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Product

Product number
Batch numbeÍ
Date of production
Date of analysis

Date ofexpiry

Packaging and storage

Appeamnce
Identification
pH
Specifi c optical rotation
Related substances:
- major impurity
- sum of impurities
Sulphate
Loss on drying

TAMC
TYMC
Assay (micmbiological):

Asay (HPLC):
- sum of polymixin Bl, 82, 83

and Bl-I
- polymixin B3
- polymixin B l-t

Date: 03-05-2018

RESULT
complies
complies
6.4
-87

2.2
t4.2
17.2

l.l

< l0
<10
7947
795

91.5

%
%
Vo
o/o

UNITS

ctu/g
cÍi/g
IU/mg

Fgmc

o/o

REMARKS
hygroscopic

2.0o/o n HzO

HPLC

dried substance

3h, 60'c, Pro5,
670Pa

dried substance

dried substance

k-v.l, in Amstêrdam: 34073001
w6bsitê: vww.ducheta.com

%
%

3.8
9.2

This certificate ofanalysis is conform the results oftle manufactwer.

Conclusion: approved
Released by: F1'

...fl

drs. M. van Wissen, pharmacist
Department of Quality Control Duchefa B.V.

bree

The buyer is responsibl€ to test each batch to ensure the product is suitable for its specific purpose.

mair address: Postbus 809 - 2003 RV Haárlem -The Nelheflands relephono:+31(0)23 - 531 9093 iban:N1541NG80651466180
visiting address:A. Hofmanwes 71 - 2031 BH Haarlem teletár: +31(0)23 - 531 80 27 bic: INGBNL2A

e-mail: iófo@ducheía.nl

CERTIFICATE OF ANALYSIS

POLYMD<IN B SULFATE
Non-sterile, microniz€d
P0145

013748
xx-O1-2018
23-02-20r8
31-0t-2023

store protected from light at 2 - 8 "C in airtight containen.

SPECIFICATION
white or almost white powder
conform
5.0 - 7.0
-78 - -90

< 3.0
< t7 .0
15.5 - 17.5

< ó.0

<10
<10
> 6500
> 650

> 80.0

<6
< 15


