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CERTIFICATE OF ANALYSIS

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

CEPTUD®UKAT AHATTU3A

www.drreddys.com

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125
U6yknuH OHMop®, TabneTkn aucneprupyemble [ana geren], 100 mr + 125 mr

Batch No / Cepus Ne : V2101629

Batch Quantity / O6em naptuun : 547.500 KG

1890001548221

Analytical Report No / AHanuTnyeckun otuyet Ne

Date of Analysis / Jlata ananu3a: 30.09.2021

2021

Date of Manufacture / Jata npoussoacTtea : Sep-

Date of Expiry / Cpok rogHocTH : Aug-2026

Analysis performed according ND / AHanuz npoBegeH no HA: M N011252/02-021017

Ne [Test/[okasaTenb

Result / PesynbTaThl

]Specification / Hopma

1 Description / Onucaxue

with impregnations and a score-line

Kpyrnble nnockouunuHapuyeckrne
TabneTku po3oBoro LpeTa ¢
BKpanneHusmu, ¢ dackon 1 puckon

Ha ofHO CTOpOHeE,

c XapakTepHbIM 3anaxom

on one side and characteristic odor.

Pink flat-faced beveled-edge tabletsPink flat-faced beveled-edge tablets with

impregnations and a score-line on one
side and characteristic odor.

Kpyrnble nnockouunuHapuyeckne
TabneTkn po30BOro LBeTa C
BKpanneHusMu, ¢ ackon U PUCKO Ha
OfQHOW CTOPOHE,

C XapaKTepHbIM 3aNaxom

|dentification /
MNoannHHOCTL

Complies as prescribed/
B cooTBETCTBUY C ONUCAHNEM

The retention time 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)./
BpemeHa yaepxvBaHns OCHOBHbBIX NMUKOB
Ha xpomMaTorpamme UCrbITyeMoro
pacTBOpa AOMKHbI COOTBETCTBOBaTL
BpemeHam yaepxuBaHus NUKoB Ha
XpomartorpaMmme pacTsopa CTaHAapPTHBIX
0bpasyos nbynpodeHa v napaleramona
(paspen «KonvyecTBeHHoOE
onpefeneHne»)

Remarks : The Product conforms to ND/
MpumeyuaHue: MNpoaykT cooTseTcTBYET TpebosaHuam HA

Opinion : APPROVED
3akntovyenue: OQOBPEHO

Prepared by /
[MoprotoBneHo:
Pardeep Kumar

Checked by /
MposepeHo:
Himesh Kumar

C.‘Djr’/—_l—)

Approved by: Manager/Executive /
OpobpeHo: MeHenxep /
Pykosogutenb

Pavan Kumar Sharma
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Print Date:

Oara:30.09.2021

Print Date:
HNaTa:30.09.2021

Print Date:
HaTa:30.09.2021
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125
NGyknuH IOHMop®, TabneTkn aucneprupyemble [ans geten], 100 mr + 125 mr

Batch No / Cepus Ne : V2101629

Batch Quantity /| O6eM naptum : 547.500 KG

1890001548221

Analytical Report No / AHanutuveckuu ot4yet Ne

Date of Analysis / lata aHanu3a: 30.09.2021

12021

Date of Manufacture / Jata npou3BoacTBa : Sep-

Date of Expiry / Cpok rogHocTH : Aug-2026

|Analysis performed according ND / Avanus nposeaeH no H: I NO011252/02-021017

3 lAverage weight and
uniformity of weight /
CpenHsas macca v
0AHOPOAHOCTb Macchl

‘4 Disintegration /

366.2 mg/ 366.2 mr

Complies

357.7 mg to 372.3 mg (365.0 mg 2.0

%) / 357.7 mr to 372.3 mr(365,0 mr + 2,0
%)

18/20 tablets — NMT 5 % / 18/20 tabn. —
He Bonee = 5 % 2/20 tablets ~ NMT 10 %
2/20 Tabn. —He bonee £ 10 %

00 Minute 35 seconds

Not more than 3 minutes /

~ |PacnagaemocTb He 6onee 3 MuH -
5 Dissolution / 100-101% Not less than 70% (Q) of C13H102
[PacTBopeHue (ibuprofen) after 30 min
100-101%

Not less than 70% (Q) of CgHeNO3
(paracetamol) after 30 min/
He wMmenee 70 % (Q)
(nbynpodcbeH) yepes 30 MUH
He meHee 70 % (Q) CsHaNO:2
(napaueTamon) yepes 30 MUH

C13H1502

6 Dispersibility /
[ucnepcHocCTb

~ Complies / CooTBeTcTBYET

Uniform suspension passing through the |
710 pm sieve is formed / ObpasyeTcs
oJHopoAHanA cycneHsus, npoxoasilas
yepes cuUTo ¢ pasmepom aueek 710 Mkm

Remarks : The Product conforms to ND/
Mpumeyanue: MpogykT cooTBeTcTBYET TPeboBaHUAM HJ

Opinion : APPROVED
3akntoyenne: OOOBPEHO

Prepared by /
lMoaroTosneHo:
Pardeep Kumar _

Checked by /
MpoBepeHo:
Himesh Kumar

e

1

Approved by: Manager/Executive /
OpobpeHo: MeHepxep /
PykosoguTenb

Pavan Kumar Sharma
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Print Date:
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Print Date:
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Print Date:
NaTa:30.09.2021
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125
N6yknuH FOHMOp®, TabneTkn aucneprupyembie [ans aetei], 100 mr + 125 mr

Batch No / Cepusi Ne : V2101629

Batch Quantity / O6beM napTtum : 547.500 KG

Analytical Report No / AHanuTuueckuii otyet Ne

:890001548221

Date of Analysis / lata ananu3a: 30.09.2021

Date of Manufacture / [lata npousBogctsa : Sep-

2021

Date of Expiry / Cpok rogHocTu : Aug-2026

Analysis performed according ND / AHanu3s npoBezieH no HO: M N011252/02-021017

7 Related substances /
PoacTBeHHLIE Npumech

i) Highest individual

A-amuHodeHon
(npumech

. napaueTtamona)

8 Microbial limits /
Mukpoburonormuyeckas
MucToTa

a) Total aerobic
microbial count / OGwee
4UCno aspobHbIX
MUKPOOPraH13mMoB

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

impurity/ Jlto6as 0.06% i) Not more than 0.3% / He Gonee 0,3%
eANHUYHas NpUMECh

néynpodeHa

i) Total impurities of R

Ibuprofen / Cymma 0.1%

npumecen nbynpodeHa ii) Not more than 1.0% / He Gonee 1,0 %
b)P-aminophenol b) Not more than 0.005% / He 6onee
(Paracetamol impurity) / 0.00001% 0,005 %.

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

Remarks : The Product conforms to ND/
Mpumeuanue: Mpoaykt cooTBeTcTBYET TPeboBaruam HI

Opinion : APPROVED
3akntovyeHue: OQOBPEHO

Prepared by /

Checked by /

Approved by: Manager/Executive /

NaTa:30.09.2021

Jata:30.09.2021

MNoarotoBneHo: MposepeHo: OpnobpeHo: Menenxep /
Pardeep Kumar Himesh Kumar PykosoauTenb
" d'/;—) Pavan Kumar Sh%r:ma
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Print Date: Print Date: Print Date:

Narta:30.09.2021
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125
N6yknuH KOHMop®, TabreTkn gucneprupyemole [ans neten], 100 mr + 125 mr

Batch No / Cepusi Ne : V2101629

Batch Quantity / O6bem naptum : 547.500 KG

1890001548221

Analytical Report No / AHanuTuyeckuii otyeT Ne

Date of Analysis / Jata ananu3sa: 30.09.2021

2021

Date of Manufacture / [lata npousBogcTBa : Sep-

Date of Expiry / Cpok roaHocTu : Aug-2026

Analysis performed according ND / Ananus nposeaeH no HA: T N011252/02-021017

b) Total combined
yeasts and mould count
ObLwee yncrio
[IPONOKEBBLIX U
nnecHeBbIxX rpnbos

c) E. coli

9 Uniformity of dosage

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

Absent in 1g / OtcyTctByeT B 11

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

'Shall be absent in 1g/ OTtcyTctBUe B 11

units a) Acceptance value (AV) should be not
OpgHopogHoCTb 1.8 more than 15.0
J1031POBaHNSA Mokasatens nprvemnemocTy (AV)
@) - tbuprofen/ norkeH bbiTb He 6onee 15,0
néynpodeH b) Acceptance value (AV) should be not
more than 15.0
MokasaTenb npuemnemocTy (AV)
b) Paracetamol / 1.8 \nomKeH OblTe He Bonee 15,0
napaveTamon ' ;
10 |Assay/ 112.5 mg to 137.5 mg of CsHgNO>
KonuyecteeHHoe 125.0 mg/ 125.0 mr (paracetamol) per tablet / OT 112,5 Mr go
onpegeneHue 137,5 mr CsHgNO,

100.4 mg/ 100.4 mr

(napaueTtamon) B Tabnetke

90.0 mg to 110.0 mg of C13H1s02
(ibuprofen) per tablet /

Ot 90,0 mr go 110,0 mr Ci3HigO2
(nbynpodheH) B Tabnetke |

Remarks : The Product conforms to ND/
Mpumevanue: MpogyKT cOOTBETCTBYET TpebosaHUAM HO

Opinion : APPROVED
3axnoyeHue: OQOBPEHO

Prepared by /
MNoaroToBneHo:
Pardeep Kumar

Checked by /
MpoBepeHo:
Himesh Kumar

Approved by: Manager/Executive /
OpobpeHo: Menepxep /
PykosoguTenb

Pavan Kumar Sharma
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‘Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125
WUByknuH FOHMOp®, TabneTkn ancneprupyemele [ans aeten], 100 mr + 125 mr

Batch No / Cepusi No : V2101629 Batch Quantity / O6beM naptum : 547.500 KG

1890001548221

Analytical Report No / Ananutuueckuit otyeT Ne  |Date of Analysis / [laTta aHanusa: 30.09.2021

2021

Date of Manufacture / [lata npousBoacTea : Sep- |Date of Expiry / Cpok roaHocTtu : Aug-2026

\Analysis performed according ND / AHanu3 nposegeH no HO: M N011252/02-021017

11 |Package / YnakoBka

10 tablets in PVC/AI blister. 2 [10 tablets in PVC/Al blister. 1, 2 or 20
blisters and patient information blisters and patient information leaflet in a
leaflet in a carton pack. /Mo 10 | arton pack. / Mo 10 TabneTok B 6nncrep
TabneTok B 6nnctep na MNBX /Al u3 MBX /Al Mo 1, 2 unu 20 GnucTepos
Mo 2 6nnctepa Bm BMECTEe C UHCTPYKLUMEN MO NPpUMEeHEHUIo
ecTe C NHCTPYKUWer no B NayKy KapTOHHYIO.

NMPUMEHEHUIO B NAYKy KAPTOHHYIO.

12  |Labeling / MapkupoBka

According to ND / B cooTBeTCTBUU c HO

13  [Storage conditions /
XpaHeHune
|

Protected from light at temperature below 25°C. / B salunwieHHOM OT cBeTa
mecTe npu Temnepatype He Bbiwe 25 °C.

14  Shelf life / Cpok

5 years / 5 net

' rogHoCTU
Remarks : The Product conforms to ND/ Opinion : APPROVED
Mpumeuanwue: MpogykT cooTBeTcTBYET TPeboBaHMAM H 3aknouenne: OQOEPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
NoaroToBneHo: [MposepeHo: OpobpeHo: MeHepxep /
Pardeep Kumar Himesh Kumar PykosopuTerb
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Pavan Kumar Sharma
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