Dr. Reddy's Laboratories Ltd.
q @ Formulation Unit-6
! - Vill. Khoi, Nalagarh Road, Baddi
DI’. Reddys e Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
wwww. drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIM3A

Page1 of 6/ Ctp. 113 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
H6ykann FOunop®, Tabnerkn qucneprupyembie [1as aereii], 100 mr + 125 mr

Batch No / - Batch Quantity / 1500000.0 tab /
Cepus No : VER0HE Pasmep cepru: |1500000.0 a6
Analytical Repourt No/ 040002808184 Date of Analysis / 14.02.2025
Ana/mTHYecKHii oTyeT No : JaTta aHannza:

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

JlaTa npou3BOACTBA : TI'ogen mo :

Analysis performed according ND / Anaau3 nposeaen no HJI: JITI-No(004427)-(PI'-RU)-260124

Ne | Test/Iokasatean Results / PesyabTaThl Specification / Hopma -
1 | Description / Onucaunne | 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./ Kpyribie
| characteristic odor. /| IIOCKOIMJIMHAPUUECKHE TabneTKu
Kpyrable miockouMIMHAPHYECKHE | PO30BOTO LBETA C BKpATJIEHHSIMH, C (acKoi
I |TabneTk po30BOro  IBETa C|M PHUCKOH HAa OAHOIt CTOpOHE, ¢
BKPAIJICHHAMH, C (PACKOH ¥ PUCKOH | XapaKTEPHBIM 3aMaxoM.
Ha OJIHOH CTOPOHE, C XapaKTEePHBIM
3aMmaxom.
2 |Identification / Complies as prescribed/ The retention times of the main peaks on the
HoxnmanOCTH CoO0TBeTCTBYET 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
yIEpXKHBaHUs ~ OCHOBHBIX  IIHKOB  Ha
XpOMaTorpaMMeé HCHBITYEMOTO pacTBopa
JIOJDKHBL ~ COOTBETCTBOBATH  BpPEMEHaM
yIEpXUBaHHS MHKOB HAa XpoMaTOrpamme
pacTBopa CTaHAAPTHBIX 00paz1os
uoynpodeHa u mnapaneramona (pasmen
| I«KOIIH‘{CCTBCHHOC OIIpeneNieHHUE).
Remarks: The Product conforms to ND/ Opinion: APPROVE
IMpumeuanne: IIpoaykt cooTBeTcTBYET TpedoBanusam HJT 3aknioyenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Managgr/Executive /
[Mowrororicno: Santosh Kumar | TTposepedo: Mardeep Kumar [' Ouno0peHo: Menewrdp / Pykosguires
Maurya /}4\ = Abhishek Chauhan Z
Reprint Date: Reprint Date: Reprint Date: /
Jara: 14.02.2025 Hara: 14.02.2025 Hara: 14.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 5060034, Telangana, India
Tel. +61 40 4900 2900, Fax: +91 40 4900 2999, Ernail: maii@drreddys.com
CIN: L851354P1984PLCO04507
wwyrdrreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Sofan, H.P., 173 205, INDIA
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CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJIM3A

Page2of 6/ C1p. 213 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoykann I0unop®, Taéaerkn aucneprupyemble [1is aereii], 100 mr + 125 mr

Batch No / V2500176 Batch Quantity / 1500000.0 tab /
Cepus No : Pazmep cepuu : 1500000.0 Tab
Analytical Report No / 040002808184 Date of Analysis / 14.02.2025
Aunanurnyeckni oTyer No : Jara ananusa:

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

JaTa npoH3BOACTBA : I'ogen no :

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

Ne Test / IToxa3zaTean

Results / Pe3yabTaTh!

Specification / Hopma

3 'Average weigl;t of tablets
/ Cpennsia macca
Ta0JIeTOK

364.2 mg/ 364.2 mMr

Complies/CooTBETCTBYET

4 |Disintegration /
' Pacnapaemocts

00 min 55 sec/ 00 MuH 55 cek

5 |Dissolution /
PacrBopenne

6 | Dispersibility /
JlucnepcHoCcTh

99 % to 101%

98 % to 99 %

Complies / COOTBETCTBYET

[Not less than 70% (Q) of C13H1802

357.7 mg to 3723 mg
(365.0 mg + 2.0 %). /

Ot 357,77 mr 0o 372,3 Mr

(365,0 mr = 2,0 %)

Not more than 3 min /]

He Honee 3 MuH

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

(ubynpoden) uepes 30 MuH

Not less than 70 % (Q) of C8HONO2
(paracetamol) after 30 min / He meHee 70 %
Q) C8HINO2
(napauneramon) uepes 30 MUH

Uniform suspension passing through the
710 um sieve is formed / O6pasyetcs
ONHOPOJHAS  CYCIECH3Ms, NpPOXOAAILAsT

yepe3 CUTO ¢ pazMepoM oTBepcTuil 710 MKM

‘ 7 | Related substances / PoncteeHnsie mpuMecH

Remarks: The Product conforms to ND/
Ipumevanne: [Ipoaykt coorBeTcTBYET TpeboBanusam HJT

Opinion: APPROVED
3akmouenune: OJOBPEHO

Prepared by /
ITonrorosneno: Santosh Kumar
Maurya

Checked by /
ITposepeno: Pardeep Kumar fj

—

Approved by: Manager/Executive /
OnobpeHo: Menenxep L})jlkoac?l-rrenb

Reprint Date:
Hara: 14.02.2025

Reprint Date:
Hata: 14.02.2025

Abhishek Chauhan
i

Reprint Date:
Jara: 14.02.2025

Registered Cifice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, Indiz
Tol: +61 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drraddys.com

CIN: L85195AP1984PLC0O04507
wawvwedrreddys.com



Dr.Reddy’s “:‘

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

Vill. Khol, Nalagarh Road, Badd;i,
Distt. Solan, H.P., 173 205, IND|A
Tel:+91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIM3A
Page3 of 6/Ctp. 3u3 6
Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
H6ykaun FOumnop®, TabaeTkn aucneprupyembie [ast aereid], 100 mr + 125 mr
Batch No / . Batch Quantity / 1500000.0 tab /
|Ceplm Ne: VES00IA1S Pa3smep cepun : 1500000.0 Tab
Analytical Repo:‘t No/ 040002808184 Date of Analysis / 14.02.2025
ApanaTudyeckuii oryer No ; JlaTa aHau3a:
Date of Manufacture / 01/2025 Date of Expiry / 12/2029
JlaTa npoH3BOACTBA T'onen no :

Analysis performed according ND / Auanus nposeaen no HJL: JIT1-Ne(004427)-(PI'-RU)-260124

I.N'e

Test / Iloxa3aTennb

Results / Pe3yabTaThl

Method 1/ Meton 1
4-Aminophenol content /
Onpezenenye conepxanns
4-amuHOdeHONa

Method 2 / Meton 2

| Determination of
Ibuprofen and Paracetamol
unidentified impurities /
OnpeneneHue

HeHJIeH TAPUUHPOBAHHBIX
npumeceit nbynpodeHa u
| mapaneramona

| Total impurities (Method
1+Method 2) / Cymma
npumeceit (Meroa 1 +

; Merop 2)

0.0002 %

0.07%

0.07%

8 |Microbial limits* / Muxpo6unonoruueckas upcrora*

Specification / Hopma

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

4-amuHOdeHON (MIpUMeCh MapaleTaMona) -
He 6onee 0,005 %

'Any individual unidentified impurity of

ibuprofen or paracetamol - not more than |
0.2% |

Enunuudas HeuIeHTH GULMpPOBaHHAS
npumecs HOYMpodeHa WM napaneTaMmona -
He 6onee 0,2 %

Not more than 0.7 % / He 6o5ee 0,7 %

| a) Total aerobic microbial
count / Ob1ee yucio
a3pobHBIX
MHKPOOPTraHHU3MOB

Less than 100 CFU/g /
Menee 100 KOE/r

Not more than  10°CFU/g /

He 6onee 10° KOE/r

Remarks: The Product conforms

to ND/

ITpumeuanue: IIpoaykr cooTeTcTBYET TpeboBanusm HJI

Opinion: APPROVE
3akmouenne: OJOBPEHO

Prepared by /
IlogroroBneno: Santosh Kumar
Maurya /A

Checked by /

IIpoBepeno: Pardeep Kulllal‘&;{lA

-

Approved by: Managef/Executive /
Onobpeno: Menemxep / Pyko

BQIHTEND
Abhishek Chauhan ' ;

Reprint Date:

Reprint Date:

Hata: 14.02.2025

Jlata: 14.02.2025

Reprint Date:
Hara: 14.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel. +91 40 4900 2900, Fax: +91 40 4300 2999, Email: maii@drreddys.com
CIN: L85185AP1984PLC0O04507

www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

wwww, drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Page 4 of 6/ CTp. 4u3 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
HNoviaun IOHn0p®, TabjaeTku Aucneprupyemsle [nis gereii], 100 mr + 125 mr

Batch No / < Batch Quantity / 1500000.0 tab /
Cepus Ne : VAS0IAIG Pa3mep cepuu : 1500000.0 Tab
Analytical Report No/ 040002808184 Date of Analysis / 14.02.2025
AHaJHTHYECKH# oTyeT No : JlaTa ananu3a:

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

JlaTa mpousBoacTBa : Tonex 1o :

Analysis performed according ND / Anasu3s nposeaen mo HJI: JITT-Ne(004427)-(PI'-RU)-260124

Test / IlokazaTeanb

Results / PesyabTaTsl

%
Tb) Total combined yeasts

and mould count / Obuuee

YHCIIO APONOKEBBIX H

[ njiecHeBbIX rpuOOB

¢) E. coli

Less than 100 CFU/g /
Menee 100 KOE/r

Absentin 1 g/
OtcytetByeTB 1 T

Specification / Hopma

Not more than 10> CFU/g /
He 6onee 10° KOE/r

Shall be absent in lg /|
Otcytctaue B 1 1 '

9 Uniformity of dosage units / ORHOPOXHOCTD 103UPOBAHHS

The acceptance value (AV) should be not |
ITokazarens

10
ompeaesieHHe

Ibuprofen / U6ynpoden 1.6
more than 150 /
npuemiieMocT (AV) JomkeH OBITb He
Gonee 15,0
‘Paracetamol / 1.4 The acceptance value (AV) should be not
[TapaneTramon more  than  15.0 /
npuemnemoctn (AV) gomxer ObITb He
oonee 15,0
Assay / KonuuecTBenHOe 979 mg/97.9 mMr | 90.0mg to 110.0mg of C13H1802|

122.6 mg/ 122.6 Mmr

ITokasaTens

(ibuprofen) per tablet / Ot 90,0 Mr 10

110,0 mr CI3H1802 (ubympodeH) B
TabneTke
1125mg to 137.5mg of C8HINO2

(paracetamol) per tablet / Or 112,5 Mr 1o

Remarks: The Product conforms to ND/
IIpnmeuanue: IIpogykT cootseTcTBYET Tpebosanusam HQ

Opinion: APPROVED
3axmoyenne: OJOBPEHO

Prepared by /
1loArOTOBJIEHO: Santosh Curar
Maurya /

LA
del e

Checked by /
MMposepeno: Pardeep Kumar

Approved by: Manager/Hxecutive /
OnoBpero: Menemxep J PyKoBOUTCIb
Abhishek Chauhan

Reprint Date:
Jlata: 14.02.2025

Reprint Date:
Jarta: 14.02.2025

Reprint Date:
Hara: 14.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel. +G1 40 4900 2500, Fox: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLCO04507

wyvwrdrreddys.com




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

@
Dr. Red dy’s Q'.. Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIU3A
Page 50f 6/ CTp. 5u3 6
Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
H6ykaun FOnnop®, Tabaerku aucneprupyemeie [1as aereii], 100 mr + 125 mr
Batch No / Batch Quantity / 1500000.0 tab /
Cepus Ne : V2S00 Pasmep cephn : 1500000.0 Tab
Analytical Repo:‘t No/ 040002808184 Date of Analysis / 14.02.2025
AHanuTHYeCKHIi oTUeT Ne : Jata anasnusa:
Date of Manufacture / 01/2025 Date of Expiry / 12/2029
JlaTa mpou3BOACTBA : | Toaen 1o :
Analysis performed according ND / Auanns nposegen mo HJI: JITT-Ne(004427)-(PI'-RU)-260124

| Ne Test / Ilokasarennb Results / Pe3yabTaThbi Specification / Hopma
' 137,5mMr C8H9NO2 (mapaueTamon) B
tabneTke
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 tabierok | carton. / [lo 10 Tabnetok B Onucrep u3 |
B Gmucrep u3 IIBX/Al Tlo 2|IIBX/AL Ilo 1, 2 unu 20 6mMcTepoB BMECTE |
6nuctepa BMECTE C HHCTPYKUHMEH | ¢ HHCTPYKUMEH MO NPUMEHEHHUIO B NadKy
7O  TNpPHMEHEHHI0 B  MAauyKy | KAPTOHHYIO. '
KapTOHHYIO.

12 |Labeling / MapxupoBka |According to ND. /B coorBerctuu ¢ HJI.

13 | Storage conditions / In the original packaging (blister in carton) at temperature below 25°C. /
Xpanenne B opuruHanbHoi ynakoBke (6ncTep B Iauke) npH Temmepatype He Boilue 25 °C.
14 | Shelf life / Cpox 5 years / 5 net

roaJHOCTH

* 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. / HenbiTaHHe IPOBOAHTCS TONLKO AJIS KAXI0M 20-H cepvH UM 118
OJHOH cepHH B Tol, B 3aBHCHMOCTH OT TOIO, YTO HACTYOUT paHee. Iloka3aTeilb MoOXeT OTCYTCTBOBATh B
cepTHdHKATE AHAJIH3A NPOH3BOIHUTEJIS].

Remarks: The Product conforms to ND/ Opinion: APPROVED

IIpumeuanne: IIpoaykt coorBeTcTBYeT TpeboBanusm HJJ 3axiouenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Bxecutive /
[ogproroenero: Santosh Kumar | [Iposepeno: Pardeep Kumar Onobpeno: Meneakep /&yi\'ogo Utelib

Maurya LE} <=+——" | Abhishek Chauhan

Reprint Date: i Reprint Date: Reprint Date:

Jlata: 14.02.2025 Jara: 14.02.2025 Hara: 14.02.2025 i

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India "
Tel. +91 40 4900 2900, Fax: +51 40 4900 2999, Email: maii@drraddys.com |
CIN: L85195AP1984PLC0O04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIU3A

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

Vifl. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

www . drreddys.com

Page 6 of 6/ CTp. 6 13 6

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

H6ykaun FOunop®, Tabaerkn aucneprupyembie [uist aereid], 100 mr + 125 Mr

Batch No / i Batch Quantity / 1500000.0 tab /
Cepus N : VRSO0 Pasmep cepun : 1500000.0 Tab
Analytical Repourt No/ 040002808184 Date of Analysis / 14.02.2025
AHAMUTHYECKM oTueT No : JlaTa aHasn3a:

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

JaTa npou3BOACTBA : TI'open 1o :

Analysis performed according ND / Ananu3 npoeenen mo HJI: JIT1-Ne(004427)-(PI'-RU)-260124

| API name (INN) /
HanmenoBanue APC (MHH):

Ibuprofen / Ubynpoden

Paracetamol / ITapaueramon

API manufacturer batch number /
Homep cepun nponssoautens ADC:

1101/24/A-3570

APAP/24091296

FP Manufacturer API Batch number /
Homep cepun cydcTanuu
npouzpoautess I'JID:

FERA00608

|

FERA00540

API Manufactured by & country /
IIpouspoautens A®C, crpana:

| iOL Chemicals and Pharmaceuticals
Limited, India / MOJI Kemukanc sun
®apmacstoTkanc Jiumuten, Magus

Granules India Ltd., India /
I'panynec Unaus JIta., Uapus

Remarks: The Product conforms to ND/

ITpumeuanue: [Ipoaykr cooTseTcTBYeT Tpebosanusm HJL

Opinion: APPROVE
3akmwuenne: OJ0

EHO

Prepared by /
[oxrorosiero: Santosh Kumar
Maurya 5

Checked by /
IIpoBepeno: Pardeep Kumar i’

—r—

Abhishek Chauhan

Approved by: Manageér/Executive /
Onodpeno: Menem ép/ P}«']\?BO,EUITCHI;

Py

Reprint Date:
Hara: 14.02.2025

Reprint Date:
Hara: 14.02.2025

Reprint Date:
Jara: 14.02.2025

Registered Office: 8-2-327, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, Indiz
Tel. +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drraddys.com

CIN: L85195AP1984PLC0O04507
wweerdrreddys.com




