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CERTIFICATE OF ANALYSIS
CEPTHUDPUKAT AHAJIN3A

Page 1 of5/Ctp. 1135

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
HNoyxiaus JOuuop®, taGiieTkH Jucneprupyemsle s gereii], 100 mr + 125 mr

Batch No / Cepusi Ne : V2202238

_|Batch Quantity / O6bem nmapruau : 547.500kg

Analytical Report No / ArajuTudeckii orueT No :

890001626558

Date of Analysis / /IlaTta ananauza: 11.11.2022

|Date of Manufacture / Jlata npou3sogctia : Oct-2022

Date of Expiry / Cpok roagnoct : Sep -2027

| Analysis performed according ND / Ananms nposegen mo HJ: I1 N011252/02-041021

Ne '_iTest / TokasaTennb
1 Pescription / Onucanue

_:Results / PesyabTaThl _ Specification / Hopma

Pink flat-faced beveled-edge table[siPink 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  mockomuamuzphseckiueKpyrible  NNOCKOLMNMHAPHYECKHE
rabsieTku ~ po30oBOro  IBeTa  CTadJEeTKH ~ PO30BOrO  LBETa ¢
BKpaIUICHUIMH, ¢ Gackoii ¥ pUCKOl HaBKpanieHusIMH, ¢ hackoil ¥ puckoii Hal
OQHOU CTOPOHE O/IHOI CTOPOHE,
C XapakTEepHbIM 3aIaxoM. C XapaKTEPHBIM 3aMaxoM.

2

Identification /
| IlooIMHHOCTE

Complies as prescribed/ IThe retention times of the main peaks
CooTBeTcTBYET 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 (section Assay). / Bpemena
[VAEPKHBAHIS OCHOBHbLIX [MHKOB Ha
Xpomarorpamme HCMBITYEMOTO
pacTBOpa AOMKHEI COOTBETCTBOBATH
BpeMeHAM YAepuMBaHUA TMHKOB Ha
Xpomarorpamme pacTeOpal
cTangapTHeIX obpazuor nbynpodena
i napaleTamona (paznen
«KonnuecTBeHHoe onpejenenie»). |

Remarks : The Product conforms to ND/
IIpumeyanue: [Iponykr coorsercTByeT TpeboBaHusm H]T

Opinion : APPROVED
3akmouenue: OJJOBPEHO

Prepared by /
ITogroroBieHo:
Naresh Kumar

b

Checked by /
IIpoBepeHo:
Pardeep Kumar

Approved by: Manager/Executive /
OnobGpeno: Menemxep /

Pykosoanrens ) E (l
: I
Manoj Kumar bn,t’//

o .

—

Reprint Date:
Harta: 11.11.2022

Reprint Date:
Harta: 11.11.2022

Reprint Date:
Jara:11.11.2022

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

CIN: L85195AP1984PLC004507
www.drreddys.com
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|Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
(U6ykann OHHOp®, TabaeTkH Aucneprupyemele [aas aerei], 100 mr + 125 mr

Batch No / Cepusi Ne : V2202238

Analytical Report No / Ananutnyeckuii oTyer Ne :
890001626558

Batch Quantity / O6bem naptuu : 547.500kg
Date of Analysis / lata ananu3a: 11.11.2022

Date of Manufacture / JlaTa npoussoacTna : Oct-2022

Date of Expiry / Cpok rogsocru : Sep -2027

Analysis performed according ND / Ananu3 nposeaen no HJI: ITN011252/02-041021

Results / Pe3yabTaThl

‘Speciﬁcation / Hopma

© 363.5mg/ 363.5mr

Complies/cOOTBETCTBYET

00 min:30 Seconds/00 muH 30 Sec

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

"[Not more than 3 min /

He Gonee 3 Mun

98 % to 101 %

98% to 99%

Not less than 70% (Q) of Ci3HisOs
(ibuprofen) after 30 min /

He ™enee 70 % (Q) CuiHisOq
(nOympoden) uepes 30 MUH

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

He wmenee 70 % (Q) CsHoNO;
(napaueramon) yepes 30 MuH

Ne  [Test/IToxa3aTean

3 A—verage weight of tablets / .
CpenHsas Macca Tab1eToK

/

4 Disintegration /
PacnagaemocTh

5 Dissolution /
[PacTBOpEeHHE

| ~

6 Dispersibility /
/{McnepecHOCTD

Complies / CooTBETCTBYET

Uniform suspension passing through
the 710 um sieve is formed /
(Obpasyercs OAHOPOJMAs CYCTIEH3N,

oreepeTHii 710 MKM

NpoxXoAsALas 4Yepes CUTO € pasMepom

Remarks : The Product conforms to ND/
ITpumeuanue: [TIpoaykT cooTseTcTBYeT TpeboBaHuaM HJI

Opinion : APPROVED
Zaxmouenne: OJOBPEHO

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

IToarorosinexo: IIposepeHo: Onobpeno: Menemxep / 1

Naresh Kumar @ Pardeep Kumar cf_7 PykoBoaurtens < /
Manoj Kumar ‘!‘{ﬂg Lu“('

Reprint Date: Reprint Date: Reprint Date:

Jara: 11.11.2022 Hara: 11.11.2022 Jara:11.11.2022
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Product : Ibuclin J;nior, dispersible tablets (for children) 100 mg + 125 mg
Noykaun FOuuop®, TadaeTku gucneprupyemble [aas aereii], 100 mr + 125 mr

Batch No / Cepus Ne : V2202238

Batch Quantity / O6bem naptum : 547.500kg

890001626558

Analytical Report No / AHanuTn4eckuii oTaer Ne :

Date of Analysis / {ata anaauza: 11.11.2022

Date of Manufacture / /lara npoussogcrsa : Oct-2022

Date of Expiry / Cpok roasoctn : Sep -2027

Analysis performed according ND / Anaan3 npoeegen mo HJI: I1 N011252/02-041021

Ne  [Test/ IokazaTen

Results / PesyabTaThl

7 Related substances /
PoncrBeHHbIE PUMeCH

Method 1/ Meton 1 —

4-amuHodeHona

Method 2 / Metop 2 —

fapaycramoia

Determination of 4-Amino
Phenol content / Onpenenenue
COJIEpKaHUS COJIePIKAHUS]

Determination of Ibuprofen
and Paracetamol unidentified
impurities / Onpenenenue
HEUIEeHTHDULIHPOBAHHBIX
inprmMeceii nbynpodena u

0.00004%

| BDL(Disregard Limit 0.05%)

0.00004%

8 Microbial limits /
Muxpobuosornyeckas
[HHCTOTA

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

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

-Speciﬁcation / Hopma ;

:4—aminophen01 (paracetamol impurity);
/

4-amuHOpEHON (npumecs
jnapaueramona) - not more than

0.005% / e 6onee 0,005 %

Any individual unidentified impurity
of (ibuprofen or paracetamol)
EnvHuuHas HeWAeHTHQULMPOBAHHAS
[IpUMecCh ubynpodeHa WM
MmapateTaMorna -

not more than 0.2% / He 6onee 0,2%

Total impurities (Method 1+Method 2)

CymmMa npumeceid (Merox 1 + Metoj|
2) - not more than 0.7% / ue 6onee 0.7
%o

=_— 1

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

ot more than 100 CFU/g/
He 6onee 100 KOE/r

Remarks : The Product conforms to ND/
IIpumeuanne: [Iponyxr coorsercTByeT TpeboBanusm HJT

Opinion : APPROVED
3axkmwouenne: OJOBPEHO

Hata: 11.11.2022

Prepared by / Checked by / Approved by: Manager/Executive /
IloaroroBnexo: IIpoBepeno: ﬁ Onobpeno: Menemxep /
Naresh Kumar @( Pardeep Kumar o Pyxosoautens

= Manoj Kumar £
Reprint Date: Reprint Date: Reprint Date:

Jarta: 11.11.2022

Jata:11.11.2022
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoyxkanu FOunop®, Tadaerku aucneprupyemsole [nias gereii], 100 mr + 125 mr

Batch No / Cepust Ne : V2202238 - Batch Quantity / O0bem naptuu : 547.500kg
Analytical Report No / AHanuTuyeckuii oTuet Ne : Date of Analysis / laTa anayu3za: 11.11.2022
890001626558

Date of Manufacture / JlaTta npon3soacrsa : Oct-2022 |Date of Expiry / Cpok rogsocTs : Sep -2027

|Analysis performed according ND / Anasu3 nposegen mo HJ/I: [1 N011252/02-041021

a) Total aerobic microbial
count / Obluee yncno
23pOOHBIX MUKPOOPraHU3MOB Absent

b) Total combined yeasts and
mould count / Obuiee ynucno
TPOXKEBBIX U MJICCHEBBIX

Shall be absent in 1g / OTcyTcTBHE B |
r

rpHboB
c) E. coli
9 Uniformity of dosage units / | Acceptance value (AV) should be not
OxHOPOAHOCTL AO3UPOBAHUSA 2.2 more than 150 / [Tlokasarens
npuemnemocti (AV) gomkex Gbith He
t Ibuprofen / u6ynpoden ‘ oonee 15,0

2.0
| - Paracetamol / mapaletaMoil
(10 Assay / KosinuecTtBenHoe
onpeaeaeHHe

100.7 mg /100.7 mr

125.2 mg/ 125.2 Mr

Acceptance value (AV) should be not
more than 15.0 / Tlokazarens
npuemnemocti (AV) nomken ObITh e
pojee 150
90.0 mg to 110.0 mg of C13H,30-
(ibuprofen) per tablet /

Ot 90,0 mr no 110,0 mr C;3H 50>
(ubynpoden) B Tabnerke

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

Ot 112,5 Mr o 137,5 mr CsHoNO:»
(mapaveTamoJr) B TabJIETKE

Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuanne: [Ipogykt cooTBeTcTBYET Tpebopanusm HJI 3axmouenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosnexo: [IpoBepeHo: > Opnobpeno: MeHenxep /
Naresh Kumar @ Pardeep Kumar C:(/‘ PykosoauTens M
< ; gl

) B < Manoj Kumar
Reprint Date: Reprint Date: Reprint Date:
Jara: 11.11.2022 Hara: 11.11.2022 Hara:11.11.2022
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
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CERTIFICATE OF ANALYSIS
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Page 5of 5/ CTp. S5u3 5

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoyxkann FOHHnop®, TabaeTkn aucneprupyemsole [nas aerei], 100 mr + 125 mr

Batch No / Cepug Ne : V2202238

Batch Quantity / O6wem naprun : 547.500kg

890001626558

Analytical Report No / AHanuTu4eckuii oT4eT N :

Date of Analysis / JlaTa ananu3a: 11.11.2022

Date of Manufacture / Jata npon3soactsa : Oct-2022

Date of Expiry / Cpok roguocty : Sep -2027

Analysis performed according ND / Anann3 nposeaen mo HJI: 1 N011252/02-041021

10 tablets in PVC/AL blister. 2 blisters10 tablets in PVC/Al blister. 1, 2 or 20
and patient information leaflet in le:)liSlCl‘S and patient information leaflet
carton pack. / Ilo 10 Ttabnerok Bin a carton pack. / ITo 10 TabGnerox B
Gancrep uz IIBX/Al Tlo 2 Gmmerepabanctep u3 IIBX/AL Ilo 1, 2 wnm 20

BMECTE C I/IHCTp}’KLII/leﬁ
[IPHMEHCHHUIO B ITa4Ky KapTOHHYIO.

MOOANCTEPOB BMECTE € HHCTPYKLIMEH 1o

‘l'lplll\‘lef'l(:iilil{) B MMa4Ky KaPTOHHYIO.

According to ND. / B cootsetctBuu ¢ HJI,

/

25 °C.

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

B opurnHaibHoll ynakoBke (61MCTep B Na4Ke) NPH TEMIEpaType He BhIlIe

11 Packa&e / YnakoBka

12 [Labeling / Mapkupopka
|

13 Storage conditions /
Xpanenue
|

14 Shelf life / Cpok rogaocTH

S years / 5 ner

Remarks : The Product conforms to ND/
Npumeuanue: [TpoaykT cooTBETCTBYET TpeboBanusaM HJI

Opinion : APPROVED
3axarouenue: OJJOBPEHO

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

[ToaroToBneHo: IIposepeHo: OnoGpeno: Menemxep /

Naresh Kumar @ Pardeep Kumar o Py}\'oa_o,%n'rcnb bt
Manoj Kumar
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