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CERTIFICATE OF ANALYSIS

Product
Product numher
Batch numher
Date of production
Date ofanalysis
Date ofexpiry-

Packaging and storagc

Appearancc
ldcntiflcation
pll
Related substanccs:
- cach impurity
- total ol'impurities
Sulphate

[,oss on drying
Sulphated ash

Microbiological Assay

POLYMIXIN B SULFATE
P0145

0t8972
xx-07-2021
0't -0't -202t
3t -07 -2026

storc in a well-closed containcr at 2 8 "C

SPECIFICATION
white or almost wfiite powder
conform

5.0.- 7.0

RESTILT

complies
complies
6.5

t.3
2.9
16.3

1.0

0.62
8693

8606

t \rTs

Yo

o/o

%
IU/mg
IU/mg

REMARKS
h1'groscopic

2.0%inll:O
IIPI-C

< 3.0
< 17.0

t5.5 17.5

< 6.0
< 0.75
> 6500

dricd substancc

dricd substance

dried substance, HPLCAssay:
- sum polymixin Bl, 82, B3+Bl-l > 80.0
- polymixin 83 < 6.0
- polymixin Ul-l < 15.0

9'] I

2.1

7.9

o/.

This ccrtilicatc ofanalysis is conlbrm thc rcsulLs ofthe manufacturer

Conclusion:
Rclcascd b1: J. van dcr Eem. MSc. pharmacist

Dcpartment ofQuality Control Duchefa BV

Datc: 24-12-

'Ihe br-ryer is rcsponsiblc to tcst cach hatch to cnsure the product is suitable lbr thcir spccific purpose
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