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CERTIFICATE OF ANALYSIS
CEPTUOPHUKAT AHAJIU3A

Page 1 of 5/Ctp.1u35

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
HNoyknnn IOanop®, TabueTku qucneprupyemble [nusa aereii], 100 mr + 125 mr

Batch No / Cepusi Ne : V2200698

Batch Quantity / O6bem napruu : 547.500kg

890001585183

Analytical Report No / AHaauTHYecKHii oTueT No ;

Date of Analysis / [laTa ananmu3a: 14.04.2022

Date of Manufacture / lata npon3soacTsa : Mar-2022

Date of Expiry / Cpox rogaocts : Feb-2027

Analysis performed according ND / Ananns nposeed no HJI: T1 N011252/02-041021

Ne Test / ITokazaTean

Results / Pe3yJbTaThl 'Specification / Hopma

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. /
Kpyrasie naockouunuHapnueckneKpyrnse  MIOCKOLMIMHIPHUYECKHE
TabMeTku  po30BOro  LBeTa  CradneTkH po3oBoro  LBeTra ¢
BKpamIeHHsIMH, ¢ hackol ¥ pucKkoH HaBKparieHsMH, ¢ packol U PUCKOH Ha
OJIHOU CTOPOHE,OIHOI CTOPOHE,
C XapaKTEpPHBIM 3aIiaXoM. C XapaKTepHbLIM 3aIaXOM.

[B]

Identification /
Iﬂonnunﬂoch

Complies as prescribed/ The 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). / BpemeHna
JIep/KHBaHiis OCHOBHBIX ITHKOB HA
XpomarorpaMme UCIIBITYEMOTO
jpacTBOpa MOJDKHBI COOTBETCTBOBATH
inemel-iaM yIepXKUBaHUs IIHKOB HA
XpomaTorpamme pacTBOpa
cTaHnapTHeIX 00pa3noB HOynpodeHa
1 napaneramoia (paznen
 «KonuuecTseHHOE ONIPEAEIEHHUED). |

Remarks : The Product conforms to ND/
ITpumeuanne: IIponyxT cooTBeTCTBYET TpeboBanuam HJI

Opinion : APPROVED
Zakawuenune: OJJOBPEHO

Jata: 14.04.2022

Prepared by / Checked by / Approved by: Manager/Executive /
TToarorosineno: IIposepeno: Onobpeno: Mernemxep /
Naresh Kumar Pardeep Kumar 4___, Pyxosoautens =
= - Abhishek Chauhan [ =
Reprint Date: Reprint Date: Reprint Date:

Hara: 14.04.2022

Jlata:14.04.2022

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: L85195AP1984PLC0O04507
www.drreddys.com
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoyxana Ounop®, Tabaerku ancneprapyemsole [aas gereii], 100 mr + 125 mr

Batch No / Cepus Ne : V2200698

Batch Quantity / O6wem naprum : 547.500kg

890001585183

Analytical Report No / AHaauTuyeckuii oTuer No :

Date of Analysis / JlaTa ananu3a: 14.04.2022

Date of Manufacture / laTa npou3sogcTna : Mar-2022

Date of Expiry / Cpok rogaoctn : Feb-2027

Analysis performed according ND / Anaau3s nposeaen mo HJI: I1 N011252/02-041021

3 _ TIAverage weight of tablets /
[Cpennsst Macca Ta0J1eTOK

362.4 mg/ 362.4 Mr

Complies/cooTBeTcTBYET

[357.7 mg t0 372.3 mg (3650 mg+ |

2.0 %). / Ot 357,7 mr o 372,3 mMr
(365,0 Mr £+ 2,0 %)

Not more than 3 min /

4 Disintegration / 00 min:41 Seconds/00 muH 41 Sec
PacnagaemocTb He 6onee 3 muH

Ne Test / IlokazaTesn Results / PeyabTaTnl Specification / Hopma

5 Dissolution / 98% to 100% Not less than 70% (Q) of Ci3H50;
[PacTBOpeHue (ibuprofen) after 30 min /

98% to 100%

He wMenee 70 % (Q) CizsHisO;
(1bynpoden) yepes 30 MuH

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

He wmenee 70 % (Q) CsHoNO;
(rmapaueramon) yepe3 30 MUH

6 Dispersibility /
JHcnepcHoCTh

Complies / CooTBeTCTBYET

Uniform suspension passing through
the 710 pm sieve is formed

O0pasyercst OHOPOJHAS CYCTIGH3NS,
MPOXOIAILEAs Yepe3 CHTO C PasMepoM|
orBepcTHii 710 Mxm I

Remarks : The Product conforms to ND/
INpumeuanne: [Iponyxt cooTBeTCTBYeT TpebGoBaHusm HJT

Opinion : APPROVED
3axmouenne: OJOBPEHO

Jata: 14.04.2022

Prepared by / Checked by / Approved by: Manager/Execptive /
Iloarorosnexo: ( IIpoBepeHo: Onobpeno: Meneazep / { -
Naresh Kumar c Pardeep Kumar Ci_____, PykxoBoaurens _

. Abhishek Chauhan' —
Reprint Date: Reprint Date: Reprint Dale:

Jlara: 14.04.2022

Hara:14.04.2022

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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Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
HMoyxanH IOHHop®, TabseTku AHcHeprupyemsble [aias gereii], 100 mr + 125 mr

Batch No / Cepns Ne : V2200698

Batch Quantity / O6bem mapTun : 547.500kg

890001585183

Analytical Report No / AHaquTHYecknii orger Ne :

Date of Analysis / JaTa ananuza: 14.04.2022

Date of Manufacture / JaTa npon3goxcrsa : Mar-2022

Date of Expiry / Cpok rogaoctn : Feb-2027

Analysis performed according ND / Anann3 nposenen no H/I: [1 N011252/02-041021

1] Related substances /
PoncTBeHHbIe IPHMECH

Method 1 / Meton 1 —
Determination of 4-Amino
Phenol content / Onpenenenne
COJIepIKaHus coiepiaHus
|4-aMI/IHOCbCHOIIa

Method 2 / Meton 2 —
Determination of Ibuprofen
and Paracetamol unidentified
impurities / OnpeneneHve
HEMIEHTUDHUINPOBAHHBIX
mpuMmeced uOynpogeHa u
apaneTaMona

0.001%

BDL (Disregard limit 0.05%)

0.001%

4-aminophenol (paracetamol impurity)

4-aMHUHOGbEHO (nmpumech
mapaueramojia) - not more than
0.005% / e 6onee 0,005 %

|
Any individual unidentified impurity
of (ibuprofen or paracetamol)
EnnHuunass HeuAeHTHQUUUPOBAHHAS
MpUMeCh ubynpodena MM
mapaueramorna -

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

Total impurities (Method 1+Method 2)
{ Cymma npumeceit (Metoa 1 +Meron
22) - not more than 0.7% / ne 6onee 0.7,
%o

Ne Test / [Tokazarenan

Results / Pe3yabTaThl

Specification / Hopma

8 [Microbial limits /
Muxkpob6uosoruyeckas
YHCTOTA

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

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

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/
IIpumeuyanue: Ilponykt coorBeTcTBYET TpeboBanusm HJ

Opinion : APPROVED
3akawyenne: OJJOBPEHO |

Prepared by / Checked by / Approved by: Manager/Executiye /
IMoarorosneHo: ‘ IIpoBepeHo: p Onobpeno: Menemxkep /| o -
Naresh Kumar @ Pardeep Kumar e”fxl—u_— PykoBonutens .

= Abhishek Chauhan
Reprint Date: Reprint Date: Reprint Date:
Jara: 14.04.2022 Jata: 14.04.2022 Hata:14.04.2022

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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Page4 of 5/Ctp.4 n3 5

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
HNoykanu FOunop®, TabyeTkn aucneprupyemuie [aas aereit], 100 mr + 125 mr

Batch No / Cepua Ne : V2200698

Batch Quantity / O6nem mapTun : 547.500kg

890001585183

Analytical Report No / AHanuTH4yeckuii oTder Ne ;

Date of Analysis / Jlata ananu3a: 14.04.2022

Date of Manufacture / Jlata npou3soacrsa : Mar-2022

Date of Expiry / Cpok rognocru : Feb-2027

Analysis performed according ND / Anaau3 nposeaen mo HI: ITN011252/02-041021

a) Total aerobic microbial
count / Ob1iee ymcio
Iaapoﬁm,xx MUKPOOPraHU3MOB Absent Shall be absent in 1g/ OtcyTcTBue B 1
r
b) Total combined yeasts and
mould count / Ob1uee yncio
APOAOKEBBIX M NIECHEBLIX
rpuboB
c) E. coli B
9 Uniformity of dosage units / IAcceptance value (AV) should be nof|
I'O;mopouﬂocn, A03UPOBAHHSA 2.3 more than 15.0 / Ilokasarenn
mpiemaemocti (AV) nosbkeH ObITH He
- Ibuprofen / n6ynpoden ponee 15,0
Acceptance value (AV) should be not
more than 15.0 / TIloka3sarens
2.3 npuemaeMocTd (AV) nomxeH ObITH Hel
- Paracetamol / napaueramon Gonee 15,0 '
No Test / IlokazaTenn [Results / PesyabTathi Specification / Hopma
10 Assay / KosinuecTBeHHOE [90.0 mg to 110.0 mg of C13H 50,
onpeaejeHHe (ibuprofen) per tablet /
Ot 90,0 mr go 110.0 mr C13H 1302
99.6 mg /99.6 mr (1dynpoden) B TadneTke
112.5 mg to 137.5 mg of CsHoNO:
(paracetamol) per tablet /
123.4 mg/ 123.4 mr Ot 112,5 mr o 137,5 mr CsHoNO>
L | (napaneramos) B TadneTke

Remarks : The Product conforms to ND/
IIpumeyanmne: [Ipogykr cooTBeTcTBYET TpeboBanusm HJJ

Opinion : APPROVED
3axkmouyenne: OJOBPEHO

Hata: 14.04.2022

Prepared by / Checked by / Approved by: Manager/Ekecutive /
Ioarorosnexo: ITposepeHo: Onobpeno: Menemxep / [ \}
Naresh Kumar @/ Pardeep Kumar Ci— PyxoBonutens =

T Abhishek Chauhan
Reptint Dale. Reprint Date: Reprint Date!

Hata: 14.04.2022

Jata:14.04.2022

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

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Page5Sof 5/Ctp.5u3 5

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
NoyxauH IOunop®, TabseTkn qucneprupyemble [nias aereii], 100 mr + 125 mr

Batch No / Cepus Nt : V2200698

Batch Quantity / O6bem mapun : 547.500kg

890001585183

Analytical Report No / AHaiuTH4Yecknii oTaeT Ne :

Date of Analysis / lata anamuza: 14.04.2022

Date of Manufacture / Jlata npousBoacrsa : Mar-2022

Date of Expiry / Cpok rognoctu : Feb-2027

Analysis performed according ND / Anasnn3s nposeaen mo H/: I1 N011252/02-041021

11 Package / YnakoBka

10 tablets in PVC/AL blister. 2 blisters/10 tablets in PVC/Al blister. 1, 2 or 20
and patient information leaflet in ablisters and patient information leaflet
cartoni pack. / Ilo 10 Ttabnerok Bin a carton pack. / Ilo 10 Tabnetok B
omcrep u3 [IBX/Al Tlo 2 6n1-[crepa]‘l(3m-[c*rcp u3 [IBX/AL Ilo 1, 2 umu 20
BMECTE c HHCTPYKLHEH oGIHCTEPOB BMECTE C HHCTPYKUUEH NO

[MPUMCHEHHUIO B NNAYKY KaPpTOHHYIO. [MPHMEHEHHTIO B MTA4KY KapTOHHYIO.

12 Labeling / Mai)Kl/lpOBKa

According to ND. / B cootBercTBuu ¢ HJI.

13 Storage conditions /
XpaneHue

14 Shelf life / Cpok roguoctsn

[n the _original packaging (blister in carton pack) at temperature below 25°C. ':

B opurunansHol ynakorke (61MCTep B HauKe) MPU TEMIEPATYPE HE BhILIE
25 °C.
5 years / 5 nier

Remarks : The Product conforms to ND/
IIpumeuanne: [IpogykT cooTReTcTBYeT Tpeboranusm HJT

Opinion : APPROVED
3akmouenue: OJJOBPEHO

Jata: 14.04.2022

Hata: 14.04.2022

Prepared by / Checked by / Approved by: Manager/Executive /
Ioarorosnexo: [IpoBepeHo: Onobpeno: Menemxep / ||
Naresh Kumar é/ Pardeep Kumar oﬁ—/ PyxoBoauTenp .;' -

- Abhishek Chauhan =
Reprint Date: Keprint Date: Reprint Date:

Jlata:14.04.2022
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