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CERTIFICATE OF ANALYSIS
CEPTU®HUKAT AHAJIU3A
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
U6ykaun FOunop®, Tabaerkn qucneprapyembie [mis aereii], 100 mr + 125 mr

Batch No / Batch Quantity / 1500000.0 tab /
Cepus Ne : My Pa3zmep cepun : 1500000.0 Tab
Analytical Repog-t No/ 040002852471 Date of Analysis / 19.03.2025
AxaauTnyeckuii oryer No ; JlaTa anaju3za:

Date of Manufacture / 03/2025 Date of Expiry / 02/2030

JaTa npon3BoacTBa : TopeH no :

Analysis performed according ND / Ananu3 nposeaes no H/I: JIT1-Ne(004427)-(PI'-RU)-260124

Ng!

Test / [TokazaTesanb

Results / PesynbTaThl

| Specification / Hopma

1

: Identification /
| INoaanHHOCTDH

Description / Onucanune

Pink round flat-faced beveled-edge
tablets with impregnations and a
score-line on one side and
characteristic odor. /
Kpyrinble mIocKOUIMTHHAPHUYECKHE
TabJeTKH  PO30BOrO  lBETa C
BKpanieHusIMH, ¢ (ackoif ¥ puckoh
Ha OJIHOI CTOpOHE, 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./ Kpyrnsie |
TUIOCKOLYUTHHAPHYECKHE TabneTKH |
PO30BOTO I[BETA C BKPaIJIEHUSAMH, C hackoii
¥ puUCKOM Ha OJHOH CTOpOHe, ¢
XapaKkTepHBIM 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
YACp)KUBaHHSA  OCHOBHbIX IIUKOB  Ha
XPOMATOrpaMMe  HCIBITYEMOTD  PAcTROPA
JIOJDKHBL ~ COOTBETCTBOBATb  BpPEMEHaM
YICPXKHBAHHSI THKOB Ha XpOMaTOIrpaMMe
pacTBopa CTaHAAPTHBIX 00pa31oB
ubynpodeHa u mnapaueramona (paszen
«KosnyecTBeHHOE Onpe/ieNIeHHe»).

Remarks: The Product conforms to ND/
ITpumeyanue: [TponykT cootBeTcTByeT TpebosanusM HJI

Opinion: APPROVED
3axkawouenue: OJJOGPEHO

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

Ioarotorneno: Yogesh Chauhan | IIposepeno: Santosh Kumar Onobpeno: Menemxep / PykoBoauTesn
7 / Maurya Amit Kumar l\_,,f b

Reprint Date: - Reprint Date: Reprint Date: ¥

Hata: 19.03.2025 Hara: 19.03.2025 Hata: 19.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hvderabad - 5060034, Tejangana, India
Tel: +91 40 4900 29090, Fax: +91 40 4200 2999, Email: maii@drreddys.com

CIN: L85195AP1884PLCON4507
wwwLdiredays.com
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CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIU3A

Page20f 6/ CTp. 213 6

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

U6ykann FOunop®, TabaeTku aucneprupyembie [nust gereii], 100 mr + 125 mr

Batch No / Batch Quantity / 1500000.0 tab /
Cepust Ne : (e Pa3mep cepu : 1500000.0 Tabd
Analytical Repovrt No/ 040002852471 Date of Analysis / 19.03.2025
AnanuTHyeckuii oryer Ne : JlaTa ananuza:

Date of Manufacture / 03/2025 Date of Expiry / 02/2030

[IaTa npoH3BOACTBA & I'ogeH no :

| Analysis performed according ND / Ananu3s nposenex mo HJI: JITT-Ne(004427)-(PI'-RU)-260124

Ne | Test / IlokazaTennb

Results / Pe3yabTaTbl

Specification / Hopma

3 | Average weight of tablets
/ Cpennsist macca
TalJIeToOK

364.4 mg/ 364.4 mMr

Complies/CooTBETCTBYET

4 Disintegratioz /
Pacnmagaemocts

00 min 26 sec / 00 MuH 26 cek

1357.7 mg to 372.3 mg
(365.0 mg + 2.0 %). f
Ot 357,7 mMr Jo 372,3 Mr
(365,0 Mr 2,0 %)

| Not more than 3 min /

He Gonee 3 MuH

5 |Dissolution /
PacTrBOopenue

100 % to 104%

98 % to 102 %

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 C8H9NO2I

| (paracetamol) after 30 min / He meHee 70 % |
i Q C8HINO2|

(nmapauetamon) uepes 30 MuH

6 | Dispersibillty /
JucnepcHocTh

Cuwplies / Couisereisyer

Uniform suspension passing through the
I710 um sieve is formed / O6paByCTCSI|
|OJHOpOZHAs ~ CYCIIEH3Ws,  MPOXOAALIAs
yepes CHTO C pa3MepoM oTBepcTHH 710 MKM

7 Related substances / PoacTBeHHbIE npumMecu

Remarks: The Product conforms to ND/
ITpumeyanue: [Tponykr cooTBeTCTBYET Tpebosanusm HJ

Opinion: APPROVED
Baxiaouenne: OJOBPEHO

Prepared by /
[oarorosnero: Yogesh Chauhan

P =

Checked by /
IMpoBepeHo: Santosh Kumar .x@
Maurya S

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBonuTenb
Amit Kumar h\/ Lf_

| —

Reprint Date: ("
Jara: 19.03.2025

Reprint Date:
Hara: 19.03.2025

Reprint Date: |/
JHara: 19.03.2025

Registered

Office: 8-2-337, Road No. 3, Banjara Hills, Hvderabad - 500034, Telangana, India

Tol: 491 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com

CIM: L85195AP1982PLCYN4507
www.diredays.com
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg

U6yxann FOunop®, Tabaerku aucneprapyembie [as gereii], 100 mr + 125 mr

Batch No/ Batch Quantity / 1500000.0 tab /
V2500435

|Cepust Ne : Pa3mep cepun : 1500000.0 Tab

Analytical Report No/ 040002852471 Date of Analysis / 19.03.2025

AHaJUTHYECKHIT oTyeT No : JlaTa anam3a:

Date of Manufacture / 03/2025 Date of Expiry / 02/2030

[TaTa npon3BoACTBA : I'ogen go :

| Analysis performed according ND / Ananu3s nposeges no H/L: JITT-Ne(004427)-(PI'-RU)-260124

No Test / ITokazaTenn

Results / Pe3ynbTaThl

["Speciﬁcation / Hopma

Method 1/ Meton 1
4-Aminophenol content /
OrnpeneneHue coaepKaHus
4-amuHodeHnona

Method 2 / Meron 2
Determination of

unidentified impurities /
OnpegneneHne
HenIeHTU(PULHPOBAHHBIX
npumeceii uoynpodena u
napateramMona

Ibuprofen and Paracetamol I

Total impurities (Method
1+Method 2) / Cymma
npumeceit (Metog 1 +
Meton 2)

g |Microbial limits* / Mukpo6uonoruyeckas yucrora*

: 4-aminophenol (paracetamol imp_urity) - not

0.00009 %

more than 0.005 %

I4-aMm-10<1)eHon (mpumech nmapaueramMosna) -
[ He 6onee 0,005 %

Any individual unidentified impurity of|

0.11%

0.2%

EnunuuHas

ibuprofen or paracetamol - not more than

HeHI[eHTPIq)I/ILalOBaHHaH

npuMech HOynpodeHa UM napalueTamona -

He Gonee 0,2 %

0.11%

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

'a) Total aerobic microbial
| count / OB1uee uncio
a3pOOHBIX
MHKPOOPTraHU3MOB

NA

Not
He 6onee 10° KOE/r

more  than  10° CFU/g

/

Remarks: The Product conforms to ND/
Ipumeuanne: [Ipoaykr cooTBeTCTBYET TpeboBanusam HJT

Opinion: APPROVED
3akarouenune: OJJOBPEHO

Prepared by /
Ioarotoeneno: Yogesft Chauhan

L=

Checked by /
IIposepeno: Santosh Kumar
Maurya

Approved by: Manager/Executive /

OnobpeHo: Menemxep / PykoBoaMTENb

Amit Kumar

|
No

Reprint Date:

Jara: 19.03.2025

Reprint Date:
Jara: 19.03.2025

Reprint Date: |
Jara: 19.03.2025

Registered Office: 8-2-337, Ro

AqT B

ad No. 3, Banjara Hills, Hyderabad - 505034, Telangana, India

Tel: 491 40 4900 2900, Fax; +51 50 4200 2999, Ermail: mail@drreddys.com

CiN: L85195AP1864PLCODAS0Y
www.drredays.com
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Page4 of 6/ CTp. 413 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
U6yknun ¥Onuop®, Tabaerkun aucneprupyemsoie [puis aereii], 100 mr + 125 mr

Batch No / Batch Quantity / 1500000.0 tab /
Cepusa Ne : ] Pazmep cepuu : 1500000.0 Tab
Analytical Repourt No/ 040002852471 Date of Analysis / 10.03.2025
AHanuTHYecKHH oTyeT Ne : Jata ananusa:

Date of Manufacture / 03/2025 Date of Expiry / 02/2030

JlaTa nmpou3BoacTBa : I'open po :

Analysis performed according ND / Anasnu3s nposeaen mo HJI: JIIT-Ne(004427)-(PI-RU)-260124

[ Ne Test / [TokazaTennb

| Results / Pe3ysibTaThl

[ Specification / Hopma

b) Total combined yeasts
and mould count / Ob1uee
YHCIIO APONOKEBBIX U
TUIECHEBBIX MPHOOB

‘¢) E. coli

NA 'Not more than  10°CFU/g /
He 6onee 10> KOE/r
NA Shall be absent in lg /

OtcyrctBUe B I T

9 ;Uniformity of dosage units / OQHOPOAHOCTh 1O3UPOBAHHUS

[Tapaueramon

merofen/ Hoynpoden 1.4 The acceptance value (AV) should be not':
more  than 15,0 /  Tlokazatens
npuemnemoctd (AV) nomkeH ObiTb He
oonee 15,0

Paracetamol / 2.1 The acceptance value (AV) should be not

more  than 150 /  Ilokaszarenb
npuemiemoctd (AV) nomxeH ObITb He
oonee 15,0

10 | Assay/ KosnuecTBeHHO®

onpeae/ieHue

100.6 mg / 100.6 mr

121.6 mg/ 121.6 Mr

90.0mg to 110.0mg of C13H1802
(ibuprofen) per tablet / Ot 90,0 Mmr no
110,0 mr C13H1802 (ubynpodeH) B
TabneTtke

1125mg to 137.5mg of C8HINO2
(paracetamol) per tablet / Ot 112,5 Mr 10

Remarks: The Product conforms

to ND/

ITpumeuanue: Ilpoaykt cootBeTcTBYET TpeboBanusam HJI

Opinion: APPROVED
3axmouenue: OJIOBPEHO

Prepared by /
[ogroroenero: Yogesh Chauhan

Checked by /

Maurya

ITpoeepeno: Santosh Kumar ’EP

Approved by: Manager/Executive /
Onobpeno: Menemkep / Lliymsoz[menb
Amit Kumar el
— e,
A

fz

Reprint Date:
Jara: 19.03.2025

Reprint Date:
Jara: 19.03.2025

Reprint Date:
Hara: 19.03.2025

Registered Office: 8-2-337, Road No. 3, Banjaia Hills, Hvderabad - 500034, Teiangana, Incia
Tol: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1584FLCVOAS07

wwdi redays.com
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CERTIFICATE OF ANALYSIS

CEPTUDHUKAT AHAJIU3A

Page 50f 6/ CTp. 513 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
HNoykaun IOunop®, Taénerkn gucneprupyemsbie [1is aereii], 100 mr + 125 mr

Batch No / Batch Quantity / 1500000.0 tab /
Cepus Ne : MRSUES Pa3mep cepuH : 1500000.0 Tab
Analytical Repoyrt No/ 040002852471 Date of Analysis / 10.03.2025
Ana/maTnyeckni otyert Ne : JlaTa aHajn3a:

Date of Manufacture / 03/2025 Date of Expiry / 02/2030

JlaTa mpou3BOJCTBA : TopeH 1o :

Analysis performed according ND / Ananu3 npoeegex mo HJI: JITT-Ne(004427)-(PT'-RU)-260124

Specification / Hopma i

No | Test / IlokazaTenn : Results / PesyabTaTbl
; 137,5mMr C8HINO2 (mapaueramorn) B:
TabneTke
11 |Package / YnakoBka 10 tablets in PVC/AI 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. / Ilo 10 tabnerox B 6nMcrep U3
| B Omnucrep u3z I[IBX/Al. Ilo 2|IIBX/Al Ilo 1, 2 nnu 20 61MCTEPOB BMECTE |
' 6aucTepa BMECTE C MHCTPYKLMEH | ¢ MHCTPYKUHEH MO NPUMEHEHHIO B MadKy |
00  JpPUMEHEHHIO B  MAuKy | KAPTOHHYIO. |
KapTOHHYIO.

12 |Labeling / MapkupoBka |According to ND. /B coorserctuu ¢ HI.

[ 13 |Storage conditions / In the original packaging (blister in carton) at temperature below 25°C. /
| XpaHeHHe B opuruHansHo# yrnakoeke (61icTep B nauke) pu TeMnepaType He Boiie 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. / McnibITAHHE NPOBOAUTCS TOJIBKO JJIAl KA R0H 20-i cepuH MM NSt
OJHON cepHH B oA, B 3aBHCHMOCTH OT TOr0, YTO HacTynuT panee. IloxaszaTeyi MOMXKeT OTCYTCTBOBATHL B
cepTudHrKaTe aHAIH3a NPOH3BOJHTES.

Remarks: The Product conforms to ND/ Opinion: APPROVED

Hpumeuanne: [Iponyxr coorseTcTByeT TpeboBanusam HJ 3axmouenue: OJOBPEHO

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

Hoxrorosneno: Yogesh Chauhan | Iposepeno: Santosh Kumar Onobpeno: Menemxep / RykoBoaUTENb
/ //' Maurya '_-‘g_r Amit Kumar

Reprint Date: L3 Reprint Date: Reprint Date:

Jara: 19.03.2025 Jara: 19.03.2025 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: L85195AP1684PLCO0O4507
www.diredays.com
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
H6yxann FOunop®, Tabnerkn aucneprupyemsble [1ist aereii], 100 mr + 125 Mr

Batch No/ Batch Quantity / 1500000.0 tab /
Cepust Ne : peites Pa3mep cepun : 1500000.0 Tab
Analytical Report No/ 040002852471 Date of Analysis / 19.03.2025
AnanuTHdecknii oTyeT Ne : JdaTta anaanza:

Date of Manufacture / 03/2025 Date of Expiry / 02/2030

JlaTa npoH3BOJACTBA : T'ogen 1o :

Analysis performed according ND / Anasu3s nposened no HJI: JITT-Ne(004427)-(PI'-RU)-260124

API name (INN) /

Hammenosanue ADC (MHH): Ibuprofen / 6ynpoden Paracetamol / [Tapauetamon
API manufacturer batch number / PIBM240221 APAP/24081244
Homep cepun npounssoautens ADC:

FP Manufacturer API Batch number /

Homep cepun cyGcTaHIHH FERA00741 FERA00704

npoussogureas I'JID:

API Manufactured by & country /
IpousBonurens ADPC, crpana:

Solara Active Pharma Sciences
Limited, India / Conapa 3xTHB

®apma Caitencus Jlumuten, Unaus

Granules India Ltd., India /
I'panynec Unang JIta., Muans

Remarks: The Product conforms to ND/
IIpumeuanue: [Ipoayxr cooteercTByeT Tpebopanuam HJI

Opinion: APPROVED
3akmouenne: OJOBPEHO

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

IMoaroroneno: Yogesh Chauhan | ITpoBepeno: Santosh Kumar 4& Onob6peno: Menemxep / &KOBOI{I/ITBHB
/ J////-/ Maurya — | Amit Kumar #

Reprint Date: - Reprint Date: Reprint Date: !

Jara: 19.03.2025 Hara: 19.03.2025 Hara: 19.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 4971 40 4990 29060, Fax: +31 40 4200 29989, Email: mail@drraddys.com

CIN: L85195AP1954PLCOD4507
www.diredays.com




