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CERTIFICATE OF ANALYSIS
CEPTHDHUKAT AHAJIN3A
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg

Hoycnun JOunop®, rabnerxn aucneprupyemsie [nas aereii], 100 mr + 125 mr

Batch No / : Batch Quantity / 1500000.0 tab /

Cepna Ne : N2A0ec02 Pazmep cepHu : 1500000.0 Ta6

Analytical Report No / 040002756858 Date of Analysis / 17.12.2024
AHajiuTHYeckuii oTuer No : Jara anaauza: i

Date of Manufacture / 11/2024 Date of Expiry / 10/2029

JlaTa NpoH3BOACTBA : Tonmen 10 :

Analysis performed according ND / Anaans nposeaen mo HJT: JI[1-No(004427)-(PT-RU)-260124 _j

T — e e
Ne | Test/ HokasaTens Ii Results / PesyibTaThi | Specification / Hopma
1 | Description / Onucanne | Pink round flat-faced beveled-edge | Pink round flat-faced beveled-edge tablets
| Itablets with impregnations and a|with impregnations and a score-line on one
|' |score-line on one side and|side and characteristic odor/ Kpyrneie
characteristic odor. / | TnoCKOLUMNMUHAPHYECKHE TabneTku
Kpyrnbie MIOCKOUMIMHAPHYECKHE | pO30BOI'O 11BETA C BKPAIIEHHAMHU, C Packoii
Tabnerkd  po3oBOro LBeTa C(M  puckod Ha OQHOMi  cTOpoHe,
BKpAIUTEHHUAMH, ¢ Gackoii u puckoit | xapakTepHbIM 3aI1aXoM.
Ha OfIHO} CTOpOHE, C XapaKTEPHbIM
3aNaxoM.
| 2 |Identification / Complies as prescribed/ The retention times of the main peaks on the
IoanuubaoOCTH CooTBeTCTBYET 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|
YNEPXKWUBAHHS  OCHOBHBIX MNHUKOB  Ha|
XpoMaTorpaMMe HCIILITYEMOro  pacTBopa,
OOJDKHBL  COOTBETCTBOBAaTb  BpeMeHaM
| YAEpKUBAHHA [UKOB HA XpOMaTorpamme
| pactBOpa CTaHAAPTHRIX obOpa3oB
|ubynpodena u mnapaneramona (pasgen
‘ «KonuuecTBeHHOE ONpeeNeHHe).
Remarks: The Product conforms to ND/ Opinion: APPROVED
ITpumeyanue: [IpoaykT cooTseTcTBYET TpeboBanuaM HJI 3awmioyenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
ITonroTosneno: Santosh Kumar | IIpoeepeno: Pardeep Kumar Onobpeno: Menemxep / PykoBoanTes
Maurya @{_ E Pavan Kumar Sharma  «f P
Reprint Date: Reprint Date: Reprint Date:
Jata: 17.12.2024 Jlara: 17.12.2024 Jlara: 17.12.2024

Registered Office: 8-2-327, Road No. 3, Banjara Hills, Hyderabad - 5G0034, Telangana, India
Tel. +21 40 4900 2900, Fasx: +%1 40 4900 2999, Email: maii@drreddys.com
CIN-1853735AP1AS1RLCNO4 507
waavwdireddys.com
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CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIM3A
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J Test / TToxkaszaTeib

Ne

/ Cpeansist macea
TabaeTok

i

3 |Average weight of tablets |

) Res1rts ;Peay;ﬁbﬁ_rbl
3638 mg/363.8Mr

Complies/CooTBETCTBYET

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

H6yrcann IOnmop®, Tabnerkn aucneprupyemsie [ans gereii], 100 mr + 125 mr

Batch No / Batch Quantity / 1500000.0 tab /
Cepus Ne : |y2402602 Pa3mep cepuH : 1500000.0 Tab
Analytical Repo:'t No/ 040002756858 Date of Analysis / 17.12.2024
AHanurHyeckuii oruer No ; JlaTa anasn3a;

Date of Manufacture / 11/2024 Date of Expiry / 10/2029

JaTa npon3BoacTBa : I'open go :

Analysis performed according ND / Ananns nposenen no H: JITT-Ne(004427)-(PI'-RU)-260124

|

| Specification / Hopma

3577 mg to 323mg
(365.0 mg + 2.0 %). /
or 3577 Mr 10 372,3 mr |
(365,0 Mr £ 2,0 %) |
Not more than 3 min /]

4 | Disintegration /

00 min 45 sec/ 00 muH 45 cex

~ |Not less than 70 % (Q) of CI3HIBO2

He Gonee 3 Mun '

(ibuprofen) after 30 min / He menee 70 %
Q) CI13H1802

(ubynipotper) yepes 30 Mun
Not less than 70% (Q) of CBHOINO2

(paracetamol) after 30 min/ He menee 70 %
Q) C8HINO2

(napaueramon) yepes 30 MiH

Uniform suspension passing through the|
710 pm sieve is formed / O6pasyercs

OHIIOPOANAst  CYCMEH3Ms,  [POXOMSILUAs
| 4epes cHTO ¢ pa3mMepoM oTBepcThit 710 MkM

| PacnapaeMocTh
5 |Dissolution / 100 % to 102%
| Pacrsopenne .
|
98 % to 100 %
| 6 |Dispersibility / Complies / CooTseTcTBYET
JucnepcrocTs
7 | Related substances / PoncTsentnle npuMect

Remarks: The Product conforms to ND/
ITpumeuanne: TIponykr coorBetcTByeT TpeboBanmsaM HJT

Opinion: APPROVED
3akuarouenne: OJOBPEHO

Hara: 17.12.2024

Jara: 17.12.2024

Prepared by / Checked by / Approved by: Manager/Executive /
Ioarorosneno: Santosh,Kumar | ITposepeno: Pardeep Kumar OnobGpeno; Meremxkep / Pykooautess
Maurya Pavan Kumar Sharma ,L/”//
Reprint Date: Reprint Date: Reprint Date:

Hara: 17.12.2024

Registered Office: 8-2-337, Road Na. 3, Eanjara Hills, Hyderabad - 560034, Telangana, India
fol, 181 40 4900 2900, Fax: 41 40 4300 2999, Emnail: maii@drreddys,com
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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

CEPTHUOUKAT AHAJIN3A
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Woyinun IO0nnop®, Tabaerin tucneprupyemsre s gereii], 100 mr+ 125 mr
Batch No / Batch Quantity / 1500000.0 tab /
Cepust Ne : 2402602 Pa3mep cepnn : 1500000.0 Tab
Analytical Report No / 040002756858 Date of Analysis / 17.12.2024
AHATHTHYECKHIH oTUeT Ne : JaTa ananuza: & ]
Date of Manufacture / 11/2024 Date of Expiry / 10/2029
JlaTa npou3BOACTEA : ' Togen a0 :
Analysis performed according ND / Ananns nposesen mo HJI: JIIT-Na(004427)-(PT-RU)-260124

Test / IlokazaTenn

Ne

Results / Pe3yabTaThl

Method 1/ Meton 1
4-Aminophenol content /
Onpenenenue comepKanus
| 4-amuHoderoNa

| Method 2 / MeTton 2

' Determination of
Ibuprofen and Paracetamol
unidentified impurities /
Onpepenexye

[ HEHACSHTH(ULIAPOBAHHBIX
| npuMeceit Hbynpodena u
| TnapaLeTaMosa

' Total impurities (Method
1+Method 2) / Cymma
npumeceit (Meron 1 +
Merton 2)

0.0004 %

{Below BDL (BDL=0.05 %) / Huxe
| Hopora perucTpauuy

(TIP =0.05%)

| Specification / Hopma B

"4_-aminophen_ol (paracctarn_c;l_ im}F)urit_y) - not
more than 0.005 %

4-amuHodeHon (MpUMech MapaueTamona) -
He 6onee 0,005 %

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

EnnHytnas HerJeHTHOHLUMPOBaHHAS
nprmMech HOympodeHa Hag mapaleramMosna -
ue 6onee 0,2 %

0.0004%

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

|
| . |
|

Remarks: The Product conforms to ND/

Ilpumeuanne: [IponykT cooTBeTcTBYET TpeGoranusaM HJ

Opinion: APPROVLED
3akmwyenne: OJIOBPEHO

Prepared by /
Tloaroroenero: Santosh Kumar
Maurya

Checked by /
Ilpoeepeno: Pardeep Kumar

oL —

Approved by: Manager/Executive /
Ounodpeno: Menemwkep / Pykosoantens
Pavan Kumar Sharma : S

AT

e

Reprint Date:
Jata: 17.12.2024

Reprint Date:
Hara: 17.12.2024

Reprnt Date:
Hara: 17.12.2024

Registered OFffice: 8-2-337, Road No. 3, Banjzra Hills, Hyderabad - 560034, Telangana, India
Tel. +51 40 4900 2900, Fax: +51 4C 4300 2999, Email: maii@drreddys.com

CIN: L85135AP1984PLC004507
wivedireddys.com




Dr.Reddy’s ‘%.'.

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Disit. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIM3A

Paged of 6/ Crp.4u3 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
H6yiann IOunop®, TabaeTkun nucneprupyemere [ana aereii], 100 mr + 125 Mr

Batch No/ Batch Quantity / 1500000.0 tab /
Cepns Ne : V2802602 Pazmep cepHH : 1500000.0 Tab
Analytical Repo:‘t No/ 040002756858 Date of Analysis / 17.12.2024
AHaJHTHYEeCKHH oT9eT Ne ; JaTa ananu3a;

Date of Manufacture / 11/2024 Date of Expiry / 10/2029

JlaTa npoH3BOACTBA : I'opew mo :

Analysis performed according ND / Auaans nposeaen mo HJL: JITI-Ne(004427)-(PT-RU)-260124

Ne | Test/Ilokasarens

g |Microbial limits* / MukpoGuonornyeckas sncrora®

count / O6inee yucio
‘ adpobHbIx
MHKDOOpPraHU3MOB

a) Total aerobic microbial

b) Total combined yeasts
and mould count / O6inece
YHUCITO DPOXIKEBLIX U
[ TUTeCHEBEBIX TprOOB

'c) E. coli

NA

[ Results / Pe3ynbraThl |[ Specification / Hopma
i NA Not more than 103CFU/g /
He 6onee 103 KOE/r
D NA [ Not more than 102 CFU/g /
He 6onee 102 KOE/r
e Shall be absent in 1g /

OtrcytctBUe B 1T

9 U-riiformity of dosage units / OnHOPORHOCTb HO3HPOBAHUA

Ilapaueramon

Ibuprofen / U6ynpoden 1.8 The acceptance value (AV) should be not.
more than 150 /  Iloxasavens
npuemsemoctd (AV) pgomker OBITH He
bonee 15,0

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

more than 150 /  IlokasaTens
npruemnemoctd (AV) nomxeH ObITL e
6onee 15,0

Remarks: The Product conforms to ND/
ITpumevanne: [Tponykt cootBeTcTBYET TpeboBaHusM HJT

Opinion: APPROVED
3aknouenne; OJJOBPEHO

Prepared by /
Tonrorosneno: Santosh Kumar
Maurya

Checked by /
IIporepeno: Pardeep Kumar

e

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

Pavan Kumar Sharma = ==

Reprint Date:
Hara: 17.12.2024

Reprint Date:

JTara: 17.12.2024

Reprint Date:
Hara: 17.12.2024

Registered Ofiice: 8-2-337, Road No. 2, Banjara Hills, Hyderabad - 560034, Telangana, India

Tel: +01 40 4990 2900, Fax: +91

GG LS

I\

40 4200 2999, Email: mait@drreddys.com
AP1984PION4SNT7
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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, IND!A
Tel : 491 98166 56001-02
www,drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJTH3A
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
WU6ysann I0unop®, Tabaerku aucneprupyemeie [ans gereii], 100 mr + 125 mr

Batch No / Batch Quantity / 1500000.0 tab /

Cepuist Ne : s Pasmep cepum : 1500000.0 Ta6 .l
Analytical Reppj't No/ 040002756858 Date of Analysis / 17.12.2024
AnanuTHYecKHii oT4eT Ne : JlaTa anaau3a: ol
Date of Manufacture / 11/2024 Date of Expiry / 10/2029

Jlara nNpoH3BOACTRA | Tonen go :

Analysis performed according ND / Anaan3 nposejjen no HJL: JIIT-Ne(004427)~(PI'-RU)-260124

Test / IToka3zaTens

Ne

Results / PesynrTaTni l Specification / Hopma

10 |Assay/ KoandecTBecHHOE
, onpeaesieHAE

'90.0mg to 110.0mg of C13HI8O2
(ibuprofen) per tablet / Ot 90,0 Mr no
110,0 mr C13H1802 (ubynpoden) B
lTaﬁneTKe

112.5mg to 137.5mg of C8HINO2
| (paracetamol) per tablet / Ot 112,5mr no|

100.0 mg / 100.0 mr

123.7 mg/ 123.7 mr

1137,5mMr C8H9NO2 (napaueramon) B/
| TaGneTke :
|
| 11 |Package / Ynaxosxa 10 tablets in PVC/AL blister. 2|10 tablets in PVC/ALI blister. 1, 2 or 20
blisters and patient information  blisters and patient information leaflet in a
| leaflet in a carton. / ITo 10 Tabnerox | carton. / ITo 10 tabnerok B 6GnHcTEp M3
' 'B Gamcrep usz I[IBX/Al. TIlo 2|TIBX/AL Io 1, 2 unu 20 61HCTEPOB BMECTE
|6nucTepa BMecTe C MHCTpYKUMeH |C MHCTPYKUMEH NO NPUMEHEHHIO B MayKy
N0  NpHUMEHEHHMIO B [IA4Ky | KAPTOHHYYO.
KapTOHHYIO.
12 |Labeling / Mapkupopka | According to ND. /B cooTBeTcTBHM C H],
| 13 |Storage conditions / In the original packaging (blister in carton) at temperature below 25°C. /
XpaHeHHe B opuruHansuoit ynakopke (61HCTep B nauke) fApH Temiepatype He Bbie 25 °C.
14 | Shelf life / Cpox S years / 5 net
TOAHOCTH

Remarks: The Product conforms to ND/
Ipumeuanwue: ITpoxykr cootseTciByeT TpeboBanuaM HIT

Opinion: APPROVED
3akmouende: OJOBPEHO

Prepared by /
ITogrororneno: Santosh Kumar
Maurya |

Approved by: Manager/Executive /
OnoGpeno: Menepxkep / Pysosoaites

Pavan Kumar Sharma ... ——
L—-;-,"/

A=

Checked by /
ITposepeno: Pardeep Kumar

Reprint Date:
Hara: 17.12.2024

Reprint Date:

Hata: 17.12.2024

Reprint Date:
Hata: 17.12.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, India
Tel. +91 40 4900 2500, Fax: +41 4C 4300 2989, Email: maii@drreddys.com

CIM: LRSLIRSAPLWY 1RLLDQIBRT
wawadireddyz.com
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CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJTH3A

Dr. Reddy's Laborataries (td.
Formulation Unit-6

Vill. khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, IND}A
Tel: +91 983166 56001-0Z
www.drreddys com

Page 6 of 6/ C1p. 6 13 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
M6yraus I0nnop®, Tabaerku nucneprupyemsie [ans gereii], 100 mr + 125 mr

Batch No / Batch Quantity / 1500000.0 tab /
Cepmst Ne : V2402502 Pasmep cepuu : 1500000.0 Tab
Analytical Repo:‘t No/ 040002756858 Date of Analysis / 17:12.2024
AHanuTHIeCKHHA oTueT No : JlaTa agaausa:

Date of Manufacture / 11/2024 Date of Expiry / 10/2029

Jara npoH3BoICTBA : Tomen o :

Analysis performed according ND / Ananns nposejgen mo HJL: JITT-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. / McnibITANHe EPOBOIHTCS TOMBKO JJIA KAKIOH 20-H cepMH WM AnA
OIHOH CCPHH B IO, B 3ABHCHMOCTH OT TOro, 4T0 HACTYDHT paHee. IlokasaTenh MOKET OTCYTCTBOBATL B

ceprudHKaTe aHATH3A NPOH3BOAMTEIIS.

API name (INN) /

HaumenoBanne APC (MHH):

Ibuprofen / Ubynpoden

Paracetamol / TTapauieramo.n

API manufacturer batch number /
Homep cepuu npouseoauteas APC:

1201/23/A-0581

APAP/24091293

Homep cepnn cybcTanUMH
npouspognTens I'JId:

FP Manufacturer API Batch number /

FEQA00086

FERAQ0538

API Manufactured by & country /
IIpoussoaurtens ADPC, cTpana:

IOL Chemicals and Pharmaceuticals
Limited, India / MOJI Kemuxanc 364
®apmacbioThkanc Jlnmuren, Hunus

Granules India Ltd., India /
['panynec Uupus Jita., Usous

Remarks: The Product conforms to ND/ )
Hpameuanne: JTponykr cooTeeTcTBYET TpeboBaHuAM HIT

Opinion: APPROVED
Zawnroyenne: OJOBPEHO

Prepared by /

Maurya (K A
Y
—

ITogroTonneno: Santosgiumar

Checked by /
ITposepeno: Pardeep Kumar

<l

Approved by: Manager/Executive /
OnoBpeno: Menemicep / PyxopoanTeits

Pavan Kumar Sharma { B
==

Reprint Date:
Hara: 17.12.2024

Reprint Date:
Hara: 17.12.2024

Reprint Date:
Jara: 17.12.2024

Registered Oifice: 8-2-337, Road No_ 3, Banjara Hills, Hyderabad - 560034, Telangana, India
Tel: #6140 4990 2900, Fax: +%31 40 4900 2999, Email: maii@drreddys.com

Cil: LB51354P1334PLC0O04507
Wy direddys.con




