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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIN3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
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Page 1 of S/Ctp. 143 5

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
HoykanH IOanop®, TadueTku qucneprupyemele [1as aereii], 100 mr + 125 mr

Batch No / Cepust Ne : V2202542 Batch Quantity / O6bem maptun : 547.500kg
Analytical Report No / Ananutuyeckunii oryer Ne : Date of Analysis / lata anamnsa: 15.12.2022
890001633139

Date of Manufacture / laTa npoussoacTsa : Nov-2022 [Date of Expiry / Cpoxk rogsocru : Oct -2027

Analysis performed according ND / Auaju3 nposeaen no HJI: T1 N011252/02-041021

Ne Test / IlokazaTeinb Results / Pe3yabTaTh

Specification / Hopma

one side and characteristic odor. /

ra0yeTku PO30BOI0o OBCTa

1 Description / Onucanue Pink flat-faced beveled-edge tabletsPink flat-faced beveled-edge tablets
' with impregnations and a score-line onwith impregnations and a score-line on

Kpyrasle  nnockounnnuapuyeckneKpyrasie  MIOCKOUMIMHAPUYECKHE

BKpAaNIeHHIMH, ¢ (ackoil M pUCKOH HaBKpanieHnsMn, ¢ Gackoi H pucKoii Ha
OIHOH CTOPOHE,0AHOH CTOpOHe,

ione side and characteristic odor. /

crabneriu po30BOIroO OBETA C

C XapaKTEepHBIM 3alaXoM.

C XapaKTEPHBIM 3a[1aXOM.
2 [dentification / Complies as prescribed/
IMognuHHOCTH COOTBETCTBYET

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 (section Assay). / Bpemena
VIepAKIBAHNSA OCHOBHBIX TMHKOB Ha
XpoMaTorpamMme HCTIBITYEMOTO
jpacTBOpPa JOJUKHLI COOTBETCTBOBATH
BPEMEHAM  YAEPKUBAHUSA [HKOB Ha

XpoMaTorpamMmMe pacrsopa
cTaHAapTHLIX ofpasuos udynpodena
H napaleramosa (pas,aen!

«KonnyecTBeHHOE onpeielieHie).

Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuanue: IIponykT cooTBeTcTBYET TpeGOBaHMsAM HJT 3axkmouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToproroBmneHo: ﬁ IIpoBepeno:Ramakant W Onobpeno: Menemxkep /
Ankit PykoBogutens | .

[ i Amit kumar j&"v:,\i’,/’r
Reprint Date: Reprint Date: Reprint Date:
Hata:; 15.12.2022 JHara: 15.12.2022 Jara:15.12.2022

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: L85195AP1984PLCO04507
www.drreddys.com
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
N6ykaun FOunop®, TabaeTku pucneprupyemsble [auas gereii], 100 mr + 125 mr

Batch No / Cepust Ne : V2202542

Batch Quantity / O6bem napruu : 547.500kg

890001633139

Analytical Report No / AHanuTH4Yeckmii oTyer Ne :

Date of Analysis / JlaTa ananau3a: 15.12.2022

Date of Manufacture / JlaTa npoussoactsa : Nov-2022

Date of Expiry

/ Cpok rognocts : Oct -2027

Analysis performed according ND / Ananus nposenen no HJI: [T NO1 1252/02-041021

Ne Test / IlokazaTenb I Results / PesyanTaThl ‘Spccification / Hopma
3 Average weight of tablets / | 364.5 mg/ 364.5 mr 357.7 mgto 372.3 mg (365.0 mg + il
Cpenusisi Macca TabIETOK 2.0 %). / Ot 357,7 mr o 372,3 Mr
Complies/cOOTBETCTBYET (365,0 Mr +2,0 %)
4 Disintegration / 00 mini:31 Seconds/00 mun 31 Sec [Not more than 3 min / ?
| Pacnagaemocthb He 6onee 3 MuH ]
5 Dissolution / 99% to 100 % Not less than 70% (Q) of C3H30;
PacTBOpeHne (ibuprofen) after 30 min /
He menee 70 % (Q) CiHis04
(nbynpoden) yepes 30 MuH
98% to 100% Not less than 70% (Q) of CsHyNOs
(paracetamol) after 30 min / |
He wmenee 70 % (Q) CsHoNO-
(napaueramon) 4yepes 30 MiH
6 Dispersibility / Complies / CoOTBETCTBYET !Unif'onn suspension passing through
JIucnepcHOCTh the 710 um sieve 1is formed

[(O0OpasyeTcs ONHOPOAHAA CYCIEH3Ms,
Mpoxoasias Yepes CHTO ¢ Pa3MepoM

preepceThii 710 MKM

Remarks : The Product conforms

IIpumeuanue: [Tponykt cooTBeTcTBYeT TpeboBanusM HJI

to ND/

Opinion : APPROVED
Zakmouenne: OJOGPEHO

Prepared by / Checked by / ) Approved by: Manager/Executive /
IToaroroBneHo: ﬁ' ITpoepeno:Ramakant - ,Lr OnoGpeno: Menemxep /
Ankit [l _— ;&t [0 PykoBojuTens '_\,J~>‘7
; Amit kumar
Reprint Date: Reprint Date: Reprint Date:
JaTa: 15.12.2022 Jara: 15.12.2022 JlaTa:15.12.2022
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Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com



Bo
Dr.Reddy’s ‘,’.‘

CERTIFICATE OF ANALYSIS
CEPTH®UKAT AHAJIN3A

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

Vill. Khol, Nalagarh Road, Baddi,
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
H6ykaun IOHuop®, Ta6JieTKH AHcneprupyemMble [aas aereiif, 100 mr + 125 mr

Batch No / Cepust Ne : V2202542

Batch Quantity / O6bem maprun : 547.500kg

890001633139

Analytical Report No / AHaanTHYecKHii oT4eT No :

Date of Analysis / lata ananu3za: 15.12.2022

Date of Manufacture / lata mpou3BoacrTsa : Nov-2022

Date of Expiry / Cpox rogsoctd : Oct -2027

Analysis performed according ND / Anann3 nposefen no HJI: TIN011252/02-041021

Ne Test / Iloxa3aTeanb

Results / Pe3yabTaThi

_!Speciﬂcation / Hopma

‘7_ Related substances /
| [PoncTBeHHBIE IPHMeECH

Method 1/ Merox 1 —
Determination of 4-Amino

CoNlepXKaHus COJepKaHHs
4-aMuHOQEHOTa

Method 2 / Metop 2 —
Determination of Ibuprofen

impurities / Onpenenenue
HEeHACHTHOHULINPOBAHHBIX
npumMeceit ubynpodeHa u
mapaiyeramona -

Phenol content / OnpeneneHue

and Paracetamol unidentified

0.001%

0.08%

0.08%

8 Microbial limits /
MukpoGuosoruyeckas
MHCTOTA

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

4-aminophenol (paracetamol impurity)
/
4-aMUHO(EHON (npumecs
mapalieramona) - not more than
0.005% / ue 6onee 0,005 %

Any individual unidentified impurity
of (ibuprofen or paracetamol) /
EnuHnyHas HeuAeHTHPHUAPOBAHHAS
MPUMECh nbynpodeHa U
mapaneramora -

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

Total impurities (Method 1+Method 2)

Cymma npumeceii (Meton 1 + Meton,
2) - not more than 0.7% / e 6osee 0.7
%o

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/
ITpumeuanue: [TpoaykT cooTBeTCTBYET TpeboBanuam HJI

Opinion : APPROVED
Zakaouenue: OJOBPEHO

Hara: 15.12.2022

Prepared by / Checked by / Approved by: Manager/Executive /
[Toarorosieno: 1 INpoBepeno:Ramakant U.A\ Onobpeno: Menemxkep /
Ankit A gwg’/ Pykosonutens N

; Amit kumar A’ %
Reprint Date: Reprint Date: Reprint Date:

Hata: 15.12.2022

Harta:15.12.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
H6ykaun FOruop®, Tabaerku gucneprupyembie [aas aereii], 100 mr + 125 mr

Batch No / Cepus Ne : V2202542

Batch Quantity / O6nem naptuu : 547.500kg

890001633139

Analytical Report No / AHanuTH9eckuii oT4er Ne :

Date of Analysis / Jlata anaiam3a: 15.12.2022

Date of Manufacture / laTa nponsBoacTsa : Nov-2022

Date of Expiry / Cpok roaaoctu : Oct -2027

Analysis performed according ND / Anaju3 nposegen mo HJI: [T N011252/02-041021

) Total aerobic microbial
ount / OBl1ee YnCIIO
;,a3p06m>1x MHMKPOOPraH13MOB

b) Total combined yeasts and
mould count / Ob11ee 4ucno
IPOXOKEBBIX M TIIIECHEBBIX
rpuboB

c) E. coli

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

Absent

9 Uniformity of dosage units /
OaHOPOXHOCTE AO3HPOBAHHSA

- Ibuprofen / ubynpodex

- Paracetamol / mapaneTamon

1.4

1.3

Shall be absent in 1g / OTcyrcTBHE B 1
r

Acceptance value (AV) should be not
more than 15.0 / Tlokazarens,
nipuemaemocti (AV) fomkex ObITh HE
Donee 15.0

Acceptance value (AV) should be not
more than 15.0 / TIloxkazarens
npuemnemoct (AV) nomken ObiTh HE
oomnee 15,0

10 |Assay / KonnuecTBeHnHoe

onpeaeJacHue

100.3 mg /100.3 Mr

124.9 mg/ 124.9 mr

00.0 mg to 110.0 mg of C13H130:
(ibuprofen) per tablet /

07190,0 mMr o 110,0 mr Ci3H150,
(ndynpoden) B TabeTKE

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

Ot 112,5 mr go 137,5 mr CgHoNO,
(napaueramon) B TabneTke

Remarks : The Product conforms to ND/
Ipumeuanue: [Ipoaykt cootTBeTcTByeT TpeboBaHusaM HJ[

Opinion : APPROVED
3akmouenune: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
ToarotoBneHo: [Mposepeno:Ramakant .9,- Onobpeno: Meremxep /
Ankit ﬂ M PykxoBoautens “N—

L il Amit kumar —
Reprint Date: Reprint Date: Reprint Date:
Hara: 15.12.2022 Hata: 15.12.2022 Harta:15.12.2022
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
M6ykaun F0unop®, TabaeTku qucneprupyembie [ais aereii], 100 mr + 125 mr

Batch No / Cepus Ne : V2202542

Batch Quantity / O6bem napTuu : 547.500kg

Analytical Report No / AHajnTHYecKHii oTdeT No :
890001633139

Date of Analysis / Jllata ananu3za: 15.12.2022

Date of Manufacture / lata npon3soacTa : Nov-2022

Date of Expiry / Cpok rogaoctn : Oct -2027

Analysis performed according ND / Auanu3 npoeenen mo HJI: [1N011252/02-041021

11 [Package / YnakoBka 10 tablets in PVC/AL blister. 2 blisteri‘lo tablets in PVC/Al blister. 1, 2 or 20|
| and patient information leaflet in ablisters and patient information leaflet
carton pack. / Ilo 10 Tabnerok sin a carton pack. / ITo 10 Tabnerok B
Gmictep u3 [IBX/Al Ilo 2 6Jn-1<:1‘epa|6nucmp u3 [IBX/AL Ilo 1, 2 umm 20,
BMECTE C  HHCTpYKUHEH NOGINCTEPOB BMECTE C MHCTPYKLIMEH 110
i NPUMEHSHHIO B TAYKY KAPTOHHYIO.  [IPHMEHEHIIO B IaYKy KapTOHHYIO.
12 Labeling / MapkupoBka According to ND. / B cootserctBuu ¢ H]I.
13 Storage conditions / In the original packaging (blister in carton pack) at temperature below 25°C.
XpaHenue
B opuruHanbHol ynakoBke (6uctep B IaUKe) Y TEMIIEPATYpPE HE BbilIC
25 °C.
{14 Shelf life / Cpox roanocrd |5 years /5 net
' |

Remarks : The Product conforms to ND/
IIpumeuanne: [Ipogykr coorBeTcTBYET TpeboBanusam HJL

Opinion : APPROVED
3akmouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
T1oAroTOBIIEHO: & HPOBepeHo:Ramakun% ‘t(m’_@ Onobpero: Menemxep /
Ankit \ - PykoBoautenb -

AN / Amit kumar /l\” \\:_/
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