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CERTIFICATE OF ANALYSIS
CEPTUDPHUKAT AHAJIU3A

Page 1of 6/ CTp. 143 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
H6ykaun FOunop®, Tabaerkn aucneprupyembpie [nis mereii], 100 mr + 125 mr

Batch No / Batch Quantity / 1500000.0 tab /
Cepus Ne : 12500273 Pa3mep cepun : 1500000.0 Tab
Analytical Repoz‘t No/ 040002812928 Date of Analysis / 22.02.2025
AHanuTHYeckuil oTyeT Ne : JaTa aHanusa:

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

JaTa npoH3BOACTBA : TI'ogen no :

Analysis performed according ND / Anayns npoeeger mo HJI: JIT1-Ne(004427)-(PI"-RU)-260124

Test / Iloka3aTenanp

Results / PesyabTaThl

[ Ne
[ 1 Description / Onucanue

2 i Identification /
IMogtMHHOCTDH

Pink round flat-faced beveled-edge
tablets with impregnations and a
score-line on one side and
characteristic odor. /
Kpyrnsle nnocKOLMIHHIPHYECKUE
TabJeTKH  poO30BOrO  LBETa C
BKpaIUICHUAMH, ¢ packoii u puckoi
Ha OJIHOU CTOPOHE, C XapaKTEPHBIM
3aMaxoM.

Complies as prescribed/
CooTBeTCTBYET

| The retention times of the main peaks on the

Specification / Hopma i

Pink round flat-faced beveled-edge tablets
with impregnations and a score-line on one
side and characteristic odor./ Kpyrmsie|
NJOCKOLMTHHAPHYECKHE TabneTKu
PO30BOrO LiBETa C BKpaInjaeHUusIMH, ¢ Gackoi
W pHCKOH Ha OJHOH 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
yIepXKHBaHHS  OCHOBHBIX IMUKOB  Ha
XpOMaTorpaMMe HCIBITYEMOro pacTBopa
JIOMKHBI  COOTBETCTBOBATH ~ BpeMeHaM
YISPKUBAHHS MUKOB HA XpOMAaTOrpaMMme
pactBopa CTaHJAPTHBIX 006pasLoB
ubynpodena u mapaueramona (pasgen
«KonuiecTBEHHOE OMpPEACTICHUEY).

Remarks: The Product conforms to ND/
ITpumeuanne: [Ipoaykt cooTBeTcTBYET Tpeboanusm HJI

Opinion: APPROVED
3axawouyenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Iloarorosneno: Santosh Kumar | Ilpoeepeno: Pardeep Kumar OmnobpeHo: MeHenn{{e—p / PyxoBoguTtens
Maur Amit K =2

aurya _____b_. of/_:_ mit Kumar f{\//

Reprint Date:
Jara: 26.02.2025

Reprint Date;
Hara: 26.02.2025

Reprint Date: |
Hara: 26.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Teiangana, india
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CERTIFICATE OF ANALYSIS
CEPTH®UKAT AHAJIM3A

Page20f 6/ CTp. 213 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
U6y xann FOnnop®, tabaerku aucneprupyemsie [nas aereii], 100 mr + 125 mr

Batch No / Batch Quantity / 1500000.0 tab /
Cepust Ne : V2500273 Pa3mep cepuu : 1500000.0 Tab
Analytical RepOft No / 040002812928 Date of Analysis / 92.02.2025
AHaiuTHYecKHi oTyeT Ne : JaTa apanmsa:

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

JlaTa npou3BoacTBA : TI'open go :

Analysis performed according ND / Ananu3 npoexen mo HJL: JITT-Ne(004427)-(PI'-RU)-260124

" Specification / Hopma

|
PacnagaeMocTh

Ne Test / Iloka3zaTenn | Results / Pe3ynbTaThl

3 |Average weight of tablets 364.0 mg/ 364.0 mr 357.7 mg to 372.3 mg
/ Cpeausis Macca . (365.0 mg + 2.0 %). /
TabJIETOK Complies/CoDTRCTETBICT Or 357,77 mr Ji(o) 372,3 mr
| (365,0 Mr+2,0 %)

4 .Disintegration/ 00 min 36 sec / 00 muu 36 cex | Not more than 3 min /

He 6onee 3 muu

5 |Dissolution /
PacrBopenne

6 | Dispersibili_ty7
JucnepcHocTh

100 % to 103%

100 % to 103 %

Not less than 70 % (Q) of C13H1802
(ibuprofen) after 30 min / He menee 70 %
Q) C13H1802
(ubynpoden) yepez 30 Mun

Not less than 70 % (Q) of C8HINO2
(paracetamol) after 30 min / He Mmenee 70 %
Q) C8HINO2

(napaueramonn) uepes 30 MuH

‘Complies / CooTBeTCTBYET

| Uniform suspension passing through the|

710 pm sieve is formed / O6pasyetcs
OJHOpPOAHAS  CYCHEH3HfA, IpOXOoAsLas
4yepes CUTO C pa3MmepoM oTBepcTHil 710 Mkm

7 Related substances / PojcTBenHbIe NpUMECH

Remarks: The Product conforms to ND/
Ipumeuanne: IIponykT cootBeTcTBYET TpeboBaHusm HJJ

Opinion: APPROVED
3axawuyenne: OJOBPEHO

Prepared by /

Maurya X

TTogrorosneno: Santosh Kumar

Checked by /
[Iposepeno: Pardeep Kumar

J —

Approved by: Manager/Executive /
QOpnobpeno: Menemxee! PykoBonutens
Amit Kumar \/ -

Reprint Date:
Hara: 26.02.2025

Reprint Date:
Hara: 26.02.2025

Reprint Date: '

Hara: 26.02.2025
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Page3 of 6/ CTp. 313 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
U6y kaun FOnuop®, TabaeTku aucneprupyempie [nas aeteii], 100 mr + 125 mr

Batch No/ Batch Quantity / 1500000.0 tab /
|Cepyst Ne : /2500278 Pasmep cepHH : 1500000.0 Tab
Analytical Repo:’t No/ 040002812928 Date of Analysis / 22.02.2025
AnajuTH4YecKHii oTyeT Ne : JlaTa anannza:

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

JlaTa npou3BOACTEA : I'ogen go :

Analysis performed according ND / Auanu3 nposegen mo HJ: JIT1-Ne(004427)-(PT-RU)-260124

Ne | Test / [Toxa3aTenb
Method 1/ Meton 1
4-Aminophenol content /
Onpenenenue copepxaHus
4-amunodeHona

Results / Pe3yabTaTnl

Specification / Hopma

0.0004 %

|

Method 2 / MeTon 2
Determination of

| Ibuprofen and Paracetamol
. unidentified impurities /
Onpenenenue
HeuAeHTUDUHHIPOBAHHBIX
npumeceit noynpodeHa u
napateramona

0.08%

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

0.08%

4-aminophenol (paracetamol impurit}T— not
more than 0.005 %

4-amunodeHon (npumech napaneTaMmona) -
He 6onee 0,005 %

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

| Ennnnynas HenaeHTH QUL pOBaHHAS
npuMech HOynpodeHa Win napaleramMmora -
He Gonee 0,2 %

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

a) Total aerobic microbial
count / Ob1ee yuciao
a’pOOHBIX

| MHKPOOPraHu3MOB

g |Microbial limits* / Mukpobuonorsueckas 4ucrora*

| NA

Not more than  10°CFU/g /

He 6onee 10° KOE/r

Remarks: The Product conforms to ND/
Mpumeyanue: [IpogykT cooTBeTcTBYET TpeboBaHusm HJT

Opinion: APPROVED
3axmouenue: OJOBPEHO

Jara: 26.02.2025

JaTta: 26.02.2025

Prepared by / Checked by / Approved by: Manager/Executive /
Tlonrorosneno: SantoshKumar | ITposepeHo: Pardeep Kumar Onobpeno: Menemiep /Ll?yﬂoaomnenb
Maurya ¢ Y QLT Amit Kumar o

Reprint Date: Reprint Date: Reprint Date: |

Jara: 26.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Teiangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
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Dr.Reddy’s €&

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tei : +91 98165 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTH®UKAT AHAJIU3A

Page4 of 6/ CTp. 4u3 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
M6y kaun FOunop®, Tabaerkn aucneprupyemble [as aereii], 100 mr + 125 mr

Batch No/ Batch Quantity / 1500000.0 tab /
Cepus Ne : p25U027S Pasmep cepun : 1500000.0 a6
Analytical Repog‘t No/ 040002812928 Date of Analysis / 22.02.2025
AHaJHTHYecKHii oTyeT Ne : JlaTa anaju3a:

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

Jlata npoM3BOACTBA : I'ogen ao :

Analysis performed according ND / Ananu3 nposeaen no HJI: JI[1-Ne(004427)-(PI'-RU)-260124

No | Test / IToxkazaTean

Results / PesynbTaTsl

Specification / Hopma

'|b) Total combined yeasts NA Not more than 10’ CFU/ Jod /
and mould count / Ob1ee He 6onee 10> KOE/r
YHCIIO0 TPOXOKEBBIX H
TUIECHEBBIX IPHOOB
¢) E. coli NA Shall be absent in 1 g /

|OrcyrcTBUE B 1 T

9 |Uniformity of dosage units / OMHOPOAHOCTE JO3UPOBaHUS

| Ibuprofen / Ubynpoden

Paracetamol /
[Napaueramon

Assay / Koanrieersenuoe
onpejeneHne

10

The acceptance value (AV) should be not
than 150 /  Tloka3arens
npueMseMoctTH (AV) nomkeH OBITH He

The acceptance value (AV) should be not
than 15.0 /  Ilokasarenb
npuemaeMoctd (AV) nomkeH ObiTh He

123.3 mg/ 123.3 mMr

2.9
more
6onee 15,0
3.1
more
Oonee 15,0
© 99.5mg/99.5 mMr 90.0mg to

110.0mg of C13H1802
| (ibuprofen) per tablet / Ot 90,0 Mr no

110,0 mr CI3H1802 (ubynpoden) B
TabyeTke
1125mg to 137.5mg of C8HONO2

(paracetamol) per tablet / Ot 112,5 Mr go

Remarks: The Product conforms to ND/

IIpumedanne: IIpoayxt cootBeTcTBYET TpeboBaHUsM HJI

Opinion: APPROVED
3akarwuenue: OJJOBPEHO

Prepared by /
IToarotosneno: Santosh Kumar
Maurya l

Checked by /
IIpoeepeno: Pardeep Kumar

=

Approved by: Manager/Executive /
Onobpeno: Mernemkep ILP}tKOBouHTem,

Amit # . e
mit Kumar ,;'\( -

Reprint Date:
Jarta: 26.02.2025

Reprint Date:
Harta: 26.02.2025

Reprint Date: \
Hara: 26.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Teiangana, India
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Dr. Reddy S ". Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
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CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIN3A

PageSof 6 /Ctp. 5u3 6

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

M6y kaun FOunop®, Tabaerku aucneprapyembie [ns meteii], 100 mr + 125 mr

Batch No / Batch Quantity / 1500000.0 tab /
Cephs Ne : 2500273 Pa3mep cepuu : 1500000.0 Tab
Analytical Report No / 040002812928 Date of Analysis / 22.02.2025
AnalpTH4yecKHuii oruer No : JlaTa aHa/u3a:

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

JaTa npoH3BOJACTBA : I'open fo :

Analysis performed according ND / Ananns npoeenen no HJI: JII1-Ne(004427)-(PI'-RU)-260124

N Test / Ilokazatens | Results / PesyabTaThbl !Speciﬁcation/ Hopma
| 137,5mMr C8HONO2 (mapaueramon) B
TabneTke
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 tabnertok | carton. / [To 10 Tabnetok B Onmcrtep u3
B Onucrep uz IIBX/Al. Tlo 2|I[1BX/Al Ilo 1, 2 unu 20 6aucTepoB BMecTe
OnMcTepa BMECTE C HMHCTPYKIHeH | ¢ MHCTPYKUMel Mo NpUMEHEHHIO B MayKy
N0  MNpPUMEHEHHI0O B  TAauKy | KAPTOHHYIO. |

KapTOHHYIO,
12 |Labeling / MapkupoBka |According to ND. /B cootsercteuu ¢ HJI.
13 |Storage conditions / In the original packaging (blister in carton) at temperature below 25 °C. /
XpaHeHue B opuruHansHoit ynakoske (6ictep B nayke) npu Temnepartype He Beiie 25 °C.
14 |Shelf life / Cpok 5 years /5 net
| FOHOCTH

* 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. / McnbTaHHC NPOBOAUTCH TOJLKO 1A Kaxaoii 20-i ccpHu miH s
OHOH CepHH B roj, B 3aBHCHMOCTH OT TOr0, 4YTO HAcTynuT paHee. Iloka3aTenbp MOKEeT OTCYyTCTBOBATHL B
cepTudUKaTEe AHATH3A IPOH3BOJANTES.

Remarks: The Product conforms to ND/ Opinion: APPROVED

ITpumeuanue: [Ipoayxr coorseTcTByeT TpeboBanusam HJJ 3akaouenune: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Hozarotosneno: Santosh Kumar | INposepeno: Pardeep Kumar Onobpeno: Menexkep / PykoBoautes
Maurya @/ e Amit Kumar ]\r, o

Reprint Date: Reprint Date: Reprint Date: \

Jlarta: 26.02.2025 Mata: 26.02.2025 Jata: 26.02.2025
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Dr.Reddy’s “:‘

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

Vill. Khol. Nalagarh Road, Baddi,
Distt. Sofan, H.P., 173 205, INDIA
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CERTIFICATE OF ANALYSIS
CEPTUPHUKAT AHAJIN3A

Page 6 of 6 / CTp. 6 M3 6

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

HoyXxinu IOuuop®, Tabnerku aucneprupyemsole [ais gereii], 100 mr + 125 mr

BatchNo / Batch Quantity/  |1500000.0 tab /
CepHs No : V2500273 Pasmep cepuu : 1500000.0 Tab
Analytical Repovrt No / 040002812928 Date of Analysis / 22.02.2025
AHaJliTHYecKHii oTueT No : HaTa ananunsa:

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

JlaTa npou3BOACTBA : I'ogen go :

Analysis performed according ND / Anann3 npoeegen o HJI: JITI-Ne(004427)-(PI™-RU)-260124

API name (INN) /

Hammenosanue AGC (MHE): Ibuprofen / U6ynpoden Paracetamol / [Tapaneramon
APAP/24091296,
API manufacturer batch number / PIBM240215 APAP/24091297,
Homep cepun npouspogutenss ADC: APAP/24081243
ﬂi%ﬁi‘iﬁaﬁfﬁﬁéﬁfﬁfﬁh mmber! FERA00729 R L
FERAO00703

npou3spoguTes I'JI1D:

API Manufactured by & country /
Hpousogutens ADC, ctpana:

Solara Active Pharma Sciences
Limited, India / Conapa OxTuB
®apma Catiencus Jlumurten, Maaus

Granules India Ltd., India /
I'panynec Unnns Jita., Muous

Remarks: The Product conforms to ND/
IIpumeuanune: [IponykT cooTseTcTBYeT TpeboBanusaM HJI

Opinion: APPROVED
3akmouenne: OJJOGPEHO

Prepared by /
[MoaroTosneno: Santosh Kumar
Maurya 7,

Checked by /
[Tpoeepeno: Pardeep Kumar

Approved by: Manager/Executive /
Opobpeno: Menemxkep / PykoBoauTenh
Amit Kumar

Reprint Date:
JlaTal 26.02.2025

Reprint Date:
Jara! 26.02.2025

Reprint Date:
Hata: 26.02.2025
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|
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