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CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIU3A
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg

H6yxmun FOunop®, Tabnerku aucneprupyembie [nns aereii], 100 mr + 125 mr

Batch No/ V2500191 Batch Quantity / 1500000.0 tab /
Cepus No : Pa3zmep cepun : 1500000.0 Tab
Analytical Report No/ 040002808282 Date of Analysis / 14.02.2025
AuasinTHYecKHid oTyeT Ne : JlaTa ananu3za:

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

JaTa npoH3BOACTBA : I'ogeH go :

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

Ne Test / IlokazaTesn Results / Pe3yabTaThl

- — 1 - "
1 |Description / Onncanue |Pink round flat-faced beveled-edge | Pink round flat-faced beveled-edge tablets
tablets with impregnations and a|with impregnations and a score-line on one
score-line on one side and|side and characteristic odor/ Kpyrmsie
characteristic odor. /| IIOCKOUMJIMHAPHUECKHE TabaeTku
Kpyrable nnoCKOUMIHHAPHUECKHE ‘ PO30BOro LBETA C BKPAIJIEHUAMH, C hackoi
TabNeTKH pO30BOrO  1BETa C|H pUCKOl Ha OOHOH  CTOpOHE, ¢
BKparuieHusiMy, ¢ packoit u puckoi ‘ XapaKTePHBIM 3aIIaX0oM.
HA OJIHOM CTOpPOHE, ¢ XapaKTEPHBIM
3aMaxoM.

‘! Specification / Hopma

2 |Identification / Complies as prescribed/ The retention times of the main peaks on the
IMoaMMHHOCTD CooTBeTCTBYET 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). / Bpemena
yICpXHBaHUS  OCHOBHBIX IIHKOB  Ha
XpoMaTorpaMMe HCNBITYEMOrO pacTBOpa
JMOJKHBl ~ COOTBETCTBOBATH  BPEMEHaM
yACPKHBAHHSA MHKOB Ha XpOMaTorpaMme |
pacTBopa CTaHJApTHBIX o0paszios
Hobynpodena u mapaueramona (pasgen
«KonuuecTBeHHOE ONpeeNeHue»).

Remarks: The Product conforms to ND/ Opinion: APPROVED

Ipumeuanue: [Ipoaykr cootBeTcTBYET TpeboBaHUsM HJI 3axiiouenue: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToaroTorneHo: Sarita ﬂ IIporepeno: Santosh Kum% Maurya | OnobpeHo: MeHemxkep ylcoﬂo,?ﬂ-rrenh

7 Abhishek Chauhan

L

Reprint Nate: Reprint Nate: Reprint Nate-
Hara: 14.02.2025 Jara: 14.02.2025 Hara: 14.02.2025
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CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIN3A

Page2of 6/CTp. 2 M3 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Ho6ysann FOunop®, Taénerkn nucneprupyemble s gereii], 100 mr + 125 mr

BatchNo / V2500191 Batch Quantity / 1500000.0 tab /
Cepus No : Pasmep cepuu : 1500000.0 Tab
Analytical Repoz‘t No/ 040002808282 Date of Analysis / 14.02.2025
AnasiaTudyecknii oryer Ne : JlaTa aHaM3a:

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

JlaTa Npon3BOACTBA : T'ogen go :

Analysis performed according ND / Anasau3 nposeaen mo HJI: JITI-Ne(004427)-(PI'-RU)-260124

! No Test / TToka3zaTenb

Results / PesynbTatsl

| Specification / Hopma

3 _Av;rage weight of tablets
/ Cpennsist Macca
Ta0JIeTOK

366.2 mg/ 366.2 Mr

Complies/CooTBETCTBYET

4 |Disintegration /
PacnagaeMocTh

00 min 50 sec / 00 mun 50 cex

5 |Dissolution /
| PacTtBOpenue

6 [ Dispersibility /
JAucnepcHocTh

101 % to 102%

100 % to 101 %

357.7 mg R to 372.3 mg
(365.0 mg + 2.0 %). /
Or 357,77 mMr Jo 372,3 mMr
(365,0 Mr = 2,0 %)

Not more  than 3 min /

He 6oiee 3 MuH

|Not less than 70 % (Q) of C13H1802]

(ibuprofen) after 30 min / He menee 70 %
(0)) C13H1802

(udynpoden) uepe3 30 Mux

Not less than 70 % (Q) of C8HONO2
(paracetamol) after 30 min / He menee 70 %
Q) C8HINO2
(mapavueTtamon) uepe3 30 MHH

Cunplics / Courseicisyct

7|

Related substances / PofcTBeHHBIE MPUMECH

‘Uuifuuu suspensivn passing Uunough the
710 um sieve is formed / O6pa3syetcs
OJHOPOJHASl  CYCIICH3HS, MNPOXOAAILAL
4yepes CUTO € pa3MepoM oTBepcTHH 710 MM

Remarks: The Product conforms to ND/
IIpumeuanne: [IponykT cooTBeTCTBYET TpeboBanusM HJI

Opinion: APPROVED
3akmouenue: OJJOBPEHO

Jara: 14.02.2025

Hara: 14.02.2025

Prepared by / Checked by / Approved by: Manager/Hxecutiye /

INoxrorosneHo: Sarita IIpoeepeno: Santosh Kumar Maurya | Opobpeno: MeHnemxkep [/ Pykopnirens
& ‘ﬁ\ Abhishek Chauhan /[ y

Reprint Date: Reprint Date: Reprint Date:

Jlara: 14.02.2025

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

CIN: L85195A4P1934PLCOO4507
www.crreadys.com
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
H6yxmun FOuuop®, Tabaerku qucneprupyemsie [nis aereii], 100 mr + 125 mr

Batch No / V2500191 Batch Quantity / 1500000.0 tab /
Cepns Ne : Pa3smep cepum : 1500000.0 Tab
Analytical RepOj‘t No/ 040002808282 Date of Analysis / 14.02.2025
AHaJIHTHYEeCKHH oTueT Ne : Jarta ananuza:

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

JlaTta npou3BoacTBa : I'ogen no :

Analysis performed according ND / Ananu3 nposenen no HJI: JII1-Ne(004427)-(PI™-RU)-260124

No Test / ITokazaTeanb

Results / PesyabTaTnl

Method 1/ Metog 1
4-Aminophenol content /
Onpexenenyre coaepxaHus
4-amuHodeHoNa

0.0001 %

Specification / Hopma

4-§ninophenol (paracetamol impurity) - not
more than 0.005 %

4-amuHodeHon (MpUMech napaleramona) -
He 6onee 0,005 %

Method 2 / MeTon 2
Determination of
Ibuprofen and Paracetamol
unidentified impurities /
Onpenenesue
HeUAEHTH(PUUHPOBAHHBIX
npumMeceii nbynpodena u
napateramosia

0.07%

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

Enunuunas HeuJIeHTHQUI POBAHHAS
npumMech nbynpodena UM napayeTamona -
ne 6oxnee 0,2 %

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

0.07%

g |Microbial limits* / Mukpobuonorudeckas urcrora*

'a) Total aerobic microbial
count / Obimee gucno
a’pobHBIX
MHKPOOPTaHH3MOB

NA

Not more than 0.7 % / He 6onee (17_%

Not more than  10°CFU/g /

He 6onee 10° KOE/r

Remarks: The Product conforms

to ND/

ITpumeyannue: [IponykT cootBeTcTByeT Tpebosannam HJI

Opinion: APPROVED
3akJIUYeHHE: OI[OBP‘EHO

Jara: 14.02.2025

Jara: 14.02.2025

Prepared by / Checked by / Approved by: Managgt/Executive /
p g
ITonroroBneno: Sarita INposepeno: Santosh Kumar Maurya | Onobpeno: Menemxdp / PykgBoanreins
| A Abhishek Chauhan | /
Reprint Date: Reprint Date: | Reprint Date:

Hata: 14.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 20 4200 2999, Email: mail@drraddys.com

CIN: L85195AP1934PLCO0AS0Y
WWW.CITRUAYS.Com
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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
N6yxmun FOunop®, Taéaerku aucneprupyemslie [aas aereii], 100 mr + 125 mr

Batch No / V2500191 Batch Quantity / 1500000.0 tab /
Cepus Ne ¢ Pa3mep cepus : 1500000.0 Tab6
Analytical Report No/ 040002808282 Date of Analysis / 14.02.2025
AHaJnTHYecKnif oTyeT Ne @ JaTa anaausza:

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

JlaTa npon3BOACTEA : Togen ao :

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

Ne Test / Iloka3aTennb

b) Total combined yeasts
and mould count / Obuiee
YHCIIO APOAOKEBBIX U
TUIECHEBBIX TpUbOB

|¢) E. coli

Results / Pe3yabTaTsl  Specification / Hopma
NA 'Not more than 10°CFU/g /
He 6onee 10> KOE/r
R NA Shall be absent in 1lg /

OrcytcTBUE B 1 T

9 | Uniformity of dosage units / OXHOPOXHOCTH A03MPOBAHHS

Ibuprofen / U6ynpoden

|
The acceptance value (AV) should be not

Paracetamol /
[Mapaueramon

1.4
more  than 15,0 /  Tlokasatens |
npuemnemMoctd (AV) nomxeH OBITH He |
6onee 15,0 .
1.3 The acceptance value (AV) should be not |

more  than 15,0 /  Tlokazatens
npuemnemMoct (AV) JnomkeH OBITH He
6onee 15,0

10 | Assay / KoJsinuecTBeHHOe

onpegejieHue

100.6 mg/ 100.6 mMr

| 124.8 mg/ 124.8 mr

|

90.0mg to 110.0mg of C13H1802
(ibuprofen) per tablet / Ot 90,0 Mr no

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

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

Remarks: The Product conforms to ND/
ITpumeuanne: [Iponykr cootBeTcTBYeT TpeboBanram HJI

Opinion: APPROVED

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

[Toarororneno: Sarita g/ [Iposepeno: Santosh Kumar Maurya | OnoGpeto: Menejpkep// PykoBonnTes
' gl Abhishek Chauhan [

Reprint Date: Reprint Date: Reprint Date: '

Hara: 14.02.2025

Jlara: 14.02.2025

Jara: 14.02.2025

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

CIN: L85195AP1534PLCOO4507
WWW.CITeaays.com
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CERTIFICATE OF ANALYSIS
CEPTUDHKAT AHAJIN3A
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Formulation Unit-6
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
HNoyriInu FOunop®, Tabnerkn aucneprupyempie [ais aereii], 100 mr + 125 mr

Batch No / V2500191 Batch Quantity / 1500000.0 tab /
Cepus Ne : Pa3mep cepHH : 1500000.0 Tab
Analytical Repourt No / 040002808282 Date of Analysis / 14.02.2025
ABasluTHYEeCKHi oTueT Nb : JlaTa aHaau3a:

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

JlaTa n1poH3BOACTBA : T'ogen no :

Analysis performed according ND / Ananu3 nposeaen mo HJI: JIT-Ne(004427)-(PI'-RU)-260124

Ne Test / IToka3zaTeanb

Results / PesynbTaTsl

Specification / Hopma

137,5mr C8HONO2 (napaueTaleoﬁ B
TabJeTke

11 |Package / YnakoBka

10 tablets in PVC/Al blister. 2
blisters and patient information
leaflet in a carton. / ITo 10 Tabnerok
B Omucrep u3z I[IBX/Al Ilo 2
faHcTEpa BMECTE€ C MHCTpyKLMel
N0  TNPUMEHEHMI0O B Mauky
KapTOHHYO.

10 tablets in PVC/AIl blister. 1, 2 or 20
blisters and patient information leaflet in a
carton. / ITo 10 tabnerok B Gnucrep u3
IBX/Al Ilo 1, 2 nmm 20 611cTepoB BMECTE
¢ MHCTpYKI{Hell MO NPUMEHEHHIO B NauKy
KapTOHHYIO.

12 |Labeling / MapkupoBKa

According to ND. / B cootBercteun ¢ HJI.

13 |Storage conditions /

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

roAHOCTH

XpaHeHue B opuruHanbHoi ynakoBke (6icTep B Iauke) Ny TeMnepatype He Bbiie 25 °C.
14 | Shelf life / Cpox 5 years / 5 ner

* 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. / McnbiTanHe MPOBOAHTCS TOJBKO MJIS KRKA0# 20-itf ceprH K A1
OAHOH CepHH B roj, B 3aBHCUMOCTH OT TOro, YTO HACTYNHT panee. IlokasaTeinn MOXKeT OTCYTCTBOBAaThL B

cemelmKaTe AHAJIHN3Aa NPOHU3BOAHUTEJIS.

Remarks: The Product conforms to ND/
Ipumeuanne: [Tponykt coorBeTcTBYET TpebopanuaM HJI

Opinion: APPROVED
3akjoueHne: OI[OBPWHO

Hata: 14.02.2025

Hata: 14.02.2025

Prepared by / Checked by / Approved by: Manager/Executive /
IoxrorosneHo: Sarita b [MpoBepeno: Santosh Kumar Maurya | Onobpeno: Menemxkep / PykoBoauTens

fjg Abhishek Chauhan f
Reprint Date: Reprint Date: Reprint Date: !

Hara: 14.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, india
Tel: +91 40 4000 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP18934PLCO04507
WWW.CITEAUYS.COM
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CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIM3A

Page 6 of 6/ CTp. 6 M3 6

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

HNoyxaun IOHn0p®, Ta0JIeTKH aucueprupyembie [1is aeteii], 100 mr + 125 mr

Batch No / V2500191 Batch Quantity / 1500000.0 tab /
Cepust Ne : Pa3mep cepun : 1500000.0 Tab
Analytical Rep0ft No/ 040002808282 Date of Analysis / 14.02.2025
AHanuTHdyeckuii oTuer Ne : JlaTa anajau3a:

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

JlaTa npon3BOACTBA : T'ogen no :

Analysis performed according ND / Ananu3s npoeeaen mo HJI: JI[T-Ne(004427)-(PT-RU)-260124

ﬁgi;:ﬁig&l\i) A/\ OC (MHH): Ibuprofen / U6ynpoden Paracctamol / ITapaueramon
API manufacturer batch number / PIBM240210 APAP/24091296,
Homep cepun npoussoautens APC: APAP/24081243
FP Manufacturer API Batch number /
Homep cepnu cybctanuun FERA00681 FERAO00540, FERA00703
npouspoauTesas I'JID:

Solara Active Pharma Sciences Granules India Ltd., India /
API Manufactured by & country / | Limited, India / Conapa DkTHB I'panynec Unnus Jitn., Hunus
IIponssoxurent APC, crpana: | ®apma Caiiencus Jlumuren, Muaus

Remarks: The Product conforms to ND/ Opinion: APPROVED

ITpumeuanue: IlpoaykT cooTBeTcTBYET TpeboBanuaM HJI 3axaouenne: OJIOBPEH

Prepared by / Checked by / Approved by: Manager/Exécutive /

[MoproroBneHo: Sarita @/ IMposepeno: Santosh Kumar Maurya | OnoOpeno: Mernemxkep / BykoBojuitenb
ﬁ Abhishek Chauhan d f

Reprint Date: Reprint Date: = Reprint Date: ’

Hara: 14.02.2025 Hara: 14.02.2025 Hata: 14.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telanzana, india
Tol: +81 40 4200 2900, Fax: +91 40 4900 2999, Email: mail@drraddys.com
CIN: L851954P19384PLCO04507
WWW.CITRATYS.Com



