
ucheÍa Biochemier

Producl
Product number
Batch number
Date ofproduction
Date ofanalysis
Date ofexpiry

Packaging and stomge

Conclusion: approved
Released by:

Date:29-01-2014

AppeaÍance
Identification
pH
Specifi c optical rotation
Related substances:
- each impurity
- total of impurities
Phenylalanine
Sulphate
Loss on drying
Sulphated ash

Heavy metals

Microbiological Assay

Assay:
- sum polymixin Bl, 82,83+ Bl-I
- polymixin 83
- polymixin Bl-l
Particle size:
- í 20pn
- í l5pm
- S l0pm
-S5pm

2.0 %
t4.t %
tt%
t6.6 %
1.3 %
0.03 %
complies ppm

8095 IU/mg
7992 pgmC

86.6 %
3.2 %
8.6 %

>99 %
>90 %
>75 %
>35 %

dried substance

dried substance

dried substance, HPLC

drs. M. van Wissen, pharmacist

Department of Quality Control Duchefa BV

is responsible to test each batch to ensure Íhe product is suitable for their specific purpose.

k.v.k. in Amsterdam: 34073001
websiter www.(lÍ.hda.conl

CERTIFICATE OF ANALYSIS

POLYMIXIN B SULFATE
P0t45
009752
xx-06-2013
24-06-20t3
3l-05-2018

store in a well-closed container at 2 - 8 oC

SPECIRICATION RESULT
white or almost white powder complies
conform complies
5.0 - 7.0 6.4
-78 - -90 -85

< 3.0
< 17.0

9,12
15.5 - 17.0

< 6.0
< 0.75
<20
> 6500

> 80.0
s 6.0
< 15.0

>99
>90
>_75

> 35

This certificate ofanalysis is conform the results ofthe manufacturer.

mait address: Posrbus 809 2003 RV Haar em The Netherlancls telsphono: f31(0)23 531 90 93 ibao: NL54 INGB 0651 4661 80

visiring addrêss:A. NoÍmánweg 71 2031 BH Haarenr teleíax: t31(0)23 531 8027 bic: INGBNL2A
e-mail; nrÍo(rduchcÍanl

UNITS REMARKS
hygroscopic

2.0Yo inH2O
' dried substance

HPLC


