
D u c h e f a """%) gio th e m i e r

Product
Product number
Batch number
Date of production
Date ofanalysis
Date ofexpiry

Packaging and storage

2.3

l5.l
t7 .2

1.0

0.06
<20
'1844

'784

94.0 %
3.9 %
9.5 %

REMARKS
hygroscopic

2.0%o inHzO
dried substance

HPLC

dried substance

dÍicd substance

dried substance, HPLC

UNITS

Appearànce
Identification
pH
Specifi c optical rotation
Related substances:
- each impurity
- total of impuitics
Sulphate

Loss on drying
Sulphatcd ash

Hea\y metals

Microbiological Assay

Assay:
- sum polymixin Bl, 82,83+ Bl -I
- polymixin B3
- polymixin Bll

%
vo

%
o/o

%
ppm
IU/mg
gdmg

This certificate ofanalysis is conform the results ofthe manufacnuer.

dn. Q. de Hoog, pharnncist
Department of Quality Control Duchefa BV

Thc buyer is responsible to test each batch to ensure the ploduct is suitablo for their specific purpose.
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CERTIFICATE OF ANALYSIS

POLYMIXIN B SULFATE
P0145
0144t5
rr-10-2018
l l -r 2-2018
30-09-2023

slorc in a well*losed container at 2 - 8 "C

SPECIFICATION RESULT
white or almost white powder complies

confomr complics
5.0 - 7.0 6.1

-78 - -90 -83

< 3.0
< 11 .o

15,5 - 17.0

< 6.0
< 0.75
<20
> 6500

> 80.0
< 6.0
< 15.0

Conclusion: approved

l3-03-2019


