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While to aff-wir cr. powder

lnsol. in water, freely sol in DMF
sparingly sol. in acetone and in EtOH
ü6%, sol. in dil. alkali
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Product EZAFIBRATE MILLED EP8 6331 0 Batch N 1 530000928Code N"

Certificate of analysis

Manufacturing date 2015 Retest date (where applicable)

Analysis Numbe P2PF062001 2p1500873Bulletin

Test teferences Result M.U. -imits

QC ManagerAnalysis Date

07 t06t2015

This baich has been manufactured, packaged and tested in accordance w¡th EU GMP Guideline Volume 4 Part ll (lCH Q7A),
Manufacturing sile of the Active Pharmaceut¡cal lngredient: Stabilimento di Dorno
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User Name

Sample lD: BZM 1530000928
Sample File: BZM
Sample Path: C:\SIZERMU\DATA\
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Report

Measured:
Analysod; Fri 26 Jun 2015 10.39
Resull Source: Averaged

Sampler:
Presentation: 4QFD
Analysis Model Polydisperse
Modifications: NoneL_*_
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0.384
0,411
0 441
0.472
0,506
0.542
0.580
0.621
u,bbb
0,713
a,764
0 818
0,876
0,938
1.01
'1.08

'1,15

124
1.32
1.42
1.52
t.oJ
1.74

0.1

Malvern lnstruments Ltd.
Malvern, UK
Operator:'testori' Level: 1

Concenlration = 0.0210 %Vol
D (v,0.1)= 6.65 um
D [3, 2] = '13.40 um

ume
Under %

§tatistie s
Density= 1.000 g /cub. cm
D (v, 0.5) = 30.04 um
Span . 3.009E+00

Volume (%)

= ( 1 7290, 0.0100); Disper§ant R.l. = 1.3300I
Measured Beam Obscuration: 12.0 o/o

Residual: 0,247 o/a

§pecific S.A. = 0.4478 sq. m / g
D (v, 0.9) = 97.02 um
Uniformi§ ¡ 9,310E-01
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Particle Diameter (um.)

Mastersizer Micro Ver, 3.10
Serial Numbel 32379-70

21 CFR part 11 mode
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48.77
51,61
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57.25
60.02
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65.42
68.03
70.56
73.02

66,51
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76.31
81.74
87.56
93.79
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107,6
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132.2
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199.7
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229.2
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281.6
3A1.7
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99.35
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