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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

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
wwv.drreddys.com

Page 1 of 5/ Ctp. 1u3 5

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoyxann FOunop®, Tabnerku pucneprupyembie [aas pereii], 100 mr + 125 mr

Batch No / Cepus Ne : V2300335

Batch Quantity / O6bem naprun : 547.500kg

890001646691

Analytical Report No / AHaaaTHUecKMit oTyeT No :

Date of Analysis / laTa ananusa: 27.02.2023

Date of Manufacture / Jlara npoussojacrsa : Feb-2023

Date of Expiry / Cpok roguocty : Jan-2028

Analysis performed according ND / Apanus nposeen no HJL: [1N011252/02-041021

Ne  [Test/Tlokasatens Results / PesyabTaThbl Specification / Hopma
1 Description / Onucanne Pink flat-faced beveled-edge tabletlePink 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. /
Kpyrnble  mockouunuHapuyeckueKpyrnele  NJIOCKOLMINHIPHUYCCKHE]
raGieTkd  po3oBoro  LBeTa  crabmeTkn  pO30BOTO  LBETa  C
BKpanyeHuamu, ¢ Gackoii N puckoii HaBKpanaeHuaMu, ¢ Gackoi U puckoi Ha
OHOM CTOPOHE,0AHOI CTOpOHE,|
3 C XapaKTepHEIM 3aMlaxoM. C XapakTepHbLIM 3a1aXO0M. B
2 [dentification / Complies as prescribed/ The retention times of the main peaks
[MopnuHHOCTL CooTBeTCTBYET on the chromatogram of the tes
solution should correspond to the
retention times of the peaks on the
. chromatogram of ibuprofen an
| paracetamol  reference  standards
| solution (section Assay). / Bpemena
‘ I VICPKUBAHUA OCHOBHBIX NMHKOB HZ!'
XpoMmarorpaMme HCHBITYEMOTO
l, PacTBOpa JIOMKHL! COOTBETCTBOBATH
: BpEMEHAM YACPIKHBAHHA [THKOB H
xpomarorpaMmme pacTeop
~ crangaptHeIX o0pasuos nbynpodena
I 1 riapaueTamMmona (pazaen
| «KonnuecTeeHHoe onpeaeieHne»),

Remarks : The Product conforms to ND/
IIpumeuanue: [Ipoaykr cooTBeTcTBYeT TpeboBanusaM HJI

Opinion : APPROVED
Zakawuenue: OJOBPEHO

Prepared by /
TTonrorosneHo:
Naresh Kumar

Checked by /
ITpoepeno: Himesh Kumar
& j—

~~J

=="

Approved by: Manager/Executive /
Onobpeno: Menemxep /
PykoBoauTens Athshq'\’ Chauhan

Reprint Date:
Jara: 27.02.2023

Reprint Date:
Jarta: 27.02.2023

Reprint Date:
Hara: 27.02.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangane, india
Tel: +91 40 4900 2900, Fax: +91 40 4900 2929, Email: mail@drreddys.com

CIN: L85195AP1984PLLC004507
www.drreddys.com
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
N6ykaun Ouuop®, Tabaerku ancneprupyemeie [nns aereii], 100 mr + 125 mr

Batch No / Cepus Ne : V2300335

Batch Quantity / O6bem naptin : 547.500kg

890001646691

Analytical Report No / AnanuTu4ecknii oruer Ne :

Date of Analysis / JlaTa ananu3za: 27.02.2023

Date of Manufacture / /Iara npouzBoactsa : Feb-2023

Date of Expiry / Cpok rognocty : Jan-2028

Analysis performed according ND / Anasn3 nposeaes mo HJ/I: TIN011252/02-041021

" Results / PesyabTaTh

Sp?ciﬁcation / Hopma

CpenHsisi Macca Tab1eTOK

|

Ne ’l est / TokasaTens T
3 |Average weight of tablets /

365.1 mg/ 365.1 Mr-

Complies/cOOTBETCTBYET

357.7 mg to 372.3 mg (365.0 mg £
2.0 %). /Ot 357,7 mr no 372,3 mr
(365,0 Mr £ 2,0 %)

4 Disintegration /

00 min:23 Seconds/00 mut 23 Sec

Not more than 3 min /

PacnagaemMocTb | He 6onee 3 MuH [
15 Dissolution / 99% to 100 % Not less than 70% (Q) of Cy3Hyz0s
PacTBopenue (ibuprofen) after 30 min /

97% to 99%

He w™enee 70 % (Q) CisHisO
(ndynpoden) uepes 30 MiH
Not less than 70% (Q) of CsHsNOs
(paracetamol) after 30 min /
He wmewee 70 % (Q) CsHiNO»
(napaueramon) yepes 30 MiH

6 Dispersibility /

Complies / CooTBETCTBYET

Uniform suspenswn passing through

TucnepcHOCTE the 710 um sieve is formed /
O6pazyerest 0AHOPOAHAS CYCTICHSM,
MPOXOAALLIAS HEPe3 CHTO € pasMepoM
o orsepetiii 710 MEM
iNe ri est / Iloka3zaTenn ‘ Results / Pe3yabTaThl Specification / Hopma -

Remarks - The Product conforms to NN/
M pumeuanne: [IpoaykT cootseTcTBYeT TpeboBanusAaM HJI

QOpinion : APPROVED
Zaxmouenune: OJJOBPEHO

Prepared by /
IlonrorosnexHo:
Naresh Kumar

b

Checked by /
[Tposepeno: Himesh Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep /
PyrxoBoanTteis AthShEL Fhauhan

Reprint Date:
Jara: 27.02.2023

Reprint Date:
Hata: 27.02.2023

Reprint Date:
Hara: 27.02.2023

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

CIN: L85195AP1984PLCO04507
www.drreddys.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
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www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIM3A

Page3of 5/Crp.3m3 5

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Ho6ykaus JOunop®, Tabaerkn aucneprupyemsle [nis gereii], 100 mr + 125 mr

Batch No / Cepust Ne : V2300335

Batch Quantity / O6bem naptnu : 547.500kg

890001646691

Analytical Report No / Anaaqatudeckuii otyer Ne :

Date of Analysis / lata ananm3sa: 27.02.2023

[Date of Manufacture / lata nponssoactsa : Feb-2023

Date of Expiry / Cpok rognocru : Jan-2028

[Analysis performed according ND / Auasn3 nposenen mo HJI: 11 N011252/02-041021

7 Related substances /
IPoncTBeHHbIE MPUMECH

Method 1/ Meton 1 —
Determination of 4-Amino
Phenol content / Onpenenesue
colepxanus CoaepKaHus
4-amuHO(peHoNa

Method 2 / Meton 2 —
Determination of Ibuprofen
and Paracetamol unidentified
.fimpurities / Onpenenexue
HeuaeHTHHULIPOBaHHbIX
npuMeceil ubynpodeHa u
Inapaueramona

0.0001%

0.06%

4-aminophenol (paracetamol impurity) / |
¥-amuHodeHoa (NpUMeCh napaueTaMona):
.- not more than 0.005% / ne 6onee 0,005
%

Any individual unidentified impurity of
(ibuprofen or paracetamol) / Enqunudnas
HenneHTHGUIHpOBaHHAS npuMecH
ubymnpodeHa UK napaueramona -

not more than 0.2% / 1e 6onee 0,2%

Total impurities (Method 1+Method 2) /
Cymma npumeceit (Meton 1 + Mertog 2) A
not more than 0.7% / ne 6onee 0.7 %

Remarks : The Product conforms to ND/
Ilpumeuanue: [Ipoaykt coorBeTcTBYET TpeboBanusM HJ|

Opinion : APPROVED
3akmouenue: OJObBPEHO

Hara: 27.02.2023

Prepared by / . Checked by / Approved by: Manager/Executive /
IloarorosneHo: [& IIposepeno: Himesh Kumar Onobpeso: Menemxep /

Naresh Kumar ;/ Y — Pykosoaurrens Ab%'shek&Chauhan
Reprint Date: Reprint Date: ) Reprint Date:

Jlata: 27.02.2023

Jara: 27.02.2023

Registered Office: 8-2-237, Roac! ive, 3, Eanjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2300, Fax: +91 40 4900 2999, Emaii: mail@drreddys.com

CIN: L&5195A4P1984PLC0O04507
www.drreddys.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

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIM3A

Page 4 of 5/CTp. 41u35

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Woykmn FOunop®, Tadserku gucneprupyemole [aus aereii], 100 mr + 125 mr

Batch No / Cepusi Ne : V2300335

Batch Quantity / O6bem maprin : 547.500kg

890001646691

Analytical Report No / AHa/MTHUecKH#i oTyeT No Date of Analysis / JlaTa apanu3sa: 27.02.2023

Date of Manufacture / Jlata npoussojctsa : Feb-2023 |Date of Expiry / Cpok rogHocTH : Jan-2028

Analysis performed according ND / Anasnns nposenen mo H/L: TTNO1 1252/02-041021

8 Microbial limits / |
Mukpoduonoruieckas
YHCTOTA
) Total aerobic microbial Less than 100 CFU/g / Not more than 1000 CFU/g/
count / Of1iee ynueno Memnee 100 KOE/r He Gonee 1000 KOE/r
a9POOHBIX MHKPOOPraHU3MOB
| Less than 100 CFU/g/  Not more than 100 CFU/g/
b) Total combined yeasts and Memnee 100 KOE/r He 6onee 100 KOE/T
mould count / O61uee quciIo
IPOKIKCBBIX M MJICCHEBLIX
rprooB Shall be absent in 1g/ OtcyrcTBHE B 1 T
Absent
c) E. coli
9 Uniformity of dosage units / | Acceptance value (AV) should be not
IOAHOpPOAHOCTD J03HPOBAHHA 1.3 more than 15.0 / Ilokazarens
npuemnemocTn (AV) nomkeH OblTb He
- Ibuprofen / ubynpogen Gogee 15,0 J
Acceptance value (AV) should be no
more than 150 / llokasarens
1.3 nprnemieMoctd (AV) nomkes ObiTh HE
- Paracetamol / napaneramon Gonee 15,0 -
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanne: [IpoaykT cooTBeTCTBYeT TpeboBanusm HJY 3akmaouenne: OJOBPEHO
Prepared by / ‘ Checked by / Approved by: Manager/Executive /
[loarotoBneHo: @( ITpoeepeno: Himesh Kumar Opno6peHo: Menemxkep /
Naresh Kumar —_ Cl_/—;s Pykosoautens Abl&i}:{( Chauhan
Reprint Date: Reprint Date: Reprint Date:
Hata: 27.02.2023 Hara: 27.02.2023 JHara: 27.02.2023
Registered Office: 8-2-337, Road o, 7, Bznjara Hills, Hyderabad - 500034, Telangang, india
fel: 491 40 4900 £500, Fax: =91 GU dSu0 299y, emall: mailwdrreddys.comn

CIN: LR5185AF1984PLCA34507
www,drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJTHU3A

Page S of 5/ CTp. 5u3 5

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Moykann FOunop®, Taéserky aucneprupyemble [aus gereii], 100 mr + 125 mr

Batch No / Cepust Ne : V2300335 Batch Quantity / O6bem mapruu : 547.500kg
Analytical Report No / AHaquTuveckuil oTyer No : Date of Analysis / llata ananusa: 27.02.2023
890001646691

Date of Manufacture / Jlata npoussojersa : Feb-2023 | Date of Expiry / Cpox roanocTi : Jan-2028

'Analysis performed according ND / Anaans nposegen nmo H/: TIN011252/02-041021

10 Assay / KonnyecTBennoe 0.0 mg to 110.0 mg of C13H,502 |
onpeaeaenie (ibuprofen) per tablet / |
100.7 mg /100.7 mr {07 90,0 mr go 110,0 mr Ci3Hi30:2

']{H6ynp0§0e1-l) B TaOneTke

112.5 mg to 137.5 mg of CsHoNO-
124.6 mg / 124.6 mr (paracetamol) per tablet /

Ot 112,5 mr no 137,5 mr CsHoNO»

(napaueramon) B Tabnerke |
11 Package / YnakoBka 10 tablets in PVC/Al blister. 210 tablets in PVC/Al blister. 1, 2 or 20
' blisters and patient informationblisters and patient information leaflet in a
leaflet in a carton pack. / ITo 10carton pack. / ITo 10 taGnerok B Gnucrep
ra6netok B 6nuctep u3 [IBX/Almz [IBX/AL Ilo 1, 2 uan 20 6ancrepos
Mo 2 6aucrepa BMecCTe CBMECTE C MHCTPYKLHEH M0 MPUMEHEHHUIO B
HHCTPYKLHEll 10 NPUMEHEHHIO PJnatmy KapTOHHYIO.
| NAa4Ky KapTOHHYHO. ‘
12 [Labeling / MapxupoBka According to ND. / B coorsercTeuu ¢ HJL.

|_
13 Storage conditions / In the original packaging (blister in carton pack) at temperature below 25°C.
XpaHenue

B opurHHAIBHON yriakoBke (OJHCTEp B AUKE) NPH TEMNEPaType He Bbille
25 °C.
14 Shelf life / Cpox roguoctn 5 years / 5 ner

Remarks : The Product conforms to ND/ Opinion : APPROVED
ITpumeuanue: IIpoaykr cootsercTByeT TpebosaHusam HL 3axmwouenne: OJOBPEHO
Prepared by / ; Checked by / Approved by: Manager/Executive /
IToArOTOBIEHO: (( [Mposepeno: Himesh Kumar Onobpeno: Menemxep /

Naresh Kumar M/ (ﬁL////’_‘/) PykoBoauTenb Abh‘Esh? Chauhan
Reprint Date: Reprint Date: ' Reprint Date: ‘

Hara: 27.02.2023 Hara: 27.02.2023 Hara: 27.02.2023

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



