Dr.Reddy’s ":'.

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
CEPTUDPUKAT AHAJIN3A

Page 1 of 5/Ctp. 143 5

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoykiann FOunop®, TabeTKu aucneprupyemsle [aas gereii], 100 mr + 125 mr

Batch No / Cepus Ne : V2300424

Batch Quantity / O6bem naptuu : 547.500kg

890001650049

Analytical Report No / AHanuTH4eckuii otuet Ne : Date of Analysis / [laTta ananu3a: 18.03.2023

Date of Manufacture / Jlata nponssoacrsa : Feb-2023 |Date of Expiry / Cpok rognoctu : Jan-2028

Analysis performed according ND / Ananus nposenen mo HJI: T1 N011252/02-041021

,_E_Vg Test / HHokasaTean Results / PesyabTaTnl Specification / Hopma -
il Description / Onncanue 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. /
Kpyrabie  miockouunuuapndeckneKpyrnsle  NIOCKOUMIMBAPHUYECKHE
TabNeTKH  po30BOTO  LBeTa  crabieTkd  po3oBoro  IBeTta ¢
BKparieHusamMu, ¢ Gackoi 1 pucKok HABKPANIEHUAMH, C dackoii 1 puckoii va
OJHOM CTOpPOHE,0IHOI CTOpOHE,
o € XapaKTEPHbIM 3aMaXOM. C XapaKkTepHbIM 3aaxoM.
2 Identification / Complies as prescribed/ The retention times of the main peaks
[MogMHHHOCTD 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). / BpemeHa
J:yﬂep)KI/IBaHI/Iﬂ OCHOBHBIX ITHKOB H3
Xpomarorpamme UCIBITYEMOTO
[pacTBOpa IOJKHBI COOTBETCTBOBATH
BPEMEHaM YIEpXKHBAHMS MHKOB Ha
Xpomarorpamme pacrtBopa
CTaHJapTHBIX obpasuoB ubynpodeHa
i napaneTamona (paznen
1 «Konn4ecTBEHHOE ONpeaEeeHUE).
Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuanne: [IpoaykT cooTBeTcTBYeT Tpebosanusm HJI 3akiouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
ITonroroBnexo: ﬂ'\ [TpoBepeHo: Ramakant : Opobpeno: Menemkep /
Ankit [ \\j Pyxosonnrens Abhishek Cha
Reprint Date: Reprint Date: ! Reprint Date:
Hara: 18.03.2023 Jara: 18.03.2023 Jlara: 18.03.2023

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: L85195AP1984PLC004507
www.drreddys.com



Dr.Reddy’s "!'

CERTIFICATE OF ANALYSIS
CEPTUDOHUKAT 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

Page2 of 5/ CTp. 213 5

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Noyknand FOunop®, TabdaeTk aucneprupyemsle [ans gereii], 100 mr + 125 mr

Batch No / Cepus Ne : V2300424

Batch Quantity / O6bem napruu : 547.500kg

!

890001650049

{Analytical Report No / AnaauTuuecknii oryer Ne :

Date of Analysis / JlaTa anann3za: 18.03.2023

Date of Manufacture / /lata npoussoacTsa : Feb-2023

Date of Expiry / Cpox rogsocTy : Jan-2028

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

e

13 Eerage weight of tablets /
| Cpennss macca Tabj1eToK

Test / Iloka3aTeab

| Results / Pe3yJ’leaT;>I

‘-Specification / Hopma

i 366.7 mg/ 366.7 Mr

Complies/cOOTBETCTBYET

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

4 Disintegration /
PacnagaeMocThb

5 Dissolution /
PactBopenne

6 Esper_sibility /
JucrepcHoCTb

’ 00 min:26 Seconds/00 muH 26 Sec

Not more than 3 min /
He 6omnee 3 MuH

98% 1o 101 %

‘ 98% to 100%

Not less than 70% (Q) of Ci3HisO;
(ibuprofen) after 30 min /
He wmemee 70 % (Q) CiHisO;
(ubynpoden) yepe3 30 MUH
Not less than 70% (Q) of CgHyNO,
(paracetamol) after 30 min /
He wmenee 70 % (Q) CgHoNO;
(mapaueramon) uepes 30 MuH

Complies / CooTBETCTBYET

Uniform suspension passing through
the 710 um sieve is formed /
Obpa3syetcst 0AHOPOAHAS CYCIICH3MS,
NPOXOAALAN YEpes CHTO C PAIMEPOM

fm-se_pc:'rl-iii 710 MEM

\Ni rl"est / Tloka3zaTen

Results / P_CSlebTaTbI

Specification / Hopma

Remarks : The Product conforms to ND/
IIpumeuanne: [IpoaykT cooTBeTcTBYET TpeboBanusm HJL

Opinion : APPROVED
3axiawuenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Exegutive /
IToaroroneHo: CA ITpoeepeno: Ramakant Onobpeno: Menémxep / |
Ankit g @ WA‘@ Pyrosonutens Abhishek CHauhary’
Reprint Date: Reprint Date: ' Reprint Date:

Jara: 18.03.2023 Hara: 18.03.2023 Hata: 18.03.2023

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: L85135AP1984PLCO04507
www.drreddys.com



Dr.Reddy’s ‘;

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIU3A

Page3 of 5/ Ctp. 3135

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
M6ykaun YOunop®, Tabaerku aucneprupyemsle [nia gerefi], 100 mr + 125 mr

Batch No / Cepust Ne : V2300424

Batch Quantity / O6bem naprun : 547.500kg

890001650049

Analytical Report No / Ananurndecknii otder Ne

Date of Analysis / JlaTa anaau3a: 18.03.2023

Date of Manufacture / JlaTa npousBoactpa : Feb-2023

Date of Expiry / Cpok rograocti : Jan-2028

Analysis performed according ND / Ananu3s nposeaen no HJI: TIN011252/02-041021

7 [Related substances / |
[PogcTBeHHBIE IPAMECH |

Method 1/ Meton 1 —
Determination of 4-Amino
Phenol content / Onpenenenue
COIepXKaHIS CONCPKAHNS
4-amnHO(enona

Method 2 / Meton 2 —
Determination of Ibuprofen
and Paracetamol unidentified
impurities / OnpeaeneHue
HEHAECHTH(OHIIUPOBAHHBIX
npumeced u6ynpodeHa n
napaLeTamoJa

0.0001%

BDL (Disregard Area 6783)

0.0001%

F-atninophcno] (paracetamol impurity) /-
4-amunodeHON (MpUMeCh NapateTamona)
- not more than 0.005% / ne 6onee 0,003

1
0

|

Any individual unidentified impurity of
(ibuprofen or paracetamol) / Equnnusas
HeHJCHTH(IIMPOBAHHAS npumMech
noynpogena v napaneramorna -
not more than 0.2% / xe 6onee 0,2%

Total impurities (Method 1+Method 2)
Cymma npumeceit (Meron 1 +Meton 2) +
not more than 0.7% / He 6onee 0.7 %

Remarks : The Product conforms to ND/

HNpumeuanue: JIpoaykT cooTBeTcTByeT TpeGoBanuam HJT

Opinion : APPROVED
Zakawuenue: OJOBPEHO

Prepared by /

Checked by /

[ToarorosneHo: ﬂ} IIposepeno: Ramakant
Aokt - oo
1 —

Approved by: Manager/Execuitive /
Onobpeno: Menemxep /

Pykosonutens Abhishek Cly uhaq/
L~

Reprint Date:
Jara: 18.03.2023

Reprint Date:
Hara: 18.03.2023

Reprint Date:
Hara: 18.03.2023

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: L85195AP1984PLC004507

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

CEPTUOHUKAT AHAJIHU3A

Page 4 of 5/ Ctp. 4 u3 5

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
H6ykaun FOuuop®, TadieTku gucneprupyembie [aas gereii], 100 mr + 125 mr

Batch No / Cepus Ne : V2300424

Batch Quantity / O6bem naprun : 547.500kg

890001650049

Analytical Report No / AHaanTHYecKkuii oryer No :

Date of Analysis / laTa ananauza: 18.03.2023

Date of Manufacture / Jlata npou3ssoacrtea : Feb-2023

Date of Expiry / Cpok rogHocTH : Jan-2028

Analysis performed according ND / Ananns nposesen mo HJI: T1 N011252/02-041021

8 Microbial limits /
MukpoOuoJoruyecKkas
YHCTOTA

a) Total aerobic microbial
count / Obuiee uncio
a3pOOHBIX MUKPOOPraHU3MOB

b) Total combined yeasts and
mould count / O61uee 4ncno

APONGKEBLIX H TIJICCHEBLIX

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

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

Not more than 1000 CFU/g /
He 6omnee 1000 KOE/r
|

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

|Shall be absent in 1g/ OTcyTcTBHE B 1 T

[Tokasartenn

IMokazateny

rpndoB
Absent
c) E. coli
0 Uniformity of dosage units / Acceptance value (AV) should be nof
OIHOPOAHOCTL A03HPOBAHUSA 1.2 more  than 15.0 /
: npuemiaeMoctn (AV) JomkeH ObITe HE
- Ibuprofen / ubynpoden bonee 15,0
' Acceptance value (AV) should be nof
more  than 15.0 /
1.2

+ Paracetamol / napaueramosn

npuemiieMocTd (AV) no/mxeH ObIiTh HE
|

Gornee 15,0

Remarks : The Product conforms to ND/

IIpumeuanne: [TpoaykT coorBeTcTBYET TpeboBaHusm HJL

Opinion : APPROVED
Sakmwouenne: OJJOBPEHQ

Prepared by / ‘ Checked by / Approved by: Manager/Exetutive /

[ToarorosneHo: /}\ [TpoBeperno: Ramakant Opobpeno: Menemxep/

Ankit P @M Pykosoputens Abhishek/Chauhan
— Y L

Reprint Date: Reprint Date: Reprint Date:

Hara: 18.03.2023 Iara: 18.03.2023 Hara: 18.03.2023

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: L85195AP1984PLCO0A4507

www.drreddys.com



Dr.Reddy’s ":’

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

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIM3A

Page5of 5/Ctp. 5u3 5

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Uoykann FOunop®, TabieTkn aucneprupyembie [nas gereii], 100 mr + 125 mr

Batch No / Cepust Ne : V2300424

Batch Quantity / O6bem naprun : 547.500kg

890001650049

Analytical Report No / AnaanTnueckuii oryer Ne :

Date of Analysis / lata ananmsa: 18.03.2023

Date of Manufacture / Jlata npoussoactia : Feb-2023

Date of Expiry / Cpok roanoctn : Jan-2028

Analysis performed according ND / Ananus nposeaet no HJL: IT NOI 1252/02-041021

10 Assay / KosinuecTBeHHOE
omnpeaeeHne

11 Package / YnaxoBka
|

90.0 mg to 110.0 mg of C13H 150>
{ibuprofen) per tablet /

pT 90,0 mr a0 110,0 mr Ci3H 1305
(ubynpodeH) B TabneTke

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

Ot 112,5 mr 1o 137,5 mr CsHoNO»
(mapauertamon) B TabseTKe

10 tablets in PVC/Al blister. 210 tablets in PVC/AI blister. 1, 2 or 20
blisters and patient informationblisters and patient information leaflet in a
leaflet in a carton pack. / Ilo 10carton pack. / ITo 10 tabneTok B 6micrep)
rabnerox B Onuctep m3 [MBX/Aluz T[IBX/AL Ilo 1, 2 uma 20 6auctepos
[To 2 O6nucrepa BMecTe  CBMECTE C MHCTPYKUMEH 10 MPUMEHEHUIO B
WHCTPYKIMEN MO MPUMCHEHHIO BAdKy KapTOHHYIO.

MauKy KapTOHHYIO.

99.8 mg /99.8 mr

124.7 mg/ 124.7 mr

12 :Labeling / MapKHpOBKa

lAccording to ND. /B cootBercTBHM ¢ H]I,

13 Storage conditions /
XpaHeHHe

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

B opuriHajbpHOM yrakoBke (6MHCTED B Madke) NPH TEMIIEPATYpe HE BhILLE
25 °C.

14 Shelf life / Cpok rogaocru

5 years / 5 ner R |

Remarks : The Product conforms to ND/
Ipumeuanue: [Iponykr coorsetcTyeT TpeboBanusam HJL

Opinion : APPROVED
Zaxmouenune: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosnexo: A’ Tposepeno: Ramakant Onobpeno: Menenxep /

Ankit - '661,’ J@ Pykopoautens Abhishek Chguhan /
Reprint Date: Reprint Date: ' Reprint Date: =
Jara: 18.03.2023 Hara: 18.03.2023 Jara: 18.03.2023

Registered Office:

8-2-327, Read Mo, 3, Baniara Hills, Hydernbad - 560034, Telangans, Indin

Tel: +91 40 4900 2800, Fax: +91 40 4502 2299, Email: mail@drreddys.com

CiN: L35185AFP1984PLCO0A507
wwiw. drredays.com




