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CERTIFICATE OF ANALYSIS
CEPTHDUKAT AHAJIM3A

Page 1 of 5/ Crtp. 1u3 5

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoyxann HFOunop®, tadaeTku aucneprupyemsble [nas gereii], 100 mr + 125 mr

Batch No / Cepus Ne : V2202023

Batch Quantity / O6bem naprun : 547.500kg

(890001618096

|Analytical Report No / Anaauruyeckuii oruer Ne :

Date of Analysis / laTa ananuza: 30.09.2022

Date of Manufacture / [lata npoussosicrsa : Sep-2022

Date of Expiry / Cpok rognoctu : Aug-2027

Analysis performed according ND / Anasius npoeenen mo HJI: T N0O11252/02-041021

No [Test / Iloka3aTeJib _ Results / PesyapTatl ~ Specification / Hopma -
It Description / Onucanune Pink flat-faced beveled-edge tabletsPink flat-faced beveled-edge tablets
with impregnations and a score-line onwith impregnations and a score-line on
one side and characteristic odor. / one side and characteristic odor. /
Kpyrnbie  miockouunnHapuueckueKpyrible  MI0CKOUMIMHAPHYECKHE
TabneTkM  pozoBoro  uBera  ¢ralneTkit  PO30BONO  LBETa  C
BKparjeH!samu, ¢ Gackoil H pHCKoli HaBKpanieHUsMH, ¢ hackol n prckoit Ha
oJHOMH CTOPOHE,0/IHOI CTOpOHeE,
_ C XapakTepHbIM 3anaxoM. € XapaKTepHbIM 3aMaXoM. |
2 Identification / Complies as prescribed/ he retention times of the main peaks

i OAJIHHHOCTD

CooTBeTCTBYET on the chromatogram of the test
solution should correspond to theJ
retention times of the peaks on the%
ichromatogram of ibuprofen and
F)aracetamoi reference  standards
solution (section Assay). / Bpemena
VAEPAKUBAHNS OCHOBHBIX MHKOB Ha
Xpomarorpamme UCTIBITYEMOT!
pacTBOpa JOJUKHBI COOTBETCTBOBATH

BpPEME€HaM yaCp)KUBaHKWsA T[HKOB H

[Xpomarorpamme pactBopa
cTaHaapTHeIX obpasuyoB HOympodeHa
I napaueTamorna (pasnen|

«KonnuecTBeHHOE OnpeneneHue»). |

Remarks : The Product conforms to ND/ Opinion : APPROVED
ITpumeuanne: ITpoaykt coorseTcTByeT TpeboBanusam HJJ 3axaouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneHo: [f\ IIpoBepeHo: , Onobpeno: Menemxep /
Ankit Pardeep Kumar @f Pykosoantens [X\*L‘&'/

= ) Amit Kumar —
Reprint Date: Reprint Date: Reprint Date:
Hara: 30.09.2022 Hara: 30.09.2022 JaTta:30.09.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2399, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
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CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIU3A

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

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

Page2 of 5/Crp.2mu3 5

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoyxann I0unop®, Tabaerkn aucneprupyemsie [ana gereii], 100 mr + 125 mr

Batch No / Cepus Ne : V2202023

Batch Quantity / O6bem naprun : 547.500kg

890001618096

Analytical Report No / AnanuTnuecknii oTyer Ne :

Date of Analysis / laTa ananu3a: 30.09.2022

Date of Manufacture / Jlata nponssoacrsa : Sep-2022

Date of Expiry / Cpox roguocru : Aug-2027

Analysis performed according ND / Anaau3s nposeaen mo HJI: T1 N011252/02-041021

Ne Test / IokazaTen

3 Average weight of tablets /
Cpeaunsis macca Ta6JIETOK

Results / Pe3yanaT_bl_

ISpecification / Hopma

366.1 mg/ 366.1 Mr

Complies/cooTBeTcTByeT

357.7 mg to 372.3 mg (365.0 mg +
2.0 %). /Ot 357,7 mr o 372,3 mr
(365,0 Mr £+ 2,0 %)

4 Disintegration /
PacnmagaemocTthb

5 Dissolution /
PacTBOpenue

6 Dispersibility /
uenepcHOCTD

00 min:31 Seconds/00 Mun 31 Sec

INot more than 3 min /
He 6omnee 3 Mun

| 97% to 99%

96% to 99%

Not less than 70% (Q) of Ci3sH 30,
(ibuprofen) after 30 min / .
He wmenee 70 % (Q) Ci3HisO
(nbynpoden) yepes 30 MUH

Not less than 70% (Q) of CsHoNO;
(paracetamol) after 30 min /

He wmenee 70 % (Q) CsHoNO;
(mapaueramon) yepes 30 MHH

Complies / CooTBeTCTBYeT

Uniform suspension passing through
the 710 um sieve is formed /
O0pasyerca ooHOPOAHAA CYCNEH3UA,
[NpoxomsiLas Hyepes CHTO C pasMepoM
orepeTitii 710 MM

Remarks : The Product conforms to ND/
Ilpumeuyanne: [Iponykr coorsercrpyer Tpebosanuam HJJ

Opinion : APPROVED
3akmrouenue: OJOBPEHO

Prepared by /

Checked by /
IIposepeno:

Approved by: Manager/Executive /
Onobpeno: Menemxep /

IToprorosneHo: .

Ankit @ Pardeep Kumar c#}_ a PykoBoaurens S
- Amit Kumar A*‘ —

Reprint Date: Reprint Date: Reprint Date:

Hara: 30.09.2022 Hara: 30.09.2022 Hara:30.09.2022

Registered Office: 8-2-337, Road Mo. 2, Banjara Hills, Hyderabad - 500034, Telangana, India
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CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIU3A

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

Page3 of 5/ Ctp.3 u3 5

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoyxkaul IOHuop®, TabaeTrku aucneprupyemble [ais gereii], 100 mr + 125 mr

Batch No / Cepus Ne : V2202023

|Batch Quantity / O6bem naptnu : 547.500kg

890001618096

Analytical Report No / AHaauTHYecKHil oTyeT Ne :

Date of Analysis / JlaTa anannsza: 30.09.2022

Date of Manufacture / laTa mponssoactsa : Sep-2022

Date of Expiry / Cpok rognoctu : Aug-2027

Analysis performed according ND / Ananu3 nposegen mo HJI: I1 N011252/02-041021

Ne  Test/ MokazaTenn

[7 Related substances /
PoncreeHHble IPUMECH

Method 1 / Meton 1 —
Determination of 4-Amino

collepKaHUs conepIKaHHs
4-amMuHObEeHoa

Method 2 / Metopn 2 —
Determination of Ibuprofen

impurities / Onpenenenne
HEUIEeHTHHULHUPOBAHHBIX
[rpumeceii nubynpodena u

napaweramosa

8 Microbial limits /
MHuKpoOHoJornyecKas
JHCTOTA

and Paracetamol unidentified

Results / Pe3yabTaThl

!_Specificat-i:)n / Hopma

| 0.00005%

Phenol content / Onpenenexue

BDL (Disregard Limit 0.05%)

|
0.00005%

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

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

I R

4-aminophenol (Earacetamol implTrity)i
/

#-amunodeHon (npumeck
napaneramona) - not more than
0.005% / ue 6onee 0,005 % |

Any individual unidentified impurity|
of (ibuprofen or paracetamol) /|
EauHuuHas HeuAeHTHOUIMPOBaHHAs|
MpYMeECh ubynpodena UIH
napaleramorna -

inot more than 0.2% / He 6onee 0,2%

[Total impurities (Method 1+Method 2)‘
i Cymma npumeceii (Merton 1 + Meton
2) - not more than 0.7% / He 6onee 0.7
%

i
Not more than 1000 CFU/g/
He 6onee 1000 KOE/r

Not more than 100 CFU/g/
He 6onee 100 KOE/r

Remarks : The Product conforms to ND/
Ilpumeuyanue: [IpogykT cooteeTcTBYET TpeboBanusm HJJ

Opinion : APPROVED
3axmouenue: OJOBPEHO

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

Iloarorosnexo: [IpogepeHo: P OnobpeHo: Menemskep /

Ankit & Pardeep Kumar C‘_I 77777 PykoBoauTens .a'f_\w"\/\:;’/f
s Amit Kumar {

Reprint Date: Reprint Date: Reprint Date:

Jara: 30.09.2022 Hara: 30.09.2022 Hara:30.09.2022
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CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIM3A

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
www.drreddys.com

Page 4 of 5/Ctp. 4135

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoykann JOuuop®, TadjeTku qucneprupyemsle [aas aerei], 100 mr + 125 mr

Batch No / Cepus Ne : V2202023

Batch Quantity / O6bem naprtuu : 547.500kg

890001618096

Analytical Report No / Ananuruuyeckuii oTuer No :

Date of Analysis / Jlata anamnsa: 30.09.2022

Date of Manufacture / [laTa npon3zBoacTea : Sep-2022

Date of Expiry / Cpok roanocru : Aug-2027

Analysis performed according ND / AnaJu3 nposeaen mo HJI: [1 N011252/02-041021

. la) Total aerobic microbial

’count / Oblee yucno
a

]

3pOOHBIX MUKPOOPraHU3MOB Absent
T
b) Total combined yeasts and
imould count / O6mee yncno
JIPOACOKEBBIX U MJIECHEBBIX
rpu6os
¢) E. coli o
9 Uniformity of dosage units /
OAHOPOAHOCTL JO3HPOBAHUS 2.1 more than 15.0 /
- Ibuprofen / n6ynpoden oonee 15,0
more than 150 /
2.2
- Paracetamol / napaueramon - Gonee 15,0
10 |Assay / KonnyecTBeHHOE _
onpeaejeHue (ibuprofen) per tablet /
100.4 mg /100.4 mr

Shall be absent in 1g / OtcyTcrBue B 1

}chepluncc value (AV) should be not
[TokazaTens
npuemnemMoctd (AV) nomxeH ObITh HE

Acceptance value (AV) should be not
IlokazaTens)
npuemieMocti (AV) 10/KEH ObITh He

125.4 mg/ 125.4 mr

90.0 mg to 110.0 mg of C13H50,

Ot 90,0 Mr o 110,0 mr Ci3H150:
(nbynpoden) B TabneTke

112.5 mg to 137.5 mg of CsHoNO,
(paracetamol) per tablet /

CT 112,5 mr po 137,5 mr CsHoNO»
(mapaneramodn) B TabneTke

Remarks : The Product conforms to

ND/

Ipumeuanne: Ilpoaykr coorBeTcTBYeT TpeboBaHusaM HJ|

Opinion : APPROVED
3akawuenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroToBneHo: & IlpoeepeHo: Y, OpnobpeHo: Menekep /
Ankit Pardeep Kumar f - PyxoBoautens H\H\\/ =

' Amit Kumar | —
Reprint Date: Reprint Date: Reprint Date:
Jlata: 30.09.2022 Hara: 30.09.2022 JaTa:30.09.2022

Registered Office: §-2
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIU3A

Page S of 5/Crp.5u35

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoyxaun FOanop®, TadaeTkn aucneprupyemsle [aas pereii], 100 mr + 125 mr

Batch No / Cepus Ne : V2202023

Batch Quantity / O6bem naprun : 547.500kg

890001618096

| Analytical Report No / Anaautuuecknii oTueT No ;

Date of Analysis / [{laTa anasnm3a: 30.09.2022

Date of Manufacture / Jlata npoussoacTsa : Sep-2022

Date of Expiry / Cpok rogHoctu : Aug-2027

Analysis performed according ND / Ananus nposeaed mo HJI: [T N011252/02-041021

n1 Package / YnakoBka

10 tablets in PVC/AI blister. 2 blisters10 tablets in PVC/AI blister. 1, 2 or 20
and patient information leaflet in ablisters and patient information leaflet
carton pack. / Ilo 10 Tabnerox pin a carton pack. / [To 10 taGnerox &
onuctep n3 MBX/AL Tlo 2 6auctepabanctep s [BX/AL Tlo 1, 2 unun 20
BMECTE c WHCTPYKUHEN NOGAUCTEPOB BMECTE C MHCTPYKLME Nno
II}]]]M?H_CHI_/HO B ]'IEIT-II_\'}' EEJ:PTDHI-IYI{J. :[]pi'iMC]']L’H[HO B I'IE'l‘II\'_)_’ KELPT[_'II-II_T}_’]O,

12 iLabeling / MapkunpoBka

13 _I'Storage conditions /
| paHeHHUe

14 helf life / CF)K TOJAHOCTH

s °C.

IAccording to ND. / B coorerctanun ¢ HJI.

|In the original packaging (blister in carton pack) at temperature below 25°C

5 year_s_/ 5 net

|
|
|
B opuruHanbHol ynakoske (61McTep B nauke) pu TEMIIEPaType He Bbllle ‘
|

Remarks : The Product conforms to ND/
IIpumeuanne: ITponykt cootBercTBYeT TpeboBaHusM H]T

Opinion : APPROVED
3akawuenune: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
TonroTorneno:; / Al TTporepeno: P Onofipeno: Mewejxep /
Ankit Pardeep Kumar L — PyxoBoautens \ s
=N . J"'_
~ Amit Kumar \ g
Reprint Date: Reprint Date: Reprint Date:
Jara: 30.09.2022 Hara: 30.09.2022 Hara:30.09.2022

Registered Office:

8-2-337, Road [4a

., banjara Hills, Hyderabad - 500034, Telangana, India

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
wweediieddys.cuin




