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CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIM3A

Page 1 of 6/ CTp. 1u3 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
HNoy KauH IOHPIOp®, TabNerkH gucneprupyemble [nas gereii], 100 mr + 125 mr

Batch No/ Batch Quantity / 1500000.0 tab /
Cepus Ne : MES02E0 Pasmep cephn : 1500000.0 Tab
Analytical Report No/ 040002811303 Date of Analysis / 22.02.2025
AnaJjurnueckuii oryer Ne : JlaTa anaanza:

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

JlaTa npoM3BOJACTBaA : Iomen g0 :

Analysis performed according ND / Ananu3s nposeaes mo HJI: JIIT-Ne(004427)-(PI'-RU)-260124

Ne Test / IToxazaTenn

Results / PesynbTaThl

1 -Descriptﬁn / Onucanue

| Identification /
IToauuHOCTDH

2

Pink round flat-faced beveled-edge
tablets with impregnations and a
score-line on one side and
characteristic odor. /
Kpyrnble mniockouunuHApHUYECKHE
TabJeTkd  po30BOrO  lIBETA c|
BKpanjeHusAMH, ¢ Gackoii 1 pUCKoi |
Ha OZIHOM CTOPOHE, ¢ XapaKTePHBIM |

3arnaxoMm. i

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./ Kpyrsie
MTOCKOLIMJIMHAPUYECKUE TabneTku
PO30BOrO L(BETa C BKpanieHnsAMH, C packoii
H PpHCKOH Ha OJHOW 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). / BpemeHa
yIOepKUBAHUS ~ OCHOBHBIX  [HKOB  Ha
XpoMaTorpamMMe HCIBITYEMOIO PacTBOpa
JOTDKHBl ~ COOTBETCTBOBaTb  BPEMEHaM
yJEepKUBAHUS NMKOB Ha XpomaTorpamme
pacTBopa CTaHIAPTHBIX 00pa3ios
ubynpodena u mnapaueramona (pasaen
«KonuuecTBEHHOE ONpEENEHHE).

Remarks: The Product conforms to ND/
IIpumeuanue: IIponykt cooTBeTcTBYET TpeOoBanusM H]T

Opinion: APPROVED
3akiouenue: OJJOBPEHO

Prepared by /
[TonroTosneno: Santosh Kumar
Maurya BV

—

Checked by /
Iposepeno: Pardeep Kumar |

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

Amit Kumar A ;

Reprint Date:
Hara: 22.02.2025

Reprint Date:
JHata: 22.02.2025

Reprint Date: |
Hara: 22.02.2025

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: L851954P1984PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIN3A

Page2 of 6/ CTp. 2 u3 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
N6y xaun FOnunop®, TabieTku aucneprupyemsie [aas aereii], 100 mr + 125 mr

Batch No / Batch Quantity / 1500000.0 tab /
Cepus Ne : V2500246 Pa3smep cepud : 1500000.0 Tab
Analytical Repo;t No/ 040002811303 Date of Analysis / 22.02.2025
Anajurnyeckuii oTuer Ne : JaTa aHasu3a:

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

JlaTa mpou3BoJcTBaA : I'oneH g0 :

Analysis performed according ND / Ananu3 npoenen mo HJI: JIT1-Ne(004427)-(PT-RU)-260124

Ne
3

Test / [Toxa3zaresnb

/ Cpeansas Mmacca
TA0JIETOK

4 | Disintegration /

Xve;age weight of tablets

Results / PesynbTaThl
366.2 mg/ 366.2 mr

Complies/CooTBeTCTBYET

Specification / Hopma

00 min 18 sec/ 00 muH 18 cek

357.7Tmg to 3723 mg
(365.0 mg + 2.0 %). /
Or 357,77 mMr zo 372,3 mMr
(365,0 Mr+ 2,0 %)

Not more than 3 min /

| He 6omnee 3 MHH |

100 % to 104%

99 % to 103 %

'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 C8HONO2
(paracetamol) after 30 min / He menee 70 %
Q C8HINO2
(nmapauetamon) uepes 30 MHH

PacnagaemocTh
5 |Dissolution /
PacTrBOpeHnue
|
|
|
6 |Dispersibility /
JlncnepcHoOCTh

Complies / CooTBETCTBYET

|Uniform suspension passing through the
710 um sieve is formed / O6pasyercs
:o;u-lopom{aﬂ CyCleH3us, MNpoxolsias
‘ 4yepes CUTO C pa3MEpPOM OTBEpCTHIH 710 MKkM

7 | Related substances / PoacTseHHble MpuMecH

Remarks: The Product conforms to ND/
ITpumeuanue: [Ipoaykt coorBeTcTBYeT TpeboBanusam H/I

Opinion: APPROVED
3akmwouenune: OJIOBPEHO

Prepared by /
IMoarorosnexo: Santosh Kumar
Maurya l"i]

Checked by /
[Tporepeno: Pardeep Kumar

-

Approved by: Manager/Executive /
Opnobpeno: Menemkep / PykoBoauTeENs
Amit Kumar A

Reprint Date:
Jlara; 22.02.2025

Reprint Date:
Hara: 22.02.2025

Reprint Date: '
Hara: 22.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: mail@drreddys.com

CIN: L85195A4P1984PLC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTH®UKAT AHAJIU3A

Page 3 0of 6/ CTp. 313 6

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

M6y xaun FOrnop®, Tabaerkn qucneprupyemsie [ aereii], 100 mr + 125 mr

Batch No/ Batch Quantity / 1500000.0 tab /
Cepus Ne : iS50 Pa3mep cephH : 1500000.0 Tab
Analytical Repovrt No / 040002811303 Date of Analysis / 29.02.2025
AHajnTUYecKHii oTyer No : JlaTta anamnusa:

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

JlaTa npou3BoacTBa : TI'ogen go :

Analysis performed according ND / Auasu3 nposened mo HJI: JITT-Ne(004427)-(PT™-RU)-260124

Ne Test / Iloka3aTennb
[Method 1/ Meton 1
4-Aminophenol content /
OmnpeneneHue conepXxaHus

4-amuHodeHona

Method 2 / Metog 2
Determination of ,
Ibuprofen and Paracetamol |
unidentified impurities /
Onpeznenexnue
HenAeHTHHUIUPOBAHHBIX
npumeceii ubynpodera u

| apaneramosa

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

Results / Pe3yJanTaThl

Specification / Hopma |

0.0004 %

0.09%

0.09%

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

4-amuHodenoN (NpUMeCh mapaueTamona) -
| e 6osee 0,005 %

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

Enunnunas HeuAeHTH GULpPOBaHHAs
npuMech ubynpodeHa uix napaueTaMmoria -
He 6onee 0,2 %

‘Not more than 0.7 % / He 6onee 0,7 %

Microbial limits* / MukpoGuosoru

|a) Total aerobic microbial IJ
count / Ob1iee uucno |

a3poOHBIX
MHKPOOPraHU3MOB

yeckad yucrora*

NA

Not more  than 10°CFU/g  /

He 6onee 10° KOE/r

Remarks: The Product conforms to ND/
IIpumeuanne: I1poaykT COOTBETCTBYET

tpebosanusaM HJI

Opinion: APPROVED
3akiarouenne: OJOBPEHO

Prepared by /
IToarorosieno: Santosh Kumar

Checked by /
[porepeno: Pardeep Kumar

Approved by, Manage/Execulive /
Onobpeno: Menempkep / PyxoBoauTenb
L

Maurya %) —— Amit Kumar l\_/ /
Reprint Date: Reprint Date: Reprint Date: |
Hata: 22.02.2025 Harta: 22.02.2025 Hara: 22.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s ":’

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

Vill. Kho!, Nalagarh Road, Baddi,
Disit. Solan, H.P., 173 205, INDIA
Tei: +91 §8166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIU3A

Page 4 of 6 / CTp. 413 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
U6y knun FOunop®, TabneTkn aucneprapyemble [nas aereii], 100 mr + 125 mr

Batch No / Batch Quantity / 1500000.0 tab /
Cepaa Ne : EE0ED Pa3smep cepun : 1500000.0 Tab
Analytical Repourt No/ 040002811303 Date of Analysis / 22.02.2025
AnajnrudeckHii oryer No : JlaTa aHaJn3a:

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

JaTta npoH3BOACTBA : TI'ogen fo :

Analysis performed according ND / Ananus nposenes no HJI: JIT1-Ne(004427)-(PI-RU)-260124

Ne Test / Iloxa3aTenn

YUCIO JPONOKEBBIX U
TUIECHEBBIX FPUOOB

| b) Total combined yeasts )
and mould count / Ob1ee

¢) E. coli

Results / Pe3y.abTaThbl | Specification / Hopma
NA INot  more than  10°CFU/g  /
He 6onee 10* KOE/r
|
NA Shall be  absent in lg /|
OrcytcTBUe B 1 T

9 | Uniformity of dosage units / ONHOPOAHOCTb JO3MPOBAHHS

Ibuprofen / U6ynpoden

1.3

|
The acceptance value (AV) should be not |
more  than 15.0 / [Tokazatenb
npuemnemoctd (AV) nomkeH ObITb He
Oonee 15,0

Paracetamol /
[Tapaueramon

1.3

The acceptance value (AV) should be not
more  than 15.0 / [Tokazarens
npuemnemoct (AV) fomkeH OBITb He
6onee 15,0

| onpeaeieHHe

10 | Assay / KonudyecTBeHHOE

100.3 mg/ 100.3 mr

124.1 mg/ 124.1 mr

90.0mg to 110.0mg of C13H1802
| (ibuprofen) per tablet / Ot 90,0 Mr 10|

110,0 mr CI13H1802 (ubympoden) B
| rabreTke
1125mg to 137.5mg of C8HONO2

(paracetamol) per tablet / Ot 112,5 Mr no‘

Remarks: The Product conforms to ND/
Ipumeuanue: [Ipoaykr coorsercTByeT TpeboBanusm HJL

Opinion: APPROVED
Zaxkawdenue: OJOBPEHO

Prepared by /

Maurya (/

—

TloxarorosneHo: Santosh Ii;:nar

Checked by /
IIposepeno: Pardeep Kumar

e

1 o Amit Kumar /\/ \«/

Approved by: Manager/Executive /
Onobpeno: Menemkep / PykoBoaUTENb

Reprint Date:
JlaTta: 22.02.2025

Reprint Date:
Hara: 22.02.2025

Reprint Date:{
Hara: 22.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hilts, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: mail@drraddys.com
CIN: L85195AP1584PLCO04507

www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJINU3A
Page 50f6/CTp. 513 6
Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
HoyKiuH IOnuno0p®, Tabserku Aucneprupyemble [as aereii], 100 mr + 125 mr
Batch No / Batch Quantity / 1500000.0 tab /
Cepus Ne : izt Pasmep cepnn : 1500000.0 Tab
Analytical Repourt No/ 040002811303 Date of Analysis / 27.02.2025
AHajluTHYecKHi oTyeT No ¢ JlaTa aHau3a:
Date of Manufacture / 01/2025 Date of Expiry / 12/2029
JlaTa npoM3BOACTBA : I'open no :
Analysis performed according ND / Ananus nposeaen no HJI: JITT-Ne(004427)-(PI'-RU)-260124

Specification / Hopma

Ne Test / Iloka3zaresn Results / PesyabTaTnl _
R 137,5mMr C8HY9NO2 (mapaueramon) B|

| TabyeTke
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 Tabnetok | carton. / [lo 10 TabneTok B 6amctep H3
B Gmucrep u3 I[IBX/Al. Tlo 2|TIBX/Al Mo 1, 2 nnun 20 6McTepoB BMECTE

faMcTepa BMecTe € WHCTPYKUHMEH |C MHCTpYKLUHEH MO NPUMEHEHHIO B MayKy

MO  MPUMEHEHHWIO B MavKy | KAPTOHHYIO.

| KAPTOHHYIO.
12 |Labeling / Mapxnposka |According to ND. /B coorserctsun ¢ HJL.
13 |Storage conditions / In the original packaging (blister in carton) at temperature below 25 °C. /
| XpaHeHue B opHruHanbHoii ynakoske (611McTep B nauke) npu Temieparype He Bbiwe 25 °C. |
14 | Shelf life / Cpox 5 years /5 net |
FOAHOCTH

* 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. / McnbITanue NpoBOAUTCS TOJBKO AU Kaxaoi 20-i cepuu HaH AJist
OJHOIl cepHH B roJ, B 3aBHCHMOCTH OT TOro, 4To HacTynuT panee. IlokaszaTenr MOMXKeT OTCYyTCTBOBATH B

cepruduKaTe aHATH3A TPOU3BOAHTEIS.

Remarks: The Product conforms to ND/
IMpumeuanue: [Ipoaykr coorBercTBYeT TpeboBanusam HJJ

Opinion: APPROVED
Zakmoyenue: OJOBPEHO

Prepared by / Checked by /
[Toarorosneno: Santosh Kumar | ITposepeno: Pardeep Kumar
Maurya @2 o [

v —

Approved by: Manager/Executive /
Onobpeno: Menemxep £ PyKoBOAUTEND
Amit Kumar f\f-"‘//

/

Reprint Date: Reprint Date:
Hata: 22.02.2025 Hara: 22.02.2025

Reprint Date: v
Hara: 22.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4200 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195A4P1984PLCO04507
www.drreddys.com
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Page 6 of 6/ CTp. 6 13 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
U6ykanH FOunop®, TaéaeTku aucneprupyembie [1is aereii], 100 mr + 125 mr

Batch No / | Batch Quantity/  [1500000.0 tab/
Cepust Ne : !V2500246 Pa3imep cepum : 1500000.0 Tab
Analytical Report No/ 040002811303 Date of Analysis / 22.02.2025
AHaJnTHYecKHiH oTueT Ne ¢ JlaTa ananusa:

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

JlaTa NpoU3BOACTBA : T'ogen a0 :

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

API name (INN) /

npon3soautess I'JIdD:

Iauvenosanne AGC (VIHH): Ibuprofen / Hoynpoden Paracetamol / ITapanietamon
API manufacturer batch number / PIBM240215 APAP/24091296
Homep cepun npouspoautes APC:

FP Manufacturer API Batch number /

Homep cepuu cyGcTaHIIHH FERA00729 FERA00540

IpouzBoautenr APC, ctpana:

API Manufactured by & country/

Solara Active Pharma Sciences
Limited, India / Conapa 3kTus

®apma Caitencus Jlumuren, Unons

Granules India Ltd., India /
['panynec Unaus JIta., Mupus

Remarks: The Product conforms to ND/
ITpumeuanue: [Tpogykr cooTBeTcTBYET TpeboBaHusaM H/JT

Opinion: APPROVED
3axmouenne: OJJOBPEHO

Prepared by /
[Toarorosneno: Santosh Kumar

Maurya -. }})

Checked by /

[IpoBepeno: Pardeep Kumar J

r.._“*l-——' =

Approved by: Manager/Executive /
Onobpeno: Menemkep / PykoBoautens

Amit Kumar e
/\'/ \/

Reprint Date:
Jara: 22.02.2025

Reprint Date:

Hara: 22.02.2025

Reprint Date:  {/
Jlata: 22.02.2025

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