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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Page10f6/CTp. 113 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
H6ykaun FOnnop®, Tadnerkn aucneprupyemsbie [1as aereii], 100 mr + 125 mr

Batch No / Batch Quantity / 1500000.0 tab /
Cepus No : V2402662 Pa3smep cepun : 1500000.0 Tab
Analytical Repovrt No / 040002758970 Date of Analysis / 18.12.2024
Ananurudyeckuii oruer No : JlaTa aHaqu3a:

Date of Manufacture / 11/2024 Date of Expiry / 10/2029

JlaTa npon3BoACTBaA : | TogeH 10 :

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

No

Test / [TokazaTeanb

Results / Pe3ynbTaThl

2 |Identification /
ITogmmHHOCTDL

1 ‘Escription / Onucanue

Pink round flat-faced beveled-edge
tablets with impregnations and a
score-line on one side and
characteristic odor. /
Kpyrable mnnockounnusapuyeckue
TabNeTKH  PO30BOr0  LIBETA ¢
BKparmieHusMu, ¢ Gackoil H puckoi
Ha OIHOH CTOpPOHE, C XapaKTEPHBIM
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./ Kpyrisie
TINOCKOIUNMHAPUYECKHE TabneTky |
PO30BOro L{BETA C BKpANJIEHUIMH, C (PacKoi
W PUCKOH Ha OJHOW CTOpoHe, C
XapaKTepPHBIM 3aMaxoM.

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). / Bpemena
yIepKUBaHHS  OCHOBHBIX MHKOB  Ha
XpOMaTorpaMMe HCIBITYEMOr0 pacTBOpa
JIOJDKHBl ~ COOTBETCTBOBATh  BpeMeHaM
yIep>X UBaHUsI MHKOB HA XpoOMaTorpaMme
pacTtBopa CTaHJapTHBIX 06pas1oB
ubynpodeHa W mapaueramosa (pasgen
«KonndecTreHHOE Onpesienenne).

Remarks: The Product conforms to ND/
IIpumeuannue: Iponykr coorBercTByeT Tpeboranusm HJ{

Opinion: APPROVED
3akmouenue: OJOBPEHO

Prepared by /

ITogrotoBneno: Shivani Devi

At

Checked by /
IIpoBepero: Santosh Kuafu1‘ Maurya

o)

Approved by: Manager/Executive /
Opobpeno: Menemkep / PykosoanTens
Pavan Kumar Sharma e

"

Reprint Date:
Mara: 18.12.2024

Reprint Date:
JlaTa: 18.12.2024

Reprint Date:
Hata: 18.12.2024

N

Registercd Office: 8-2-337, Road No. 2, Banjara Hills, Hyderabad - 560034, Telangane, India
fel 51 40 4900 2900, Fax: +91 40 4900 2999, Ernail: mait@drreddys.com

CIM: 1L351954P1984PLC0045DT7
waveireddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, IND!A
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www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIHU3A

Page2 of 6/ Ctp. 2 u3 6

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

U6ykann FOnnop®, Taénerkn nucneprupyemsle [aas aereii], 100 mr + 125 mr

Batch No/ Batch Quantity / 1500000.0 tab /
Cepus Ne : e Paszmep cepun : 1500000.0 Tab
Analytical RepO}‘t No/ 040002758970 Date of Analysis / 18.12.2024
AHanuTHdeckuii oruet No : JlaTa aHaJaM3a:

Date of Manufacture / 11/2024 Date of Expiry / 10/2029

Jata npou3BOACTBA : Il'omen go :

Analysis performed according ND / Auasu3 nposenen nmo HJL: JITT-Ne(004427)-(PI'-RU)-260124

Ne Test / Iloka3aTeanb

Results / Pe3yabTaThbl

i Specification / Hopma

3 |Average weigilt of tablets
/ Cpennsist macca
TabyeTok

362.2 mg/ 362.2 Mr

Complies/CooTBETCTBYET

4 | Disintegration /
PacnagaemocTthb

00 min 47 sec/ 00 MuH 47 cex

357.7 mg to 3723 mg|
(365.0 mg + 2.0 %). i
Or 357,77 mMr Ji(o) 372,3 mr
(365,0 Mr = 2,0 %)

"Not more than 3 min i

. He 6omnee 3 Mun

5 |Dissolution /
PacTBOpenne

6 | Dispersibility /
AucnepcHocTh

99 % to 104%

98 % to 104 %

Complies / CooTBeTCTBYeT

Not less than 70 % (Q) of C13H1802
(ibuprofen) after 30 min / He menee 70 %
Q) C13H1802
(noynpoden) gepez 30 MUH

Not less than 70 % (Q) of C8HINO2|
(paracetamol) after 30 min / He meHee 70 %
Q C8HINO2
| (napauetamodn) uepe3 30 MUH

| Uniform suspension passing through the
710 um sieve is formed / O6pa3yercs
OJTHOpOZIHASt ~ CyCNeH3us, INpoxonslias
yepes CUTO C pa3MepoM oTBepcTul 710 Mxm

7 |Related substances / PoacteenHpie

TPHUMECH

Remarks: The Product conforms to ND/
IIpumeuyaune: [IpoayKT COOTBETCTBYET

TpeboBanusM HJJ

Opinion: APPROVED
3axmouenue: OJJOBPEHO

Prepared by /
IToarorosiieHo: Shivani Devi

M

Checked by /
IIpoBepeno: Santosh Kum% Maurya

Approved by: Manager/Executive /
Opnobpeno: Mernemkep / PykoBonTenb

Pavan Kumar Sharma /‘L’_,—/,___

Reprint Date:

Hara: 18.12.2024 Jara:

Reprint Date:

18.12.2024

Reprint Date:
Jata: 18.12.2024

Registered Oftice: 8-2-337, Road No. 2, Banjara Hills, Hyderabad - 560034, Telangana, India
Tel #1340 4900 2900, Fax: +41 40 4900 2999, Email: maii@drraddys.com
CIN: L85195AP1984PLCN04507

waawrdrreddys.com
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CERTIFICATE OF ANALYSIS
CEPTH®UKAT AHAJIN3A

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

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

Page30f 6/ CTp. 343 6

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

Ho6yxaun ¥Onnop®, Tabnerkn aucneprupyemsie [as aereii], 100 mr + 125 mr

Batch No / Batch Quantity / 1500000.0 tab /
Cepus Ne : VeSS Pasmep cepun : 1500000.0 Tab
Analytical Repourt No / 040002758970 Date of Analysis / 18.12.2024
AHanuTHyecKkni oTyeT Ne : Jdata anaJjimsa:

Date of Manufacture / 11/2024 Date of Expiry / 10/2029

JlaTa mpou3BoACTBA : I'open g0 :

Analysis performed according ND / Ananus nposeaen o HJI: JITT-No(004427)-(PI"-RU)-260124

Ne Test / Iloxa3zareanb

Results / PesynbTaTnl

Method 1 / Metog 1
4-Aminophenol content /
OnpezenenHue coaepkanus
4-amunodenona

Method 2 / Meton 2
Determination of

| Ibuprofen and Paracetamol
unidentified impurities /
Onpenenenue
HEeHIEHTUPHLIHPOBAHHBIX

| npumeceit nbynpodeHa u
napateramosia

Total impurities (Method ‘
1+Method 2) / Cymma
npumeceit (Metop 1 +
Merton 2)

0.0002 %

Specification / Hopma

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

|4-aMHH0d)eHon (npumeck napauetamona) -
|He 6onee 0,005 %

|Any individual unidentified impurity of|
| Below BDL (BDL=0.05 %) / Hipie | iPuprofen or paracetamol - not more than
2%

EnvnnyHas
npumech uOynpodeHa WM napaneraMmona -
He 6onee 0,2 %

opora perucTpaliu
(TTP =0.05%)

0.0002%

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

HeHZ[eHTHdJH]_II/IpOBaHHaH

Remarks: The Product conforms to ND/
INpumeuanue: poaykT cootBeTrcTBYeT TpeboBanusM HJJ

Opinion: APPROVED
3aksouenue: OJOBPEHO

Prepared by /
IToarorosneno: Shivani Devi

A

Checked by /
[posepeno: Santosh Kumar Maurya

Approved by: Manager/Executive /
Onobpeno: Menemxkep / Pykopoaurens
Pavan Kumar Sharma y

{
g

Reprint Date:
Hara: 18.12.2024

Reprint Date:

Jara: 18.12.2024

Reprint Date:
Hara; 18.12.2024

Registered Office

: 8-2-

37, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangane, India

b=
)
Tel. +81 40 490C 2900, Fax: +91 40 4900 29299, Email: mail@cdrreddys.com

CIN: L851954P1984PLLCO045D7
wwnw.direddys.com
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Dr. Reddy's Laboratories (td.
Formulaticn Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Salan, H.P., 173 205, IND!A
Tel : 491 98166 56001-02

www. drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIN3A

Paged4 of 6/ CTp. 443 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
H6yknun FOunop®, Tabnerkn aucneprupyembie [mis gerteit], 100 mr + 125 mr

Batch No / Batch Quantity / 1500000.0 tab /
Cepus No : PES0co Pa3zmep cepuu @ 1500000.0 tab
Analytical Repourt No / 040002758970 Date of Analysis / 18.12.2024
AHaIMTHYeCKHI oTyeT Ne : JlaTa aHajn3a:

Date of Manufacture / 11/2024 Date of Expiry / 10/2029

JaTa npousBoacTna : I'open 1o :

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

Ne Test / TTokazarenn Results / Pe3yasTaThl Specification / Hopma
g |Microbial limits* / MuKpoGHonoruyeckas yuctora* B
a) Total aerobic microbial NA Not  more than 103 CFU/g /|
count / Ob1ee 4ucIo He 6onee 103 KOE/r
a’pobHBIX
MHKPOOPraHH3MOB
! b) Total combined yeasts | NA Not more than 102 CFU/g  /
| and mould count / Obiuee | He 6onee 102 KOE/T
YHCIIO APONOKEBBIX 1
TUJIECHEBBIX rpuboB
¢) E. coli NA ' Shall be absent in lg /

OtcyrctBue B 1 r

Uniformity of dosage units /

Ibuprofen / U6ynpoden

Paracetamol /
ITapaueramon

1

OﬂHOpOL{HOCTb J03HUpPOBaHUs

o 2.0

The acceptance value (AV) should be not
more  than 150 /  Tlokazarens
npuemieMoctd (AV) gomxeH OBITH He
oonee 15,0

The acceptance value (AV) should be not
more  than 15.0 /  Tloxaszarens
npuemsieMoctTd (AV) nomkeH ObITb He
Oosee 15,0

Remarks: The Product conforms to ND/
Ipumeuanne: [IpoaykT coorBeTcTBYET TpeboBanusm HJI

Opinion: APPROVED
3akmouenue: OJOBPEHO

Prepared by /
IToarororieno: Shivani Devi

AT

Checked by /
ITposepeHo: Santosh Ku?ﬁ\r Maurya

RS

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykgBonureib

Pavan Kumar Sharma ﬂ’;_,__,__..

Reprint Date:
Jara: 18.12.2024

Reprint Date:
Jara: 18.12.2024

Reprint Date:
Hara: 18.12.2024

Registered Office: 8-2-3

Tel +61 40 44

337,

anz

CIf: L851954P1984PLLO04507
wyaydireddys.com

Road No. 3, Banjaia Hills, Hyderabad - 500034, Telangana, India
2900, Fax: +91 48 4900 2929, Email: maii@drreddys.com
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Dr. Reddy's Laboratories [td.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS
CEPTH®UKAT AHAJIU3A

Page 50f6/CTtp. S5u3 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
H6ykaun ¥Onnop®, Tabaerku aucneprupyemsbie [1is aereii], 100 mr + 125 mr

Batch No / Batch Quantity / 1500000.0 tab /
V2402662

|Cepust Ne : Pa3smep cepum : 1500000.0 Tab

Analytical Repourt No / 040002758970 Date of Analysis / 18.12.2024

AHanuTHYecKHif oTueT Ne : JlaTa ananu3za:

Date of Manufacture / 11/2024 Date of Expiry / 10/2029

JlaTa mpou3BOACTBA : TogeH 10 :

Analysis performed according ND / Anasn3s nposegen no HJI: JITT-Ne(004427)-(PT-RU)-260124

i Ne
10

Test / [TokazaTenn

onpeaejieHue

Assay / KoidyecTBeHHOE

Results / PesynbTaThl
100.0 mg / 100.0 mr

, 122.7 mg/ 122.7 mr

Specification / Hopma

90.0mg to 110.0mg of CI13HIZ02
(ibuprofen) per tablet / Ot 90,0 Mr no

110,0 mr CI13H1802 (ubynpocden) B
TabneTtke
1125mg to 137.5mg of C8HINO2

(paracetamol) per tablet / Ot 112,5 Mr 1o
137,5mMr C8HINO2 (mapaueramon) B
TabJeTKe

|
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 Tabnerok | carton. / ITo 10 Tabnerok B 6aucTep M3
B Omucrep w3 [IBX/Al Tlo 2/|IIBX/AL Ilo 1, 2 unn 20 6nuctepoB BMeCTE
6nucTepa BMeCTe C MHCTPYKUHMEH |C MHCTpyKLHeH IO NPUMEHEHHIO B MauKy
0 [pPUMEHEHUIO B  MadKy | KapTOHHYIO.
KapTOHHYIO.
| 12 |Labeling / MapkupoBka |According to ND. /B cootserctsun ¢ HJI.
13 _Storagé conditions / In the original packaging (blister in carton) at temperature below 25 °C. /
XpaneHue B opuruHansHoO# yniakoBke (6nUcTep B Madke) NpH TeMnepartype He Boie 25 °C.
14 | Shelf life / Cpox 5 years /5 net
TOHOCTH

Remarks: The Product conforms to ND/
IIpumeuanne: Ilpoaykr coorBercTBYeT TpeboBanusm HJI

Opinion: APPROVED
3akiouenne: OJOBPEHO

Prepared by /
Ioxrorosneno: Shivani Devi

N

Checked by /
ITposepeno: Santosh Kumar Maurya

Approved by: Manager/Executive /
Ono6peno: Menemkep / PykoBoautens
Pavan Kumar Sharma =

Reprint Date:
Jlarta: 18.12.2024

Reprint Date:
Hara: 18.12.2024

Reprint Date:
Jara: 18.12.2024

Registered Office: 8-2-337, Road No. 3, Banjars Hills, Hyderabad - 560034, Telanganz, india

Tel,

CIM: L85195AP1984PLCD04507
wwvsdireddys.com

F91 40 4900 2960, Fax: +51 40 4900 2999, Email: maii@drreadys.com
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Dr. Reddy's Laboratories Ltd,
Formulation Unit-6

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

Dr.Reddy’s €

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Page 6 of 6/ CTp. 6 u3 6

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

H6ykann FOunop®, Tabaerku aucneprupyemsie [1is gereiil, 100 mr + 125 mr

Batch No / Batch Quantity / 1500000.0 tab /
Cepus Ne : V2AT2s02 Pasmep cepun : 1500000.0 Tab
Analytical Rep0ft No/ 040002758970 Date of Analysis / 18.12.2024
AHanuTHYecKHH oTyeT N ; JlaTa anangu3a:

Date of Manufacture / 11/2024 Date of Expiry / 10/2029

JlaTa npou3BOACTHA : TI'onen no :

Analysis performed according ND / Auasn3 nposegen nmo HJI: JITT-Ne(004427)-(PI"'-RU)-260124

* 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 NPOBOAHTCS TONbKO AJIst Kaxka0ii 20-i cepyu WIH 15
O/IHOH CepHH B Ioji, B 3aBHCHMOCTH OT TOro, YTO HacTymHT paHee. IlokasaTe/lb MOMKeT OTCYTCTBOBaTbH B
cepTHdHKaTe aHATH3A NPOH3BOAHTEJIA.

API name (INN) / [
Haumenopamue ADC (MHH): Ibuprofen / U6ynpoden Paracetamol / [Tapanieramon |
PLmannfaciurer bafchmumiber | 1201/23/A-0568, 1201/23/A-0581 APAP/24091293

Homep cepun nponssoaurenss ADC:

FP Manufacturer API Batch number /
Homep cepuu cyGcTaHIMH FEQA00082, FEQA00086 FERAQ0538

npoussoaureas I'JId:

IOL Chemicals and Pharmaceuticals | Granules India Ltd., India /
API Manufactured by & country / Limited, India / UOJI Kemukanc sun | ['panynec Muausa Jita., Unpusa

lponssopurens AQC, crpana: ®apmacstotukanc Jumuren, Unaus
Remarks: The Product conforms to ND/ Opinion: APPROVED
TIpumeuanne: [Tponykr coorBeTcTBYeT TpeboBanusam HJJ 3akawuenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Toarorosnero: Shivani Devi [Mposepeno: Santosh Kumar Maurya | Onobpeno: Menemxkep / Pykoponntens

A 18 @_ Pavan Kumar Sharma —

/ e

Reprint Date: Reprint Date: Reprint Date:
Hara: 18.12.2024 Hara: 18.12.2024 Hara: 18.12.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, Indiza
Tel: +61 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIM: L85195AP19S4PLCO04507
www.drreddys.com



