IProduct: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
H6vknun FOunop®, Tabaerku aucneprupyembie [mist gereid], 100 mr + 125 mr

Batch No/ Batch Quantity / 1500000.0 tab /
Cephsa Ne : V2500337 Pa3mep cepuu : 1500000.0 Tab
Analytical Repo:'t No/ 040002850444 Date of Analysis / 19.03.2025
AdalnTHuecKHuii oTder No : Jata aHajin3za:

Date of Manufacture / 02/2025 Date of Expiry / 01/2030

JlaTa npoM3BOACTBA : T'ogen 1o :

Analysis performed according ND / Anaaus nposeaes mo HJI: JITT-Ne(004427)-(PI'-RU)-260124

Test / [TIoka3zaTeanb

Ne

Results / Pe3yabTaThl

Specification / Hopma

1 _"Description/ Onucanue

Identification /
IloanuHHOCTD

Pink round flat-faced beveled-edge
tablets with impregnations and a
score-line on one side and
characteristic odor. /
'Kpyrisle UIOCKOLMIHHAPUYECKIE
TabNMeTkd  PO30BOrO  [BETa ¢
[ BKparneHusMu, ¢ ackoii 1 puckor
Ha OJHOI CTOpPOHE, 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./ Kpyrusie
TUIOCKOLMITHHAPUYECKHUE TabaeTKH
PO30BOrO L[BETA C BKpanIeHUsAMH, ¢ $hackoii
W pUCKOH Ha OOHOH CTOpPOHE, C
XapaKTepHBIM 3aMaXxOM.

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
yIepXKHBaHUS  OCHOBHBIX IMKOB  Ha
XpoMaTrorpaMMe HCHBITYEMOTO pacTBOpa
JOJDKHBI  COOTBETCTBOBATH  BpeMEHaM
yIepXHBaHUSI TTHKOB HA XPOMATOTrpaMMe
pacTtBoOpa CTaHAAPTHBIX 06pasuos
HoynpodeHa u mnapaueramona (pasaen
«KonuuecTBEeHHOE ONIpeAeIEHHEY).

Remarks: The Product conforms

to ND/

IIpumedanue: ITponykT coorBeTcTBYeT TpebopanusM HJI

Opinion: APPROVED
3akmouenue: OJOBPEHO

Prepared by / Checked by / » Approved by: Manager/Executive /
[ToarorosneHo: Yo;g,esh Chauhan | IIpoeepeHo: Santosh Kumar & OnobpeHo: MeHeﬂ}KeEi PykoBogutens
’; = | 5
& - Maurya «Z— | Amit Kumar Ko™
| N~
Reprint Date: Reprint Date: Reprint Date: V

Hara: 19.03.2025

Jata: 19.03.2025

Hara: 19.03.2025

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

CIN: L85195AP1984PLCO04507
wwowvdrredays.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Disti. Solan, H.P., 173 205, INDIA
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CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIN3A

Page 2 of 6/ CTp. 2 M3 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
HUoyxnun FOunop®, TabaeTkn gucneprupyembie [nis gereii], 100 mr + 125 mr

Batch No / Batch Quantity / 1500000.0 tab /
Cepus No : V2500337 Pa3mep cepun : 1500000.0 Tab
Analytical Repourt No/ 040002850444 Date of Analysis / 19.03.2025
AHanuTHyeckui oryer Ne : JlaTa aHanu3a:

Date of Manufacture / 02/2025 Date of Expiry / 01/2030

JlaTa npou3BoacTBa : Iopen fo :

Analysis performed according ND / Anasu3 nposenen no HJI: JIIT-Ne(004427)-(PT-RU)-260124

Ne

|
4 |Disintegration /
(PacnagaemocTh

| . 3
Test / IlokasaTesib Results / Pe3yabTaTsl ' Specification / Hopma
3 | Average weight of tablets 365.8 mg/ 365.8 mr 357.7 mg to 3723 mg
/ Cpenunsist Macca . (365.0 mg + 2.0 %). /
Ta6JIETOK ompl e COTRCCTRET Or 357,77 mr o 372,3 mr
(365,0 Mr = 2,0 %)
R 00 min 20 sec/ 00 mun 20 cek | Not more than 3 min /

5 |Dissolution /

103 % to 104%

PacrBopeHnue
101 % to 102 %
6 |Dispersibility / Complies / CoOTBETCTBYET
JucnepcHocTts

He 6onee 3 mun

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

(ubynpoden) uepes 30 MuH

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

(napaueramoun) uepes 30 MuH

Uniform suspension passing through the
710 pm sieve is formed / O6pa3yercsa
OJHOPOAHAs  CYCIEH3Us, [POXOAsANIas
yepes3 CUTO C pa3MepoM oTBepcTUi 710 MM

7 | Related substances / PoacTpeniiLie npamMecn

Remarks: The Product conforms to ND/
IIpumeuanune: [poaykt coorBeTcTByeT TpeboBanusam HJ{

Opinion: APPROVED
3akmouenue: OJIOBPEHO

Prepared by /

2

IToprorosneno: Yq;gesh Chauhan

Checked by /

Maurya

ITposepeHo: Santosh Kumar @
'/__

Approved by: Manager/Executive /
Onobpeno: Menemxep / PyxoBoguTens
Amit Kumar I\/_. L

=

Reprint Date:

Hata: 19.03.2025

Reprint Date:
Hara: 19.03.2025

Reprint Date:
Hata: 19.03.2025

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: L85195AP1564PLCO04507

www.drredays.com
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CERTIFICATE OF ANALYSIS
CEPTUDHIKAT AHAJIU3A

Page30of 6/ CTp. 313 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
N6ykaus FOunop®, TabaeTku aucneprupyemble [1is aereii], 100 mr + 125 mr

Batch No / Batch Quantity / 1500000.0 tab /
Cepus Ne : MESROSSH Pasmep cepuH : 1500000.0 a6
Analytical Repo:’t No/ 040002850444 Date of Analysis / 19.03.2025
AHaauTH4ecKkuii oTueT Ne : Jata anannsa:

Date of Manufacture / 02/2025 Date of Expiry / 01/2030

JlaTa npon3BoACTBA : TopeH no :

Analysis performed according ND / Anasau3s nposegen no HJI: JIIT-Ne(004427)-(PI'-RU)-260124

! Ne Test / IlokazaTenn

Results / PesyabTaThl

| Specification / Hopma

Method 1/ Meton 1
4-Aminophenol content /
Onpenenenne coaepkaus
4-amuHodeHoNa

Method 2 / Meton 2
Determination of

' Ibuprofen and Paracetamol
|unidentified impurities /
Onpenenenne
HeuACHTHHHULHPOBAHHBIX
npumMeceii ubynpodeHa u
napaneramosia

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

0.0001 %

0.06%

0.06%

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

|4-aMHHo¢>eHon (npuMech mapauneramona) -
| He 6onee 0,005 % |

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

|
Enunu4nas HeuJIeHTHU L POBaHHAs

npumeck HOynpodeHa niM napauetamosna -
He Oonee 0,2 %

'Not more than 0.7 % / He 6oxee 0,7 %

g |Microbial limits* / Mukpo6buonorudeckas yucTora*

| a) Total aerobic microbial |
count / Obuiee Yucio
aspoOHBIX
MHUKPOOPraHU3MOB

NA

Not more than 10°CFU/g /|

He 6onee 10° KOE/r

Remarks: The Product conforms to ND/
Ilpumeyanne: IIponykr cooTBeTcTBYeT Tpebosanusm HJI

Opinion: APPROVED
Zaxkmwouenne: OJOBPEHO

Prepared by /
IToarorosneHo: Yogesh Chauhan

Checked by /
IIposepeno: Santosh Kumar
Maurya

Approved by: Manager/Executive /
Ono6peno: Menemxep / PykoBoaUTENb
Amit Kumar f\,- L=

| =

lr=
Reprint Date:

JHara: 19.03.2025

Reprint Date:
Jara: 19.03.2025

Reprint Date: '
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: mail@drreddys.com

CIN: L85195AP1934PLCO04507

www.drredays.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Malagarh Road, Bacdi,
Distt. Solan, H.8., 173 205, iNDiA
Tel ;491 08148 B6001-02

www.drreddys.coim

CERTIFICATE OF ANALYSIS
CEPTU®HUKAT AHAJIN3A

Paged4 of 6/ CTp. 4u3 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
N6y xaun FOunop®, Tabnerku gucneprupyemsie [ans aereii], 100 mr + 125 mr

Batch No / Batch Quantity / 1500000.0 tab /
Cepust Ne : p2s500837 Pa3mep cepuu : 1500000.0 Tab
Analytical Repourt No/ 040002850444 Date of Analysis / 19.03.2025
AHajuTHYecKHii oTuer No ; JlaTa aHaM3a:

Date of Manufacture / 02/2025 Date of Expiry / 01/2030

JaTa npon3BOACTBA : TogeH no :

Analysis performed according ND / Anainus nposeaen no H/L: JITT-No(004427)-(PT-RU)-260124

‘ Specification / Hopma

Ne Test / [Toka3aTenn Results / Pe3yabTaTtsl
b) Total combined yeasts NA Not more than 10> CFU/g /]
and mould count / O6wuiee He 6onee 10> KOE/r
YHCJIO IPOXOKEBBIX U
T1JIECHEBBIX IPUOOB
|
c) E. coli NA | Shall be absent in lg /

9 | Uniformity of dosage units / OIHOPOAHOCTb JO3UPOBAHUS
|

OtcyTcTBHE B 1 T

ITokazaTesb

II Ibuprofen / U6ynpoden 2.3 The acceptance value (AV) should be not
more  than 15.0 /
npuemieMoctd (AV) pomxeH OBITH He
' Oosiee 15,0

Paracetamol / 2.4 ' The acceptance value (AV) should be not

[Tapaneramon

more than 15.0 / ITokazaTtenb
npuemieMoctd (AV) noimkeH OBITH He
6onee 15,0

10
onpeneieHue

i
Assay / KonnyecTBeHHOE

101.0 mg/ 101.0 mr

123.3 mg/ 123.3 mr

90.0mg to 110.0mg of CI13HI1802
(ibuprofen) per tablet / Ot 90,0 Mr 10

(paracetamol) per tablet / Ot 112,5 mr no

110,0 mr C13H1802 (uGynpoder) 5|
TabneTke
1125mg to 137.5mg of C8HONO2

Remarks: The Product conforms to ND/
ITpumeuanue: IIpoaykT cooTBeTCTBYET TpeboBanuam HJT

Opinion: APPROVED
3akaouyenne: OJJOBPEHO

Prepared by /
Ioarorosneno: Yogesh Chauhan

bz

Checked by /
[Iposepeno: Santosh Kumar
Maurya

2

— 2l

Approved by: Manager/Executive /
Ono6peno: Meneukep / PykoBoautenb
Amit Kumar /\,—

Reprint Date:
Hara: 19.03.2025

Reprint Date:
Hara: 19.03.2025

Reprint Date: {
Jarta: 19.03.2025

Registered Office: 8-2-337, Road Ne. 3, Banjara Hills, Hvderabad - 500634, Telangana, Incia
Tol- 91 40 4900 2900, Fax: +91 40 4900 2999, Ctrmail: mail@drreddys.com

CiN: L85195AP1964PLCOOA507

www.direda ys.com
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CERTIFICATE OF ANALYSIS
CEPTUDHKAT AHAJIHU3A

Page5of 6/ CTp. 5u3 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
HNoyKanu IOunop®, Tabnerku aucneprupyemble [as aereii], 100 mr + 125 mr

Batch No / Batch Quantity / 1500000.0 tab /
Cepus Ne : V2500337 Pasmep cepuy : 1500000.0 Tab
Analytical RepOft No/ 040002850444 Date of Analysis / 19.03.2025
AnanuTnyeckuii oruer Ne : JlaTa aHaJaH3a:

Date of Manufacture / 02/2025 Date of Expiry / 01/2030

JlaTa npoM3BOACTEA : I'open o :

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

Specification / Hopma

Ne ! Test / [ToxazaTens Results / PesyabTaTsl
I 137,5mr C8HINO2 (napauetamon) B
tabneTtke ‘
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. / ITo 10 Tabnerok | carton. / Ilo 10 Tabnetox B Onamcrep u3|
B Gmucrep u3 IIBX/Al Ilo 2|IIBX/AL Ilo 1, 2 unu 20 6iucTepoB BMeCTe
GaMcTepa BMeCTe ¢ MHCTPYKUMEH |C MHCTPYKLMEH MO NMPUMEHEHHIO B NauKy
| : N0  TPUMEHEHHIO B MNadKy | KApTOHHYIO.

| KapTOHHY!O.

12 |Labeling / Mapkuposka | According to ND. /B coorserctsauu ¢ HJI.

13 Storage conditions / In the original packaging (blister in carton) at temperature below 25°C. /
| XpaHneHue B opuruHaibHOM ynakoBke (01UCTep B Nauke) pu TemnepaType He Boiue 25 °C.
14 | Shelf life / Cpox 5 years /5 net
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. / UcnosiTasue NpoOBOTUTCH TONBKO A/ Kaxao# 20-H cepud WM 1A
OJHOI CepHH B roJ, B 3aBHCHMOCTH OT TOro, YTo HAacTynHT paHee. IlokazaTenb MOMeT OTCYTCTBOBAThH B
cepTH(dUKATEe AaHATH3Aa IPOH3BOJUTEJISL.

Remarks: The Product conforms to ND/ Opinion: APPROVED

IMpumeuanue: [IponykT cooTBeTcTBYeT TpeboBanuam HJJ 3axkmwuenue: OJJOBPEHO

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

[Toarorosneno: Yogesh Chauhan | IlpoBepeHo: Santosh Kumarvj Onobpeno: MEH&,[I}I\ep / PykoBoauTens
{:';;' Maurya 2 Amit Kumar i(\/

Reprint Date: == Reprint Date: Reprint Date: '

Hata: 19.03.2025 Hara: 19.03.2025 Hara: 19.03.2025

Registered Office: 8-2-337, Road No. 3, Ba njara Hills, Hyderabad - 500034, Telangana, Indin
Tel: 491 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1884PLCO04507
W w.ai Tedays.com
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CERTIFICATE OF ANALYSIS
CEPTUDHUKAT AHAJIM3A

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

Vill. Khol, Malagarh Road, Badii,
Diste. Solan, H.P., 173 205, INDIA
Tek: +6192165 56001-02

www.drreddys.com

Page 6 of 6/ CTp. 6 M3 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
U6ykans FOunop®, TabaeTku aucneprupyemsble [nis aereii], 100 mr + 125 mr

Batch No / Batch Quantity / 1500000.0 tab /
Cepust Ne : 2500887 Pa3mep cepun : 1500000.0 Tab
Analytical Repo:‘t No/ 040002850444 Date of Analysis / 19.03.2025
AxanuTudeckHuii oruer No : JlaTa anaamu3a:

Date of Manufacture / 02/2025 Date of Expiry / 01/2030

JaTa npoH3BOJACTBA : Tonen 10 :

Analysis performed according ND / Anaans nposeaen mo HJL: JIT-Ne(004427)-(PI-RU)-260124

API name (INN) /

Hamverosanie A®C (MHH): Ibuprofen / U6ynpoden Paracetamol / ITapaueTtamon
API manufacturer batch number / PIBM240216 APAP/24081243
Homep cepun npousBoautesisi AQC:

FP Manufacturer API Batch number /

Homep cepun cyGeranguu FERA00730 FERA00703

npousBoauteas I'JID:

API Manufactured by & country /
IIpon3eoauteas ADC, crpana:

Solara Active Pharma Sciences
Limited, India / Conapa DkTuB

®apma Caiiencus Jlumurten, Muaus

Granules India Ltd., India /
I'panynec Unaus Jita., Muaus

Remarks: The Product conforms to ND/
Hpumeuanne: [Ipogykr coorBeTcTBYeT TpeboBanusam HJI

Opinion: APPROVED
3akmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Toarorosneno: Yogesh Chauhan | Ilposepeno: Santosh Kumar & OnobpeHo: Meneml\'cE / PykoBonutenb
/ Maurya Amit Kumar - -
/y a v i s
Reprint Date: = Reprint Date: Reprint Date: !
Jara: 19.03.2025 Jara: 19.03.2025 Hara: 19.03.2025

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

CiN: L85195AP1584PLCOD4507
www.diTedays.coin




