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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Page1of 6/Ctp. 143 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
HNoyxnnH IOunop®, TabneTku aucneprupyemsble [ns gerei], 100 mr + 125 mr

Batch No / V2500183 Batch Quantity / 1500000.0 tab /
Cepus No : Pasmep cepun : 1500000.0 Tab
Analytical Report No / 040002807316 Date of Analysis / 14.02.2025
AHanuTHn4eckHii oryer No : JaTa ananunza:

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

JlaTa npou3BoACTBA : [ I'ogen o :

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

Ne Test / [TokaszaTens

Results / PesyabTaThl

1 Bescription / Onucanue

2 |Identification /
IHogauHHOCTDL

Pink round flat-faced beveled-edge
tablets with impregnations and a
score-line on one side and
characteristic odor. /
Kpyrnble mI0CKOLIUTMHAPAUECKHE
TabNeTkd PO30BOro  liBETa C
BKpAaIIeHHsIMH, ¢ packoil 1 pucKkoi
Ha ONHOMW CTOPOHE, C XapaKTepPHbIM
3aMaxoM.

Complies as prescribed/
COOTBETCTBYET

Specification / Hopma |
Pink round flat-faced beveled-edge tablets
with impregnations and a score-line on one
side and characteristic odor./ Kpyrusle
IIOCKOLUUIMHAPHYECKHE TabneTKH |
PO30BOTO LIBETA C BKPATIIEHHAMH, C (aCKOH |
M pUCKOH Ha OHHOH CTOpOHE, C|
XapaKTepHbIM 3aI1aXOM. ,

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). / BpemeHna
yIepXHBaHWS  OCHOBHBIX HHKOB  Ha
XpOMaTorpaMMe HCIBITYEMOI0 pacTBOpa
JOJ/DKHBL  COOTBETCTBOBATH  BpEMEHaM
ylepXHBaHUus TMHKOB Ha XpoMaTOrpaMme
pacTBopa CTAaHJApTHBIX 06pa31os
ubynpodena u mnapaueramona (pasnen

«KomyecTBEHHOE ONpeieTICHHEY).

Remarks: The Product conforms to ND/
Ipumeyanue: [IpoaykT cooTBeTcTByeT TpebosanusM HJI

Opinion: APPROVED
3akiouenune: OJOBPEHO

Prepared by / Checked by / Approved by: ManagerfExecutive /
INoarorosiicHo: Santosh Kumar | [Iposepeno: Pardecep Kumar |, Ono6perio: Menemucep// Pyonoanrens
Maurya @ QL, Abhishek Chauhan /

Reprint Date: Reprint Date: Reprint Date: ’

Jata: 14.02.2025 Hata: 14.02.2025 JaTa: 14.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 30 1900 2900, Fax: +91 4C 4900 2999, Einail: mait@drreddys.ccm

CIN: L85195AP1984PLCO04507
wwwedrreddys.com
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg

HNoykaun IO}mop®, TabJaeTKu Aucneprupyemsole [aus gereii], 100 mr + 125 mr

Batch No / V2500183 Batch Quantity/  |1500000.0 tab /
Cepusi Ne - Pazmep cepuH : 1500000.0 Tab
Analytical Repourt No/ 040002807316 Date of Analysis/ 14.02.2025
Ananurudecknii oryer No : JlaTa ananusa:

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

JlaTa npoH3BOACTBA : T'omen g0 :

Analysis performed according ND / Apasnu3z nposegen no H/L: JITT-No(004427)-(PT-RU)-260124

No

| Specification / Hopma - !

Test / TlokazaTean Results / PeayabTaTh!

3 | Average weight of tablets 363.5 mg/ 363.5 Mr 357.7 mg to 3723 mg
/ Cpeausis macca ' (365.0 mg + 2.0 %). /
Ta0J1eTOK Ul e s Or 357,7 mr Jo 372,3 mMr

(365,0 Mr £+ 2,0 %)
4 | Disintegration / 00 min 50 sec / 00 mun 50 cex | Not more than 3 min /

|PacnagaeMocTh

He 6ornee 3 MuH

5 |Dissolution /
| PacrBopeHue

100 % to 104%

Q)

98 % t0 102 %

' Q)

6 |Dispersibility /
JducnepcHocTh

Complies / CooTBeTCTBYET

Not less than 70 % (Q) of C13H1802
(ibuprofen) after 30 min / He meHee 70 %

(ubynpoden) uepes 30 MUH

Not less than 70 % (Q) of C88HINO2
(paracetamol) after 30 min / He menee 70 %

(mapauetamon) uepes 30 MUH

Uniform suspension passing through the
710 um sieve is formed / O6pasyercs
OJTHOpOAHAs
yepes CUTO ¢ pazMepoM OTBEpCTHH 710 MKM

C13H1802

C8HONO2

CYCIieH3Usl, IPOXOAALIAs |

7 | Related substances / PoncTBeHHbIe IpUMECH

Remarks: The Product conforms to ND/
IIpumeuanue: [TponykT cooreTcTByeT TpeGosaHuam H/JI

Opinion: APPROVED
3akmouenue: OJIOGPEHO

Jara: 14.02.2025

Prepared by / Checked by / Approved by: Manager/Executive /
HogaroTosneno: Santosh Kumar | IIposepeno: 'ardeep Kumar Omnobpcno: Metiemrep/ PyrconoanTent
Maurya w QL/ Abhishek Chauhan

e — .
Reprint Date: Reprint Date: Reprint Date: /

JHarta: 14.02.2025

Hata: 14.02.2025 I

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

Tal: +91 40 4900 2900, Fax: +Y41 40 4900 2999, Email: maii@drreddys.com

CIN: L85195AP1984PLCN04507
wwnwdrreddys.com
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Dr. Reddy's Laboratories |td.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Sofan, H.P, 173 205, INDIA
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CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIM3A
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg

HUOYyKIuH IOlm0p®, TabJieTKH Aucneprupyemblie [nis aereii], 100 mr + 125 mr

Batch No / V2500183 Batch Quantity / 1500000.0 tab /
Cepust Ne : - Pazmep cepHH : 1500000.0 Tab
Analytical Repo:‘t No/ 040002807316 Date of Analysis / 14.02.2025
AnanuTHYecKHil oTueT Noe : JaTa ananusa:

Date of Manufacture / '01 12025 Date of Expiry / 12/2029

JaTa npou3BoacTBA : | T'open go :

Analysis performed according ND / Auanus nposeged mo HJI: JIT1-Ne(004427)-(PI-RU)-260124

Ne Test / IlokazaTesb Results / PesynbTathl

| Specification / Hopma

,: Method 1 / Meton 1 - 1 4—£rr_1inophenol (paracetamol impurity) - not
4-Aminophenol content / 0.0002 % more than 0.005 %
gnpenen(;ﬂne COACpKanuA | 4-amHuHobeHOoN (MPUMECH NapaleTaMmona) -
e ne 6onee 0,005 % |
'Method 2 / Metozn 2 | Any individual unidentified impurity of|
Determination of 0.08% ibuprofen or paracetamol - not more than
Ibuprofen and Paracetamol ' 0.2%
unidentified impurities /
Ennnnunas HEUJICHTH (UM POBAHHAS
Onpenenenue
npuMech HOynpodeHa UM napaleTamosna -
HeHJeHTUhULU POBAHHBIX o
N He 6onee 0,2 %
npuMeceit ubynpodeHa u
| mapaneTamona
Total impurities (Method Not more than 0.7 % / He 6onee 0,7 %
1+Method 2) / Cymma 0.08%
npumeceii (Mertoa 1 +
Merton 2) |
g |Microbial limits* / Mukpo6uonoruueckas unctora* ]
a) Total aerobic microbial | NA | Not more than 10°CFUu/g  / |
count / O611ee uucio He 6onee 10° KOE/r
a3pobHbIX
MHUKpPOOPraHu3MoOB

Remarks: The Product conforms to ND/
IIpumeuanue: [IpoaykT coorBercTByeT TpeboBanram HJ{

Opinion: APPROVED
3aKk/04eHHe: OI[OB]?EHO

Prepared by / Checked by /
[TogroTornerno: Santosh K%;\mar ITporepeno: Pardeep Kumar [

i
Maurya { =

W

Approved by: Managef/Executive /
Onotipenn: Menepxgp / Pykoponntens
Abhishek Chauhan

Reprint Date: Reprint Date:

Hara: 14.02.2025

Hara: 14.02.2025

Reprint Date:
Hara: 14.02.2025

Registered Oifice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 49 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLCO04507
wwidrreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDJA
Tel : 91 8166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIU3A

Page 4 of 6/ CTp. 4143 6

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

H6ykann FOuunop”, TaGneTku ucneprupyemsle [1is aereii], 100 mr + 125 mMr

Batch No / V2500183 Batch Quantity / 1500000.0 tab /
Cepus No : Pazmep cepun : 1500000.0 Tab
Analytical Report No/ 040002807316 Date of Analysis / 14.02.2025
AHaJUTHYECKHI oTueT Ne : JlaTa anaJjia3za:

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

JlaTa npon3BoACTEa & logen jgo :

'Analysis performed according ND / Ana/id3 nposejien no HJIL: JITT-Ne(004427)-(PI'-RU)-260124

I—NQ ! Test / [loka3zaTenb Results / Pe3yabTaThbl Specification / Hopma |
; 'b) Total combined yeasts NA Not more than 10° CFU/g /]
and mould count / Ob1uee He 6onee 10> KOE/r
YKCJIO JPOMOKEBBIX U
nnecHeBbIX rpuboB |
¢) E. coli NA Shall be absent n lg /
OtcyTcTBHE B 1 T
- Iy
9 |Uniformity of dosage units / OpHOPOAHOCTD AO3UPOBAHUS 1
Ibuprofen / U6ynpoden | 1.7 The acceptance value (AV) should be not
more  than 15.0 /  Ilokazarenb
npuemnemoctd (AV) JomkeH ObITh HE
oonee 15,0
Paracetamol / 3.0 | The acceptance value (AV) should be not
ITapaueramon more  than 150 /  Iloxasatenb
npuemiemocti (AV) pomked ObIThb HE
oonee 15,0
I_IO Assay / KosinuecTBenuoe 98.7 mg/ 98.7 Mr 90.0 mg to 110.0mg of CI13H1802
| ompenenenne (ibuprofen) per tablet / Ot 90,0 Mr no|
110,0mr CI13H1802 (ubynpogen) B
TabneTke
121.5mg/ 121.5 mr 112.5mg to 137.5mg of C8HINO2

(paracetamol) per tablet / Ot 112,5 mr 1o

Remarks: The Product conforms to ND/
Hpumeuanne: [IpoxyKT cootBeTcTBYeT TpeboBaHiaM HI

Opinion: APPROVED
3akmoyenue: OJJOBPHHO

Prepared by / Checked by / Approved by: Manager/fxecutiye /
IMoarorosneno: Santosh Kumar | TIposepeno: Pardeep Kumar Onobpeno: Menemiep| Pykogoautens
Maurya Qt_:/- Abhishek Chauhan

Reprint Date: Reprint Date: Reprint Date:

Hara: 14.02.2025 Iara: 14.02.2025 Jara: 14.02.2025

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

CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUDHUKAT AHAJTHM3A

Dr. Reddy's Laboratories [td.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, IND|A
Tel: 9198166 56001-C2
www.drreddys.com
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg

U6ykann FOnnop®, Tabnerkn aucneprupyemble [ns gereii], 100 mr + 125 mr

Batch No / Batch Quantity/  |1500000.0 tab /
Cepns Ne : Mk Pa3mep cepun : 1500000.0 Tab
Analytical Repo‘}'t No/ 040002807316 Date of Analysis / 14.02.2025
ApajuTHueckuif oryer No & JlaTa aHasn3a:

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

JlaTa npou3BOACTBA : Iogen go :

Analysis performed according ND / AHa/Iu3 npoBe/ieH 110 HI: JITT-No(004427)-(PI-RU)-260124

Ne ‘ Test / [Toka3zaTeab

I

Results / PesynbTaThl

| Specification / Hopma

1375 Mr C8HONO2 (mapaueramon) B|
TabneTke

11 |Package / YnakoBKa

10 tablets in PVC/Al blister. 2

B Omucrep wuz IIBX/Al Ilo 2
Gancrepa BMECTE C HMHCTPYKIMEH
O  TIPUMEHEHHIO B
KapTOHHYIO.

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. / ITo 10 TabneTok B OauCTEp U3
NBX/AL o 1, 2 nnu 20 61UCTEPOR BMECTE
C MHCTPYKIHEH MO MpUMEHEHHIO B MauKy
Nayvky | KAPTOHHYIO.

12 | Labeling / MapkupoBKa

According to ND. / B cootserctaun ¢ HJI.

13 |Storage conditions /

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

XpaHeHHe B opuruHanbHoit ynakoske (61ucTep B auke) Npy Temneparype e Bbiiie 25 °C.
14 | Shelf life / Cpok 5 years /5 net
roJAHOCTH l

* 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. / HcnibITAHHE HPOBOIUTCH TOJNLKO JI51 Kasxaoif 20-1 cepun HIIH s
O/(HOWi CepHH B roJ, B 3aBHCHMOCTH OT TOro, 4TO HacTynHT paHee. IlokasaTejlb MOXeT OTCYTCTBOBAaTbH B
cepTH(MKaTe aHATH3A NPOH3BOUTEISL.

Remarks: The Product conforms to ND/
IIpumeuanne: IIpoayKT COOTBETCTBYET TpeboBanusam HJ

Opinion: APPROVED
3ak/04ueHHe: OI[OBPEfIO

Jata: 14.02.2025

Jara: 14.02.2025

Prepared by / Checked by / Approved by: Manager/Ejxecutive /
IMoarotosincHo: Santosh Kumar | IMposepeno: Pardeep Kumar Onobpeno: Menemxkep //Pykospaurens
Maurya @s QL_, Abhishek Chauhan /,
Reprint Date: = Reprint Date: Reprint Date: !

JaTa: 14.02.2025

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

CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS

CEPTUOHKAT AHAJIM3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel: 91 92166 56001-02
www.drreddys.com
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg

W6y kann F0unop®, TaGnerku gucneprupyembie [ais aereii], 100 mr+ 125 mr

Batch No/ Batch Quantity / 1500000.0 tab /
V2500183

Cepust Ne : Pasmep cepyn : 1500000.0 Tab

Analytical Repovrt No / 040002807316 Date of Analysis / 14.02.2025

AHaJmTHYecKHil oTyeT Ne : JlaTa apaju3a:

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

JlaTa npou3BoACTBA @ I'oneH 10 :

Analysis performed according ND / Anann3 nposejien no HJI: JITT-No(004427)-(PI"-RU)-260124

API name (INN)/

|

npousBonutess JID:

Hammenosatue ADC (MHH): Ibuprofen / H6ynpoden Paracetamol / Tlapauieramon
API manufacturer batch number / PIBM240210 APAP/24081243
Homep cepun nponssogutens ADC:

FP Manufacturer API Batch number /

Homep cepun cyGcTaHUHH FERA00681 FERA00703

API Manufactured by & country /
ITpoussoautenb ADC, cTpana:

Solara Active Pharima Sciences
Limited, India / Conapa DKTUB
®apma Caitencn3 Jlumuten, Muaus

Granules India Ltd., India/
Ipanynec Uupus Jita., Muaus

Remarks: The Product conforms to ND/

Ipumeuanne: [Jpoaykt cooTseTcTByeT Tpedosaniam HJL

Opinion: APPROVED
3axmogenue: OXOBPEHO

Prepared by /
[Hoarorosncuo: Santosh Kumar
Maurya

Checked by /
Ipopepernio: Pardeep Kumar

=

Onobpeno: Menemxep / Pyko oIHTEh

Approved by: Manage //Executiye /
Abhishek Chauhan ;

Reprint Date:
Harta: 14.02.2025

Reprint Date:
Hara: 14.02.2025

Reprint Date:
Jata: 14.02.2025

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

CIN: L85195AP1984PLCO04507
www.drreddys.com




