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CERTIFICATE OF ANALYSIS
CEPTUDPHUKAT AHAJIU3A

Page 1of 6/ CTp. 143 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
No6ykaun IOunop®, Tabnerkn aucneprupyemsie [nas aereii], 100 mr + 125 mr

Batch No/ Batch Quantity / 1500000.0 tab /
Cepust Ne : VDT Pasmep cepuu : 1500000.0 Tab
Analytical Repo\}‘t No/ 040002825952 Date of Analysis / 01.03.2025
AHaJuTHYEeCKH i oTyeT N : HdarTa ananusa:

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

JlaTa npoH3BOACTBA : T'ogen 0o :

Analysis performed according ND / Anaju3 nposeaen mo HJI: JIIT-Ne(004427)-(PT-RU)-260124

[.N‘e

Test / Ilokazareab

Results / Pe3yabTaThl

Specification / Hopma

™|

Identification /
IMognuHHOCTD

1 Descripﬁa / Onucanue

Pink round flat-faced beveled-edge
tablets with impregnations and a
score-line on one side and
characteristic odor. /
Kpyrisie MIocKOLHTMHAPHYECKUE
TabJEeTKH  pO30BOr0  LBETA €
! BKparJeHHsAMH, ¢ GacKkoi U pUCKOH
| Ha OJTHOM CTOPOHE, C XapaKTEPHBIM
| 3aI1axXO0M.

Complies as prescribed/

| CoOOTBETCTBYET

Pink round flat-faced beveled-edge tablets
with impregnations and a score-line on one
side and characteristic odor./ Kpyrasie
MJIOCKOLIMJIHHAPUYECKUE TabsieTku
PO30BOrO LBETa C BKPAIJIEHUAMH, C packoit
¥ pHCKOH Ha OHNHOH CTOpoHe, ¢
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
and paracetamol reference standards
solution (Assay section). / BpemeHna
yOEP)KHBAHHS  OCHOBHBIX  IIHKOB  Ha
XpOMaTOrpaMMe HCIBITYEMOro pacTBopa
JOJDKHBI ~ COOTBETCTBOBATH  BPEMEHAM
yIAEPKUBAHUSA MUKOB Ha XpoMaTorpaMmme
pacTRopa CTAHAAPTHBIX 06pa3uoB
ubynpodena u napaneramona (pasgen
«KomMueCTBEHHOE OIPENCIICHUE).

Remarks: The Product conforms to ND/
ITpumeuanue: [Iponykr coorseTcTBYeT Tpebopanusam HJJ

Opinion: APPROVED
3akmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneHo: Rama Kirll Ipoeepeno: Pardeep Kumar Opnobpeno: Menemxep / PykoBoautens
I : L
o T Amit Kumar \_~

Reprint Date: \ Reprint Date: Reprint Date:"
Jara: 01.03.2025 Hara: 01.03.2025 Hara: 01.03.2025

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

Tal: £91 40 4900 2900, Fax: <01 40 4800 2989, Email: mail@drreddys.com

CIN: LB85195AP1984PLCOD4507
www.direddys.com
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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIN3A

Page 2 0of 6/ CTp. 2 u3 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
U6 ykaun FOunop®, Tabaerku aucneprupyemble [nias aereii], 100 mr + 125 mr

Batch No / Batch Quantity / 1500000.0 tab /
Cepus Ne : ek Pazmep cepun : 1500000.0 Tab
Analytical Repovrt No/ 040002825952 Date of Analysis / 01.03.2025
AHANMTHYECKHH oTueT Ne : Jarta apajausa:

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

JaTa npoH3BOACTBA : T'opeH g0 :

Analysis performed according ND / Ananu3 nposegen no HI: JITT-Ne(004427)-(PI'-RU)-260124

Test / Iloka3aTesb

Results / Pe3yabTaTsl

| Specification / Hopma i

/ Cpennsist Macca
TabJ1eTOK

3 -Average weight of tablets

366.4 mg/ 366.4 Mr

Complies/CooTBeTCTBYET

4 |Disintegration /
Pacnagaemoctn

00 min 32 sec/ 00 muH 32 cek

357.7 mg to 3723 mg
(365.0 mg + 2.0 %). /|
Or 357,77 mr J0 372,3 Mr|
(365,0 mMr £+ 2,0 %)

_
Not more than 3 min / ‘

He 6onee 3 muH |

5 |Dissolution /
PacTrBOpeHHe

101 % to 105%

99 % to 103 %

Not less than 70 % (Q) of C13HI802
(ibuprofen) after 30 min / He meHnee 70 %
Q C13H1802
(ubynpoden) uepes 30 MuH

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

6 |Dispersibility /
JAucnepcHOCTb

Complies / CoOTBeTCTBYET

Uniform suspension passing through the
710 um sieve is formed / O6pasyercs
OJIHOPOJHAA  CYCIEH3Us, IpoXoAsias
yepes CUTO C pa3MepoM oTBepcTHii 710 MkM

7 | Related substances / PoncTBeHHbIE IpUMeECH

Remarks: The Product conforms to ND/
ITpumeyanue: ITponykT coorBeTcTBYET TpeboBanusaM H/JI

Opinion: APPROVED
3axaouenune: OJOBPEHO

Prepared by /
I[onrorosneno: Rama

Checked by /
IIposepeno: Pardeep Kumar
]

S

[

Approved by: Manager/Executive /
Ono6peno: Menenxep / PykoBOOHTENE

it K A
Amit Kumar IN(/

s

-
Reprint Date: i
Jarta: 01.03.2025

Reprint Date:
Mara: 01.03.2025

Reprint Date: ¥
Jara: 01.03.2025

Registered Office:
Tol: +91 40 4900 2900, Fax: +91 40 2800 2939, Email: mail@drreddys.com

pes

CIf: LS5195AP1984PLCO04507

www.drreddys.com

2-2-337, Road Na. 3, Banjara Hills, Hyderabad - 500034, Telangana, lnudia
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Page30of 6 /Ctp. 313 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
HNovKkanu IOHn0p®, TabaeTKH gHcneprupyeMsble [aus aereii], 100 mr + 125 mr

Batch No / V2500324 Batch Quantity / 1500000.0 tab /
Cepust Ne : Pa3mep cepun : 1500000.0 Tab
Analytical Rep0ft No/ 040002825952 Date of Analysis / 01.03.2025
AHATUTHYECKHI oTyeT Ne : JlaTa anaansa:

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

JlaTa npon3BOACTBA : Togen a0 :

Analysis performed according ND / Ananu3 nposenen no HJI: JII1-Ne(004427)-(PI-RU)-260124

Ne Test / IlokazaTespb

| Results / Pe3ybTaThl

Specification / Hopma

|Method 1/ Meron 1
4-Aminophenol content /

4-amuHodeHona

0.0001 %

Onpenenenue conepxanus |

Method 2 / Meton 2
Determination of
Ibuprofen and Paracetamol
unidentified impurities /
Onpenenenue
HEeUAECHTUPHULIPOBAHHBIX
npumeceit nbynpodena u
napareramona

! 0.06%

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

0.06%

‘Any individual unidentified i—rnpu_rity of

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

4-amuHodeHoN (MpUMech raparneramona) -
He 6ogee 0,005 %

ibuprofen or paracetamol - not more than
0.2 %

EnvHuuHas HeuAeHTH UL POBaHHAS
npumeck HOynpodeHa UM napaneramorna -
He 6ounee 0,2 % .

—_—}

‘Not more than 0.7 % / He Gonee 0,7 % .

8 |Microbial limits* / Muxpo6uonorudeckas yuucrora*

a) Total aerobic microbial
count / ObLee yucao
aspobHBIX
MHKPOOPTaHH3MOB

NA

Not more than  10°CFU/g /

He 6ostee 10° KOE/r

Remarks: The Product conforms to ND/
ITpumeuanue: [Tponykr coorBeTcTByeT TpeboBanHsM HI

Opinion: APPROVED
3akaouenne: OJOBPEHO

Prepared by /
INoarorosneno: Rama Kant

Checked by /
Iposepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep {_nyOBoLLHTenb
Amit Kumar  \_-~

o

e
Reprint Date:

Hara: 01.03.2025

Reprint Date:

Hara: 01.03.2025

Reprint Date: !
Jara: 01.03.2025

184PLC004507

wwwvedrreddys.com

G5AP]!

yara Hills, Hydermhad - 500034, Telangana, lidia
02999, Email: mail@drreddys.com
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Formulation Unit-6

Vill. Kho!l, Natagarh Road, Baddi,
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CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIU3A

Page 4 0of 6/ CTp. 4 M3 6

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

Batch No/ Batch Quantity / 1500000.0 tab /
Cepust No : Ve Pa3mep cepuu : 1500000.0 a6
Analytical Repourt No/ 040002825952 Date of Analysis / 01.03.2025
AnanuTuyeckdi oTyer Ne : Jarta anannsa:

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

JarTa npou3BoACTBA : I'oaen jo :

Analysis performed according ND / Anasin3 nposexen no HJI: JITT-Ne(004427)-(PT"-RU)-260124

No Test / IToxa3zaTean

Results / Pe3ynbTaThl

Specification / Hopma

YKHCNO [POMOKEBBIX U
nJIeCHEeBHIX IPUOOB

b) Total combined yeasts
and mould count / Ob1ee

NA

¢) E. coli

NA

Shall  be

Not more than 10°CFU/g /

He 6osee 102 KOE/r

absent in lg /
OtcyrctBue B 1 1 |

9 |Uniformity of dosage units / OXHOPOAHOCTb JO3UPOBaHHKS

ITapaneramon

Ibuprofen / U6ynipoden 0.7 ‘The acceptance value (AV) should be not
more than 150 /  IlokasaTens
npuemneMocTH (AV) momked ObiTh He |
Gonee 15,0

| Paracetamol / 0.7 The acceptance value (AV) should be not

more than 15.0 / ITokasaTtenp
npuemnemMoctd (AV) JomxeH ObITE He
oonee 15,0

onpeaeieHue

10 'Assay/ KoanuecTBeHHOE |

100.5 mg/ 100.5 mr

1235 mg/ 123.5 mr

90.0mg to 110.0mg of CI13HI802
(ibuprofen) per tablet / Ot 90,0 Mr go

110,0 mr  CI13H1802 (ubympoden) B
TabneTke
1125mg to 137.5mg of C8HINO2

(paracetamol) per tablet / Ot 112,5 Mr 10

Remarks: The Product conforms to ND/
ITpumeuanue: [Tpoaykr cootBercTByeT TpeboBaHusm HII

Opinion: APPROVED
S3axaouenue: OJJOBPEHO

Hata: 01.03.2025

Iara: 01.03.2025

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

[NoaroroeneHo: Rama Kant IIporepeno: Pardeep Kumar OnobpeHo: Menemxep / PykoBoauTenb
q&""\ P Qﬁ’_j Amit Kumar a\//; =

Reprint Date: ! Reprint Date: Reprint Date: |

Hara: 01.03.2025

Registared Office: §-2-337, Read No, 3, Banjara Hills, Hyderabad - 300334, Telangana, India

Tel: +91 40 4900 2900, Fax: +81 40 1500 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507

www drreddys.com




Dr.Reddy’s €&

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
vill. Khol, Matagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDiA
Tei 1 4+91 96166 5600102
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUOHKAT AHAJIU3A

Page50f6/CTp. Sn3 6

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

H6yxaun FOnuop®, Tabericn qucneprupyemeie [nuis aereii], 100 mr + 125 mr

Batch No / Batch Quantity / 1500000.0 tab /
Cepus Ne : M Pazmep cepHH : 1500000.0 Tab
Analytical Repourt No/ 040002825952 Date of Analysis / 01.03.2025
Ananutnyeckuii oTyer Ne : JlaTa anajnu3a:

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

JlaTa npou3BOACTBA : T'open f10 :

Analysis performed according ND / Ananu3 nposejien mo H/I: JITT-Ne(004427)-(PT-RU)-260124

Ne Test / Iloka3zaTein

| Results / Pe3yibTaTh! | Specification / Hopma

137,5mr C8H9NO2 (mapaueramon) B‘
tabneTke

11 |Package / YnakoBka

|
10 tablets in PVC/AI 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. / TTo 10 Tabnetok | carton. / ITo 10 Tabnerox B OnucTep u3
B Gnucrep u3 I[IBX/Al. Ilo 2 |IIBX/Al Ilo 1,2 unu 20 6nuctepoB BMecTe |
6nucTepa BMECTE C HHCTPYKLUHMEH |C WHCTPYKUHEH MO MPUMEHEHHIO B MadKky |
00 TpHMEHEeHHI0 B  TAYKY | KAPTOHHYIO.
KapTOHHY!O.

12 |Labeling / MapkupoBKka

According to ND. / B cootBercTBun ¢ H/I.

| 13 |Storage conditions /

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

I XpaHenue B opurunansHoii ynakoske (6a4cTep B nauke) py Temnepatype He Boliue 25 °C.
14 | Shelf life / Cpox 5 years / 5 net
TOAHOCTH

* 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. / McnbITaHHEe DPOBOAUTCS TOJBKO AJIsi KaxKa0H 20-i cepHH HIIH ISt
O/lHOH CepHHM B T0ll, B 3aBHCHMMOCTH OT TOr0, 4TO HACTYNMT paHee. IlokazaTtejb MOXKeT OTCYTCTBOBAaTb B
cepTudUKaTe aHAIH3a IPOH3BONUTEJIS.

Remarks: The Product conforms to ND/
IIpumeuanue: [TpoaykT coorBercTByeT Tpebopanusam HJQ

Opinion: APPROVED
3axkmaouenue: OJOBPEHO

Jata: 01.03.2025

Prepared by / Checked by / Approved by: Manager/Executive /
IloaroroeneHo: Rama ]{iant [Tpoeepero: Pardeep Kumar Onobpeno: Menemxep / PyKoBozmTEND
) —l Amit Kumar Nt
Q»Il\u‘/ il i i i
Reprint Date: | Reprint Date: Reprint Date: !

JHara: 01.03.2025 Jara: 01.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Rills, Hyderabad - 500034, Telangana, India
Tel- 491 40 4900 2900, Fax: +81 40 4200 2939, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
wwv.drreddys.com




Dr.Reddy’s !':‘

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIN3A

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

Wiil, Khot, ialagerh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel:+91 9310¢ 5600L-02

www.drreddys.com

Page 6 of 6 / CTp. 6 U3 6

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

N6ykaun FOnnop®, TaéeTku aucneprupyembie [nas aereii], 100 mr + 125 mr

Batch No / Batch Quantity / 1500000.0 tab /
Cepust Ne : V2500324 Pa3mep cepun : 1500000.0 Tab
Analytical Repoz‘t No/ 040002825952 Date of Analysis / 01.03.2025
Ananurnyecknii oryer Ne : Jara anaymsa:

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

JlaTa npoH3BOACTBA : T'open go :

Analysis performed according ND / Ananu3 npoeeaex no HJI: JIIT-Ne(004427)-(PT-RU)-260124

npoussogutess I'JID:

API name (INN) /
Hanverosanue ADC (MHH): Ibuprofen / UOynpoden Paracetamol / [TapaueTtamon
APAP/24091296,
API manufacturer batch number / PIBM240216 APAP/24091297,
Homep cepun npouzBoautens ADC: APAP/24081243
B R—— FeRA0s1, FERAOSH,
FERA00703

API Manufactured by & country/
Ipouzsoaurens APC, cTpaHa:

Limited, India / Conapa OxTuB

Solara Active Pharma Sciences

®apma Caiiencus Jlumurten, Muaus

Granules India Ltd., India /
I'panynec Unpus JIta., Uuous

Remarks: The Product conforms to ND/
IIpameuanue: [Ipogykr cooTBeTcTBYET TpeboBanuam HJJ

Opinion: APPROVED
3akmouenne: OJOBPEHO

Prepared by /
[oarorosnero: Rama Kant

QulwE

Checked by /
IIposepeno: Pardeep Kumar

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

Amit Kumar K /';

Reprint Date: \
JHara: 01.03.2025

Reprint Date:
Jara: 01.03.2025

Reprint Date: |/
Hara: 01.03.2025
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