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CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIU3A

Pagelof 6/Ctp. 13 6

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

Héyrnnn FOunop®, rabaerkn aucneprupyemble [nas aereii], 100 s+ 125 mr

Batch No / V2500183 Batch Quantity / 1500000.0 tab /
Cepusa No : Pazmep cepun : 1500000.0 Tab
Analytical Rep03't No/ 040002807316 Date of Analysis / 14.02.2025
AnanuTHyeckHii oTyer No: | JlaTa anann3a:

Date of Manufacture / 01/2025 Date of Expiry / 12/2029

|laTa NPOH3BOACTBA : I'opew g0 :

| Analysis performed according ND / Anasm3 nposeaeu mo HJL: JITI-Ne(004427)-(PT'-RU)-260124

=

Test / [ToxazaTeanb

Y e

|
|

DescEpti_on / Onucauue

—

i
| Identification /

{ IIoANHHHOCTD

Results / Pe3ynbTaThl

[ Pink round flat-faced beveled-edge

tablets with impregnations and a
score-line on one side and
characteristic odor. /
Kpyrnsie nIocKOnMAHHAPHYECKHE
TabneTky  po3oBore  LBeTra ¢
BKpPAarUIEHHAMH, ¢ hackoil 0 pUckoi
Ha OJHOH CTOpPOHE, C XapaKTEepHBIM
3aMaxom.

Complies as prescribed/
CooTBETCTBYET

Specification / Hopma b
Pink round flat-faced beveled-edge tabletsi
with impregnations and a score-line on one
side and characteristic odor/ Kpyrnbie|
MTOCKOLUIUHIPUIECKHE TabneTku
pO30BOTrO LiBETa € BKparuIeHHIMH, ¢ packoi
H puckoii Ha OAHOH  CTOpoHe, ¢
XapaKTePHBIM 3aMaxoM. '

|
|

The retention times of the main peaks on the |
chromatogram of the test solution should|
cotrespond to the retention times of the
peaks on the chromatogram of ibuprofen |
and paracetamol reference standards|
solution (Assay section). / BpemeHa|
YJCP)XWBAHWS  OCHOBHBIX INUKOB  Ha
XpoMaTorpaMMe MCNBITYEMOrO pPacTBOPa |
JOMXHBI  COOTBETCTBOBATH  BpPEMEHEM |
YAEPXKUBAHHUS NIMKOB HAa XPOMATOrpamme
pactBopa CTaHZapTHDIX ofpa3ros

ubynpotdeHa U napaieTamona (pazaen
i «KonuuecTBeHHOE ONpPEAENEHUEY).
|

Remarks: The Product conforms to ND/
Ipumeyanue: IpoaykT cooTseTcTBYET TpeboBannsm H]J

Opinion: APPROVED
3axnouenne: ONOBPEHO

Hata: 14.02.2025

Hata: 14.02.2025

Prepared by / Checked by / Approved by: ManagerfExecutive /
INoproToBnexo: Santosh Kumar | ITposepeno: Pardeep Kumar Onobpeno: Mene ke / Pykosoureiib
Maurya (@M C;L,__ Abhishek Chauhan )

Reprint Date: Reprint Date: Reprint Date: '

Hara: 14.02.2025

Registered Office: 8-2-337, Road No. 3, &anjara Hills, Hyderabad - 500034, Telangana, India
Tel. +91 30 4900 2900, Fax: +91 4G 4300 2999, Email: maii@drraddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Page2 of 6/ CTp. 213 6

Product: Tbuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
H6yrana FOnnop®, TabneTkn aucneprapyemste [aus aereii], 100 mr + 125 mr

Batch No / V2500183 Batch Quantity / 1500000.0 tab /
Cepus Ne : Pasmep cepnn : 1500000.0 Tab
Analytical Report No / 040002807316 Date of Analysis / 14.02.2025
AHanuTHRYECKHH oTyeT Ne : Hata ananusa: ]
Date of Manufacture / 01/2025 Date of Expiry / 12/2029

JdaTa npou3BoaCTBA : Fonen no :

Analysis performed according ND / Anaaus nposesen no HII: JITI-Ne(004427)-(PT-RU)-260124

i Results / PesyasTaThl

Specification / Hopma

4 | Disintegration /

[ N | - Test / IlokazaTens
3| Average weight of tablets | 363.5 mg/ 363.5 Mr 3577mg  to  372.3 mg|
/ Cpeaussi Macca 0 (365.0 mg + 2.0 %). /
Tabnerok CompHE/CRCTRSICTYET Or 357,7 mMr J0 372,3 mr
(365,0 Mr = 2,0 %)
| 00 min 50 sec /00 muH 50 cex | Not more  than 3 min / I

PacnmagaemocTh

5 |Dissolution /
| PacTsopenne

|

100 % to 104%

98 % to 102 %

G | Dispersibility /
ducnepcrocTb

Cowplies / CootseTcTBYET |

Uniform suspension passing through the

He 6onee 3 mun

Not less than 70 % (Q) of C13H1802
(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

(mapaietamon) yepes 30 MuH

710 pm sieve is formed / O6pasyetcs
OINHOPOAHAA  Cycnen3us, NPOXOMLLAs
yepes CHUTO C Pa3MEPOM OTBEPCTHIH 710 MKM |

7 }'Related substances / FS)JCTB
|

CHHBIC [IPUMECH

Remarks: The Product conforms

to ND/

ITpuveuanne: I1poaykT coOTBETCTBYET TpeboBaruaM HJT

Opinion: APPROVED
3akmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Toarorosneno: Santosh Kumar | IIposepeno: Pardeep Kumar Ono6peno: Menemxep// PykoBoanTenb
Maurya {ﬁ; ’ QL,_, Abhishek Chauhan

Reprint Date: Reprint Date: Reprint Date: /

Hata: 14.02.2025 Hara: 14.02.2025 Hara: 14.02.2025

Registered Qffice: 3-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tzl, +81 40 4900 2500, Fox: +51 40 4200 2999, Email: maii@drraddys.com

CIN: L85135AP1384PLC004507

wivvrdrreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUOUNKAT AHAJIM3A

Page3of 6 /CTp. 33 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
U6ykann FOrnop®, TabaeTkn ancneprupyemple [nas aerveit], 100 mr + 125 mr

Batch No / Batch Quantity / 1500000.0 tab /

Cephsa No : b2 Pasmep cepuH : 1500000.0 Tab

Analytical Repourt No/ 040002807316 Date of Analysis / 14.02.2025
AnanutTnyecknii orter Ne : JaTa ananu3a: 1

Date of Manufacture / 01/2025 Date of Expiry / 12/2029

Jara Apon3BOJACTEA : TI'ogen 10 : |

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

| épeci'ﬁjc;lion / H_opMé T i |

; Ne | Test / Ilokazarens | Results / PezynbTaThl
_iMethod 1/Merog1 ] T = 4-aminophenol (paracetamol impurity) - not |
4-Aminophenol content / 0.0002 % more than 0.005 %
i)npenenegue A 4-amuHodeHon (npumecs napaleTamona) - |
RaMHOlCHOTE He Gosee 0,005 %
Method 2 / Meroz 2 ; Any individual unidentified impurity of
Determination of . 0.08% ibuprofen or paracetamol - not more than
Ibuprofen and Paracetamol | iy 0.2% '
gmdeemlﬁid STt Enunrnvxas HeHZEeHTUQHLIPOBaHHAS |
WpEHIRISHEe npumMech HOynpodeHa M NapaleTamosa -
HEUNEHTHO UL POBAHBBIX N
' " He 6onee 0,2 %
npumeced udynpodena n
| MapalieTamMona
| Total impurities (Method Not more than 0.7 % / He Gonee 0,7 %
1+Method 2) / Cymma 0.08% '
npumeceli (Meton 1 +
Meroz 2)
g |Microbial limits¥ / MukpoSuonoriiieckas HicroTa* B B
.a) Total aerobic microbial | NA Not more than 10*CFU/g  /
count / OBLiee yneno He 6onee 10° KOE/r
aspobueix
MUKPOOPraHH3MOB |
= =:1

Remarks: The Product conforms to ND/
IIpumewanse: [Iponykr coorBeTcTBYET TpeboRaHMAM HJJ

Opinion: APPROVED
3axmouenne: OJJOBYEHO

Prepared by / Checked by /
IToarorosneHo: Santosh %mar
f

Maurya
/'—4-

IIporepero: Pardeep Kumar [

-t

Approved by: Manageft/Executive /
Onobpeno: Menemxgp / Pykogonuteis
Abhishek Chauhan /E

Reprint Date:
Hara: 14.02.2025

Reprint Date:
Hara. 14.02.2025

Reprint Date: !

Hata: 14.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, indiz
Tel: #9140 4900 2900, Fax: +91 41 4900 2999, Email: mail@drreddys.com

CIM: L851954P1954PLCO04507
weaedrieddys.com
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CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHATI3A

Paged of 6/ CTp. 4143 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
HM6yxann FOnuop®, Tabrerku aucnieprispyemsie [aas aereii], 100 mr + 125 mr

Batch No / Batch Quantity / 1500000.0 tab /

Cepyst Ne : aS001ss Pasmep cephu : 1500000.0 Tab __
Analytical RepO{t No/ 040002807316 Date of Analysis / 14.02.2025
AnanuTHYeckuii oTyer Ne : JlaTa anaau3a;

Date of Manufacture / 01/2025 Date of Expiry / 12/2029

JlaTa npou3BojCTEA : Toaen 1o @

Analysis performed according ND / Aganns nposeaen o HA: JITT-Ne(004427)-(PI"-RU)-260124

Results / Pe3yabpTaTh!

‘Specification / Hopma |

| Ne L _Test / IlokazaTean L g B
| b) Total combined yeasts NA Not more than  10° CFU/g /|
and mould count / O6uee He 6onee 10 KOE/r
UHCTO APOXKEBBIX U
‘nnecHeBbix rpuboB
]c) E. coli ! NA Shall be absent in lg

9 ‘Uniformiiy?)f dosage units / OnHopoaHoCTh A03UPOBaHUS

OtcyrerBUe B 1 T

li |

ITapaneramon

Ibuprofen / U6ynpodiet 1.7 The acceptance value (AV) should be not|
[more than 15.0 / Tlokasarens
[ npuemnemoctn (AV) nonxen OBITH He
N | 6onee 15,0
Paracetamol / 3.0 The acceptance value (AV) should be not

more  than 15,0 /  Tlokasatens
npuemnemocti (AV) pomkeH Owith He
6onee 15,0 |

10 |Assay / KoanuecTeeHnioe 98.7 mg/ 98.7 mr

onpeacaeHnune

121.5mg/121.5 mr

J90.0 mg to 1100mg of Cl3HI1802
(ibuprolen) per tablet / Ot 90,0 mr }.10‘

110,0 mr CI13H1802 (u6ynpoden) B
TabneTke :
1125mg to 137.5mg of C8HINO2

| (paracetamol) per tablet / OT 112,5 Mr 20

Remarks: The Product conforms to ND/
TIpumeuanne: [IpoaykT cooTBETCTBYET TpeboBanmam HI

Opinion: APPROVED
Zaxmwouenne: OJOBPHFHO

Prepared by / Checked by /
TloarotosneHo: Santosh Kumar | I1posepero: Pardeep Kumar
Maurya Qt-:—

Approved by: Manager/Executiye /
Onobpeno: Meneke Pym?»&un'renb

Abhishek Chauhan

Reprint Date:
Jarta: 14.02.2025 -

Reprint Date:
Hara: 14.02.2025

Reprint Date:
Jara: 14.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A.P, India
Tel: 91 40 4900 2900, Fax: 91 40 4300 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com




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

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, IND|A
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Dr.Reddy’s ":’.

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHATIM3A

Page 50f 6/ CTp. 513 6

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

Hoyxnnun 0unop”, TaGnerku aicneprapyembie [aas aereii], 100 mr + 125 mr

Batch No / V2500183 Batch Quantity / 1500000.0 tab / |
Cepun Ne : Pa3mep cepun : 1500000.0 Tab .
Analytical Repoft No/ 040002807316 Date of Analysis / 14.02.2025
AHamTHYECKHH oT4eT N : JaTa ananmn3a:

Date of Manufacture / 01/2025 Date of Expiry / 12/2029

Ja¥a npov3BOACTBA : T'ogeH 1o : .
Analysis performed according ND / Anaans aposeaen o HJL: JITI-Ne(004427)-(PT-RU)-260124

l Ne |  Test/Ilokasareis Results / PesynsTarst |Speciﬁcation/ Hopma |
| | I ~ 1375mr C8S8HINO2 (mapauetamon) |
J ‘Ta6ne'n(e

11 |Package / YnakoBka 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. / TTo 10 Tabnerok | carton. / [To 10 Tabnerok B 6iMcTep u3
B 6aucrep nz [IBX/Al. Ilo 2|IIBX/Al llo 1, 2 uiu 20 6AMCTEPOB BMECTE

‘ GnMCTepa BMECTe C WHCTPYKLMeii | HHCTpykuueli o MPUMEHEHHIO B MauKy

no  MpHMEHEHWI0O B [auKy | KapTOHHYIO.

| |KapTOHHyl0.

12 Labeling / Mapxuposka |According to ND. /B coorBetcTBHU ¢ HIL.

' 13 [Storage conditions / ~ |In the original packaging (blister in carton) at temperature below 25 °C. /
Xpauenne B opururansHoi ynakoBke (61ucTep B Ilauke) PH TEMIEPATYPE He Bblllie 25 °C.|

14 [Shelflife / Cpox 5 years / 5 et "
| ropnOCTH

* 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. / MenbITaHIE UPOBOANICH TUILKO IS KAAKROH 20-if ccpHH IVIH QA5
oqHOfi CEPHH B roj, B 3aBHCHMOCTH OT TOre, 4ro HAcTynut pauee. IlokasaTeab MOXKCT OTCYTCTBOBATL B
cepTiduKkaTe aHANH3A IPOH3BOAUTEIS.

Opinion: APPROVED

Remarks: The Product conforms to ND/
3aknioyenne: OﬂOBPEﬁO

pumeuanne: [poaykr coorseictsyer Tpefosannam HI

Prepared by / Checked by / Approved by: Manager/Bikecutive /
IMoxarorosnexo: Santosh Kumar | ITposepeno: Pardeep Kumar Opnobpeno: MeHemkep {fPyrosoantent
Maurya @ Df_——— Abhishek Chauhan : /J

Reprint Date: - Reprint Date: Reprint Date: :

Jara: 14.02.2025 Jlata: 14:02.2025 Jlaa: 14,02.2025 .

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A.P, ndia
Tel: 91 40 4900 2900, Fax: 91 40 4900 2999, Email: mail@drreddys.com
CIN: LE5195AP1984FLCO04507
www.drreddys.com
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ERTIFICATE OF ANALYSIS
CEPTHO®HKAT AHATIH3A

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

vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDIA
Tel ; 91 98166 56001-02
www.drreddys.com

Page 6 of 6/ CTp. 6 u3 6

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

Hoyikann 1Omiop”, TabaeTin ARCIEPrHPYeMbIe [115 aereii]. 100 mr + 125 Mr

Batch No / V2500183 Batch Quantity / 1500000.0 tab /
Cepusa Ne : Pasmep cepHH : 1500000.0 Ta6
Analytlcal Report No / 040002807316 Date of Analysis/ 14.02.2025
ARajaTHYecKnii oTaeT Ne : 5 Jara aganusa;

Date of Manufacture / 01/2025 Date of Expiry / 12/2029

JlaTa npou3BOACTBEA : Topen 10 :

Analysis performed accord ing ND / Awaans nposejen no H: TITT-Ne(004427)-(PI’-RU)-260124

API name (INN)/
Hanmenosaune AOC (MIHH):

Ibuprofen / M6ynpodex

Paracetamol / ITapaueTtamon

Homep cepun cy6cTanuny
nponssoanteis LJId:

API manufacturer batch number / PIBM240210 APAP/24081243
Homep cepun npomsoauteis ADC:
FP Manufacturer API Batch number /

FERAQ0681 FERA00703

API Manufactured by & country /
Ipouzsoautenb ADC, cTpana:

Solara Active Pharma Sciences
Limited, India / Conapa JKTiB
®apma CalicHCH3 Jlumnten, UHaus

Granules India Ltd., India /
[panynec Unana Jltn., Unnns

Remarks: The Product conforms to ND/

Hpumeuanne: [poyKT cOOTBETCTBYET rpebopanuim HIL

Opinion: APPROVEDy
3axa0ueHHe: OJIOF:I‘AEHO

Prepared by / Checked by / Approved by: Manage fExecutive /
ToaroroeneHo: Santosh %na'_r IIposepeHo: Pardeep Kumar , Onobpero: Menek !Pyuo;:mu'enb
Maurya [ :‘ | Abhishek Chauhan /

By B = e
Reprint Date: Reprint Date: Reprint Date:
Jata: 14.02.2025 Naty: 14.02.2025 Hata: 14.02.2025

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

CIN: L85195AP1584PLC004507
www.drreddys.com



