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CERTIFICATE OF ANALYSIS
CEPTU®HUKAT AHAJIM3A
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg

NoyKiauH IOnnop®, TabaeTku Aucneprupyembte [ns aereii], 100 mr + 125 mr

Batch No/ Batch Quantity / 1500000.0 tab /
Cephs Ne : Ve Pa3mep cepHuH : 1500000.0 Tab
Analytical Report No/ 040002811053 Date of Analysis / 22.02.2025
AHaJnTHYecKuii oTyeT Ne : Jata ananusa:

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

JlaTa npon3BoOACTEA : Togen g0 :

Analysis performed according ND / Ananu3 nposeaen mo HJI: JII1-Ne(004427)-(PT-RU)-260124

Ne Test / IlokazaTen Results / PesynbTaTsl

Specification / Hopma

' Pink round flat-faced beveled-edge

tablets with impregnations and a
score-line on one side and
characteristic odor. /
Kpyrnble nnockOUUITHHAPHYECKHE
|TabneTku  po3oBoro  LBETa €
| BkpansieHusAMY, ¢ hackoii U pucKoi
' | Ha OJIHOH CTOPOHE, C XapaKTepHbIM
3aMaxom.

1 -Fescription / Onncanue

Complies as prescribed/
CooTBETCTBYET

2 |Identification /
IMopiMHHOCTH

Pink round flat-faced beveled-edge tablets
with impregnations and a score-line on one
side and characteristic odor./ Kpyrmsie
TUIOCKOLMIMHAPHYECKHE TabneTku
PO30BOrO 1|BETa C BKparnIeHUsIMH, € Gackoii
H pUCKOIl Ha OmHOH  CTOpOHE, cl
XapaKTepHbIM 3allaXxoM.

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
yIEPKUBAHUS  OCHOBHBIX TNTHKOB  Ha
XpOMaTorpaMMe UCIBITYEMOIO pacTBOpa
JOJDKHBl  COOTBETCTBOBAaTb  BPEMEHaM
yIAepKUBaHUS MUKOB Ha XpoMarorpamme
pacTBoOpa CTaHAAPTHHIX 06pa3Los
ubynpodena wu mnapaueramona (pasnen|
«KonM4ecTBEHHOE ONPEeCNeHHEY). |

Remarks: The Product conforms to ND/
Ipumeuanue: [IpoxykT coorBeTcTBYeT TpeboBaHusaM HJI

Opinion: APPROVED
Zaxmouenue: OJJOBPEHO

Prepared by / Checked by /
[Toaroroeneno: Santosh Ku ar [Iposepeno: Pardeep Kumar
Maurya { E “

- c—

Approved by: Manager/Executive /
Onobpeno: Menemkep / Pykosonutennb
Amit Kumar ot

Reprint Date:
Hara: 22.02.2025

Reprint Date:
Jara: 22.02.2025

Reprint Date: ¥
JHara: 22.02.2025

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

CIN: L851954P1984PLCO04507
www.drreddys.com




Dr.Reddy’s €:¢

Dr. Reddy's Laboratories Ltd.

Fermulation Unit-6
Vill. Kho!, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

Lo Tonn 00
Tel : 391 98166 56001-02

www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJINU3A
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Moy KauH IOuuop®, TabaeTku aucneprupyemble [ais gereii], 100 mr + 125 mr

Batch No/ Batch Quantity / 1500000.0 tab /
Cepust Ne : gt Pasmep cepHH : 1500000.0 tab
Analytical Repo:‘t No/ 040002811053 Date of Analysis / 22.02.2025
AHaJuTHYecKHii oT4eT No : JlaTa aHanu3a:

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

JlaTa npou3BOACTBA : T'ogen 1o :

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

Ne Test / [TokazaTenn

Results / PesynbTaTnt

Specification / Hopma

/ Cpenusis Mmacca
Ta0JIeTOK

3 | Average weight of tablets |

4 | Disintegration /

363.3 mg/ 363.3 Mr 357.7 mg to 372.3 mg

. (365.0 mg + 2.0 %). /

Complies/CooTBeTCTBYET Or 357.7 Mr - 3723 Mr
(365,0 mr + 2,0 %)

00 min 23 sec/ 00 mun 23 cex | Not more than 3 min /|

101 % to 103%

100 % to 102 %

| PacnagaemocThb
5 |Dissolution /
| PacTtBOopenne
6 |Dispersibility /
AucnepcHocTh

Complies / CooTBeTCTBYET

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
(mapaueramonn) uepes 30 MHH

Uniform suspension passing through the
710 um sieve is formed / OOpasyercs
OJIHOPOJHAS  CYCNEH3Us, [NpOXOoAsAllas
4epe3 CHTO C pazMepoM OTBEPCTUH 710 MM

b | Related substances / PojicTBeHHbIE MPUMECH

—: —— —

Remarks: The Product conforms to ND/
IMpumeuanne: [MponyxT coorseTcTBYET TpeboBanuaM HJI

Opinion: APPROVED
3axmwuenue: OJIOBPEHO

Prepared by /
[Togrorosneno: Santosh Kumar
Maurya (¢ )_

Checked by /
Iposepeno: Pardeep Kumar,

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoauTE b

Amit Kumar I\/""/

Reprint Date:
Hara: 22.02.2025

Reprint Date:

JHara: 22.02.2025

Reprint Date: |/
Hara: 22.02.2025

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

CIN: L85195A4P1584PLCO04507

www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUD®UKAT AHAJIMU3A

Page3of 6/ CTp. 3u3 6

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

M6y kann YOunop®, Tabaerku aucneprupyemsle [aus aereii], 100 mr + 125 mr

Batch No/ Batch Quantity / 1500000.0 tab /
Cepns No : NEnae = Pasmep cepun : 1500000.0 Tab
Analytical Repo:‘t No/ 040002811053 Date of Analysis / 22.02.2025
AnaauTHuyeckuif oTueT Ne ; JlaTa anajan3a:

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

JlaTa NpoOH3BOACTEA : Togen no :

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

Test / Iloxa3zaTeanb

Z

Results / PesynbTaTnl

Method 1/ Meton 1
4-Aminophenol content /
Onpefenenue coneprKaHus
4-amunodeHona

Determination of
Ibuprofen and Paracetamol
unidentified impurities /
Onpenenenue
HEHACHTHHULMPOBAHHBIX
npuMecelf ubynpodeHa u
napaueramosia

Method 2 / Meron 2

0.0004 %

0.08%

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

0.08%

| Specification / Hopma

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

4-amuHOGeHON (NpUMECh napaleTamona) -
He 6onee 0,005 %

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

| EnvHu4nas HeuAeHTH QLU POBaHHAs
| IpUMeCh ubynpodeHa unu napaueramona -
| He bonee 0,2 %

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

g |Microbial limits* / Mukpobuonoruieckas uucrora*

'a) Total aerobic microbial
count / O61uee yucio
a3poBHbIX
MHKPOOPTaHH3MOB

NA

| Not

more than
He 60nee 10° KOE/r

10°CFU/g  /

Remarks: The Product conforms to ND/
IIpumeuanue: [TponykT coorBeTcTBYET TpeboBaHMAM H]JI

Opinion: APPROVED
3axkmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
T[loarotosneno: Santosh Kumar | IIposepeno: Pardeep Kumar Opnobpeno: Menemiep / PyrcoBO)mTenL
Maurya ) —— Amit Kumar M /

Reprint Date: Reprint Date: Reprint Date: ¢/

Hara: 22.02.2025 HaTta: 22.02.2025 Hara: 22.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hilts, Hyderabad - 500034, Telangana, india
Tel: +S1 40 4200 2900, Fax: +91 40 4300 2599, Email: mail@drraddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTHO®PUKAT AHAJIU3A

Page4 of 6/ CTp. 413 6

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

HNoyknnH FOuuop®, TabneTku qucneprupyemble [ais aereii], 100 mr + 125 mr

Batch No / Batch Quantity / 1500000.0 tab /
Cepusa Ne : V2500234 Pa3mep cepHH : 1500000.0 tab
Analytical Report No/ 040002811053 Date of Analysis / 22.02.2025
AHajauTH4ecKkHuii oryer No : JlaTa anajm3a:

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

JaTa npoH3BOJACTBaA : | I'open po :

Analysis performed according ND / Anann3s nposeaen no HJI: JIIT-Ne(004427)-(PI'-RU)-260124

Ne Test / Iloxa3arens Results / Pe3yabTaThl Specification / Hopma !
b) Total combined yeasts  NA Not more than 10> CFU/g /|
and mould count / Ob1uee He 6onee 10> KOE/r

YHUCNO JPOXOKEBBIX U
| I7IECHEBBIX rPUGOB

I ¢) E. coli | NA Shall be  absent in lg /

‘ OtcytctBue B 1 1
9 |Uniformity of dosage units / OOHOPOAHOCTL JO3MPOBAHHUS -
Ibuprofen / HOynpoden 24 The acceptance value (AV) should be not
more  than 15.0 /  llokazarens
npuemyieMoctd (AV) gnomxen ObITb He
6onee 15,0
Paracetamol / 24 The acceptance value (AV) should be not |
[Tapaneramon more  than 15.0 /  Tlokazarens
npuemnemMoctd (AV) nomxeH OBITb He
6onee 15,0
10 | Assay/ KosqudecTBeHHOE " 100.4 mg / 100.4 mr 90.0 mg to 110.0 mg of CI13H1802
onpeaejeHne (ibuprofen) per tablet / Ot 90,0 Mr no
110,0 mr CI13H1802 (ubynmpoden) B
TabneTke
123.8 mg/ 123.8 mr 1125mg to 137.5mg of C8HINO2
| (paracetamol) per tablet / Ot 112,5 Mr jio|
Remarks: The Product conforms to ND/ Opinion: APPROVED
IIpumeuanne: IIpogykr coorBeTcTByeT Tpebosanusm HJ 3axmouyenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosneno: Santosh Kumar | [Tposepeno: Pardeep Kumar Onobpeno: Menemkep / PykoBoautens
Maurya f B Amit Kumar b
24 @— =L r\(/
Reprint Date: Reprint Date: Reprint Date: v
Hara: 22.02.2025 Hara: 22.02.2025 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 4500 2999, Email: mail@drraddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com



Dr.Reddy’s €3¢

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tei : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A
Page 50f6/CTp. 5u3 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
N6y xmun FOunop®, Tabaerku aucneprupyemsie [ais nereii], 100 mr + 125 mr
Batch No/ Batch Quantity / 1500000.0 tab/
Cepus No : RN Pazmep cepui : 1500000.0 Tab
Analytical Report No/ 040002811053 Date of Analysis / 99.02.2025
AHaauTHyeckmii oTyeT Ne : JaTa ananuza:
Date of Manufacture / 01/2025 Date of Expiry / 12/2029
JlaTa mpou3BoACTBa : Togex 1o :

Analysis performed according ND / Ananus nposenen no H/L: JITT-No(004427)-(PT-RU)-260124

Results / Pe3y.m;ra_n>1  Specification / Hopma

Ne Test / IlokasareJn :
B '137,5mMr CS8HONO2 (mapauetamon) B|
TabseTke
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. / ITo 10 ta6netok | carton. / Ilo 10 tabnerok B Onmcrep H3
B 6mucrep n3 I[IBX/Al. Tlo 2 |IIBX/Al Ilo 1, 2 unu 20 61ucTepoB BMecTe
GaucTepa BMECTe C MHCTpyKUMeH ¢ MHCTPYKLHMeH MO MPUMEHECHHIO B MAvky
N0  TPUMEHEHMIO B  MAUYKy  KAPTOHHYIO.
KapTOHHYIO.
12 |Labeling / Mapkuposka |According to ND. /B cootserctuu ¢ H/I.
[ 13 |Storage conditions/ 'In the original packaging (blister in carton) at temperature below 25°C. /
‘ XpaHenue | B opurvHanbHoM ynakoske (6nuctep B avke) NpH TeMnepaType He Boie 25 °C.
| 14 |Shelflife / Cpok 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. / McnbiTaHHe NPOBOAUTCSH TOJIbKO AJIA KAXKAOH 20-ii ceprH M 1141
OHOW CepUH B I0J, B 3aBHCHMOCTH OT TOro, 4YTo HacTynuT panee. Ifoxazarenr Moxer OTCYTCTBOBATH B
ceprudukare aHAIH3a IPOU3BOAUTES.

Remarks: The Product conforms to ND/
Npumeuanne: ITpogykt cooTBeTcTBYET TpeboBanuam HJ|

Opinion: APPROVED
3akuarouenue: OJIOGPEHO

Prepared by /
IMoarorosneno: Santosh Kumar
Maurya })

Jﬂf

Checked by /
[Iposepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemikep / RykoBoaHTENb

Amit Kumar /\/ >
\

——
< ol

Reprint Date:
Hara: 22.02.2025

Reprint Date:
Hara: 22.02.2025

Reprint Date:
Hara: 22.02.2025

Registered Office: 8-2-237, Road No. 3, Banjara Hilis, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: mail@drraddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIM3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
fel :+51 S6106 50001-02
www.drreddys.com

Page 6 of 6/ CTp. 6 u3 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
H6yxaun FOunop®, Tabaerky ancneprupyemble [nis gereii], 100 mr + 125 mr

Batch No / Batch Quantity / 1500000.0 tab /
Cepust Ne : V230205 Pa3mep cepum : 1500000.0 Tab
Analytical Repourt No / 040002811053 Date of Analysis / 22.02.2025
Ananurnyeckmii order No : JaTa anajau3a:

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

JlaTa npon3BoAcTBA : Tonen mo :

Analysis performed according ND / Asann3 nposeaen mo HJL: JIIT-Ne(004427)-(PT-RU)-260124

API name (INN)/

npousBogutens I'JIdP:

Haumenosatme A®C (MIHH): Ibuprofen / U6ynpoden Paracetamol / [Tapaueramon
API manufacturer batch number / PIBM240211 APAP/24091296
Homep cepun npoussoautesiss ADC:

FP Manufacturer API Batch number /

Homep cepun cyOcTaHIMK FERA00683 FERA00540

API Manufactured by & country/
IIpouseoaurens APC, cTpana:

Solara Active Pharma Sciences
Limited, India / Conapa DKTuB
®apma Caliencus Jlumuren, Muaus

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

Remarks: The Product conforms to ND/

Opinion: APPROVED

ITpumeuanue: [Ipoaykt cooTBeTcTByeT TpedoBanuam HJI

3axmouenue: OJOBPEHO

Prepared by /
IToarorosiexo: Santosh Kumar

Maurya 1?3

(e -

Checked by /
Ilporepeno: Pardeep Kumarp

C?_.l//" B

Approved by: Manager/Executive /
Onobpeno: Menemiep / Pykosoautens

Reprint Date:
Hara: 22.02.2025

Reprint Date:

Hara: 22.02.2025

Amit Kumar }\(/ V.
/
v

Reprint Date:
Jata: 22.02.2025

Registered Office

2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telanzana, india
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