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CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIN3A

Page 1 0f6/Ctp. 113 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
HoykaIMH IOmlop®, Ta0JIeTKH Aucheprupyembie [asa aeteii], 100 mr + 125 mr

1500000.0 tab /

Batch No/ Batch Quantity /

Cepus Ne : e Pasmep cepHH : 1500000.0 Tab
Analytical Repovrt No/ 040002812392 Date of Analysis / 22.02.2025
AHATHTHYECKHH oTyeT No : JlaTta ananmusa:

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

Jara npou3BoACTEA : Togen 1o :

Analysis performed according ND / Anaju3 nposeaen no HJ: JIIT-Ne(004427)-(PI'-RU)-260124

Ne

2 |Identification /
HoaauuHoCcTH

Test / IlokazaTenanb

1 Descrlptlon / Onucanue

Results / PezynbTaThl

| Specification / Hopma

Pink round flat-faced beveled-edge
tablets with impregnations and a
score-line on one side and
characteristic odor. /
Kpyrnbie nIOCKOUMIHHIPHYECKHIE
|TabneTKH  PO30BOTO  LBETAa  C

| BKpaIrJIeHUsAMH, ¢ packoif 1 pUCKOH |

|Ha OJIHOM CTOpPOHE, C XapaKTePHBIM
3aMaxoM.

Complies as prescribed/
CoOTBETCTBYET

| The retention times of the main peaks on the

Pink round flat-faced beveled-edge tablets
with impregnations and a score-line on one
side and characteristic odor./ Kpyribie
TUIOCKOLMTMHAPHYCCKHE TabneTku
PO30BOrO LBETA C BKpanIeHUsMH, C $hackoi
H pUCKOH Ha OAHOH CTOpOHE, ¢
XapaKTepHbIM 3aMaXoM.

|
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
yIep>KHBaHUS  OCHOBHBIX NHKOB  Ha
XpoMaTorpaMMe HCIBITYEMOTO pacTBOpa
JOJDKHBL  COOTBETCTBOBATH  BpPEMEHaM
yIOSPXKUBAHUS THKOB Ha XpOMAaTOTpaMMme
pacTBopa CTaHIAaPTHBIX 06pasios
nbynpodena W mapaueramona (paszen
«KoruecTBEHHOE OMpeNeICHUE).

Remarks: The Product conforms to ND/
ITpumeuanue: IIponykt cooTBeTcTBYET Tpebosanusam HJI

Opinion: APPROVED
3akawuenne: OJJOBPEHO

Prepared by /

Maurya

ITogrotosneno: Santosh Kumar

! -

Checked by /
Iposepeno: Pardeep Kumar

F

Ty

Approved by: Manager/Executive /
Onobpeno: Menemiep / PykoBoautenb
—

Amit Kumar /\{/ S
v

Reprint Date:
Jata: 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 4900 2999, Email: mail@drreddys.com

CIN: L85195A4P1984PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUOPHUKAT AHAJIN3A

Page2of 6/ CTp. 213 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Noykann IOHﬂ0p®, TabJaeTKH gucneprupyemble [nns gereii], 100 mr + 125 mr

Batch No / | Batch Quantity/  [1500000.0 tab /
Cepust Ne : V2500267 Pa3mep cepun : 1500000.0 Tab
Analytical Report No/ 040002812392 Date of Analysis / 22.02.2025
AnamurHdecknii oruert No : JlaTa aHann3a:

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

JlaTa mpoM3BOJACTBA : T'open a0 : |

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

Ne |  Test/Iokasatens

/ Cpennsist Macca
TabJ1eToK

4 |Disintegration /

PacnagaemocThb
5 | Dissolution /
PactBopenne

3 | Average weight of tablets

Results / Pe3yabTaThl

Complies/CooTBETCTBYET

366.2 mg/ 366.2 Mr '

! Specification / Hopma

00 min 32 sec / 00 MuH 32 cek

101 % to 103%

101 % to 103 %

357.7 mg to 3723 mg
(365.0 mg + 2.0 %). /
Or 357,7 mMr Ji(o} 372,3 Mr
(365,0 Mr+2,0 %)

[Not more than 3 min /

He 6onee 3 muH

Not less than 70 % (Q) of C13HI802
(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

(napaueramonn) uepe3 30 MuH |

6 | Dispersibility /
| IncnepcHOCTE

Complies / CooTBeTcTByeT

7 | Related substances / PoncTBeHHbIe IpUMecH

Uniform suspension passing through the |
710 um sieve is formed / OOpasyetcs
ONHOPOJHAS  CYCHEH3US, NpPOXOnAllas

yepe3 CUTO C pazMepoM oTBepcTuil 710 MkM

|

Remarks: The Product conforms to ND/
Ilpumeuanne: [Tponykr coorseTcTBYeT TpeboBanusm HJL

Opinion: APPROVED
3akmouyenue: OJIOBPEHO

Prepared by /

[Toarorosneno: Santosh Kumar
Maurya

Checked by /
IIposepeno: Pardeep Kumar |

Approved by: Manager/Executive /
Opobpeno: Menemkep / PykoBoauTeb

Reprint Date:
Hara: 22.02.2025

Reprint Date:
Hara: 22.02.2025

Amit Kumar /\(;
Reprint Date:

Hara: 22.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: 491 40 4200 2900, Fax: +91 40 4300 2999, Email: mail@drraddys.com

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

Page 3 of 6/ CTp. 3u3 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
No6yknuH IOHnop®, TabJieTKH Aucneprupyemsle [1Js gereii], 100 mr + 125 mr

Batch No / Batch Quantity / 1500000.0 tab /
V2500267

Cepus Ne : Pa3mep cepuu : 1500000.0 Tab

Analytical Repo:‘t No/ 040002812392 Date of Analysis / 22.02.2025

AHanuTH4eckuii oryer Ne : JlaTa ananu3a:

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

JlaTa npou3BOACTBA : T'oges no :

Analysis performed according ND / Auanuz nposegen mo H/I: JITT-Ne(004427)-(PI'-RU)-260124

Ne l Test / IlokazaTenn

o

4-Aminophenol content

‘ 4-amuHOdeHONA

Method 2 / Meton 2
| Determination of

unidentified impurities /
Onpeznenexue

npumeceil n6ynpodena
napareramona

!Method 1/Meron1 |

/

Onpenenenne conepixanus

HeHHeHTH(bHLIHpOBaHHLIX

H

| Results / PesynbTaTsl

0.0004 %

0.09%

Ibuprofen and Paracetamol |

[+Method 2) / Cymma
npumeceit (Meron 1 +
Meron 2)

Total impurities (Method

0.09%

Specification / Hopma

| 4-aminophenol (paracetamol impurity) - not

more than 0.005 %

4-amuHOGeHoN (IpuUMech apaleTamosa) -

| He 6oiee 0,005 %

.Any individual unidentified imparityﬁl

ibuprofen or paracetamol - not more than |

10.2%

EnvHuyHas

He 6onee 0,2 %

HeuAeHTH UL POBaHHAS
npuMech ubynpodeHa unu napaleramona -

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

|count / Ob1iee Ynucio
a’pobHBIX
| MHKpPOOPTaHU3MOB

| a) Total aerobic microbial

g |Microbial limits* / MukpoGronora4yeckas 4acrora*

NA

Not  more  than 10° CFU/g

| He 60nee 10° KOE/r

/

Remarks: The Product conforms to ND/
IIpumeuanne: ITponykT cootBeTCTBYET TpeboBaHusaM HJ

Opinion: APPROVED
3akarouenne: OJJOBPEHO

Prepared by /

Maurya {ﬁj

IToarorosieno: Santosh Kumar

Checked by /

IIpoBepeno: Pardeep Kumar

1]

[

—

Approved by: Manager/Executive /

Amit Kumar

A

Onobpeno: Menemxkep / PykoBoautens

Reprint Date:
Jara: 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 24200 2900, Fax: +91 40 4900 2999, Email: mail@drraddys.com

CIN: L851954P1984PLCO04507

www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIM3A

Page 4 of 6 / CTp. 4 u3 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoyknun IOHﬂ0p®, TaGNeTKH AUcneprupyemble [as gereii], 100 mr + 125 mr

Batch No / Batch Quantity / 1500000.0 tab /
Cepus Ne : i Pazmep cepnn : 1500000.0 Tab
Analytical Repourt No / 040002812392 Date of Analysis / 22.02.2025
AHaJuTHYeCKHH oTUeT Nb : JlaTa aHanu3a:

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

JaTa npousBoacTBA : T'omeHn go :

Analysis performed according ND / Anann3 nposeaen no HJI: JITT-Ne(004427)-(PI'-RU)-260124

Ne : Test / IlokazaTeb

b) Total combined yeasts
and mould count / Obuiee
YHCJI0 IPOKOKEBBIX U
IJIECHEBLIX MPUOOB

¢) E. coli

Results / PesyabTaTtsl

| Specification / Hopma :

- NA | Not more than 10* CFU/g /
He 6onee 10° KOE/r
~ Na Shall be absent in lg /
OtcyrctBue B 1 T
|

'Ibuprofen / Ubynpoden

—9 | Uniformity of dosage units / OTHOPOJZHOCTE 103HPOBAHHS

1.9

The acceptance value (AV) should be not
more  than 150 /  Ilokazatens
npuemnemMoctn (AV) aomkeH ObITb He
oonee 15,0

Paracetamol /
ITapaueramon

1.9

The acceptance value (AV) should be not
more than 15.0 / [Tokazartenp
npuemyieMocTH (AV) JomkeH ObITb He
Oonee 15,0

10 | Assay/ KonuyecTBeHHOE
olnpeJeseHue

100.3 mg/ 100.3 mr

124.5mg/ 124.5 Mr

.90.0 mg to 110.0mg of CI13H1802
(ibuprofen) per tablet / Ot 90,0 Mr mo|

110,0 mr CI13H1802 (ubympodeH) B
Tabnerke
1125mg to 137.5mg of C8HONO2

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

Remarks: The Product conforms to ND/
Ipumevanne: [IpoaykT cooTBeTCTBYET TpeboBanuam HJI

Opinion: APPROVED
3axnwuyenne: OJOBPEHO

Prepared by /
IToarorosneno: Santosh Kumar

M A
aurya AN

Checked by /
IIpoepeno: Pardeep Kumar

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

Amit Kumar [\( '*-’/

Reprint Date:
Hara: 22.02.2025

Reprint Date:
Jara: 22.02.2025

Reprint Date:
Hara: 22.02.2025

Registered Office: 8-2-237, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4200 2900, Fax: +91 40 4300 2999, Email: mail@drreddys.com

CIN: L851954P1584PLCO04507
www.drreddys.com
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Vill. Kho!, Nalagarh Road, Baddi,
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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A

PageSof 6/ CTp. 513 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
H6ykann FOnnop®, Tabnerku aucneprupyemste [is gereii], 100 mr + 125 mr

Batch Quantity / 1500000.0 tab /

|Batch No /

|Cepusi Ne : VS Pa3mep cepum : 1500000.0 Tab
|Analytical Report No / 040002812392 Date of Analysis / 22.02.2025
AHanuTHYecknii oTuer Noe : HaTa aHanusa:

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

JlaTa npoHu3BOACTBA :

T'onen go :

Analysis performed according ND / Ananu3 nposexen mo HJI: JITT-Ne(004427)-(PI-RU)-260124

P

‘ Test / Iloka3zaTean

Results / Pe3yabTaTsl

| Specification / Hopma R '

137,5mr CSHO9NO2 (mapauetamon) B
Tabnetke

11 |Package/YnakoBka

KapTOHHYIO.

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. / ITo 10 Tabnetox | carton. / [To 10 Tabnerok B 6nmcrep u3
'B 6mucrep us [IBX/Al Ilo 2 IIBX/Al Ilo 1, 2 nau 20 61uCTEPOB BMECTE
|GnucTepa BMecTe C HMHCTPYKLHeH ¢ MHCTPYKLHEH MO NMPHMEHEHHIO B MavKy
‘N0 NpPUMEHEHHI0 B [AauKy | KAPTOHHYIO.

12 |Labeling / MapkupoBka

According to ND. / B coorserctauu ¢ HJI.

13 | Storage conditions /

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

XpaHeHne B opuruHansHol ynakoske (61ucTep B mauke) npH TeMeparype He Bbime 25 °C. |
14 |Shelf life / Cpox 5 years / 5 ner '
TONHOCTH

* 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 IIPOBOAHTCS TOJBKO A/ Kakao# 20-i cepuu nau oas
OJHO# CepHH B roJ, B 3aBHCHMOCTH OT TOr0, YTO HAcTynmuT paHee. Iloxa3aTeilb MOKET OTCYyTCTBOBATH B
cepTHduKaTe aHATH3A NPOH3BOAUTES.

Remarks: The Product conforms to ND/
IMpumeyanne: [Iponykr coorercTBYeT TpeboBanusiM HJJ

Opinion: APPROVED
3axsmouenue: OJOBPEHO

Hara: 22.02.2025

Hata: 22.02.2025

Prepared by / Checked by / Approved by: Manager/Executive /
[oaroroenero: Santosh Kumar | ITposepero: Pardeep Kumar Onobpeno: Menemkep / PykooauTenb
Maurya (%) ooy Amit Kumar /\( “//

Reprint Date: Reprint Date: Reprint Date:

Hara: 22.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +51 40 4200 2900, Fax: +91 40 4500 2999, Email: mait@drraddys.com
CIN: L851954P1584PLCO04507

www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTHDUKAT AHAJIU3A
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Page 6 of 6/ CTp. 6 u3 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
U6ykann FOnnop®, Tabnaerkn aucneprupyemsbie [as gereii], 100 mr + 125 mr

Batch No / Batch Quantity / 1500000.0 tab /
Cepus Ne : V2500267 Pa3mep cepnn : 1500000.0 Tab
Analytical Repog‘t No / 040002812392 Date of Analysis / 22.02.2025
AHaguTHuecKHi oTyeT Ne : Jata anaqmusa:

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

JlaTa npous3BOACTBA : T'open go :

Analysis performed according ND / Ananau3 nposeaes mo HJT: JIT1-Ne(004427)-(PI'-RU)-260124

npousBoautes I'JIMD:

Ipouzsogurtens AD®C, ctpaHa:

API name (INN) / =

Hanmenosanue ADC (MEED): Ibuprofen / HoynpodeH Paracetamol / ITapaueramon
API manufacturer batch number / PIBM240215 APAP/24091296
Howmep cepun npoussoaures ADC:

FP Manufacturer API Batch number /

Homep cepuu cyGcTaHINH FERA00729 FERA00540

API Manufactured by & country /

Solara Active Pharma Sciences
Limited, India / Conapa Dxtus

®apma Caitercus Jlumurten, Uanns

Granules India Ltd., India /
I'panynec Unans JIta., Maaus

Remarks: The Product conforms to ND/
IMpumeyanue: [Ipoaykr coorseTcTBYeT TpeboBanusM HJ|

Opinion: APPROVED
3akmouenne: OTOBPEHO

Prepared by /
TToarorosiieno: Santosh Kumar

Maurya ‘ﬁ?l’

Checked by /
IIpoBepeno: Pardeep Kumar

=l

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

Amit Kumar [\( ;

Reprint Date:
Hara: 22.02.2025

Reprint Date:
Hata: 22.02.2025

Reprint Date: {
Jara: 22.02.2025

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