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CHEMISCHE FABRIK BERG

Chemische Fabrik Herg Gmbl |

Mainthalstrafie 3

- 06749 Bitterfeld-Wolfen . Germany

Tel. 149-(0)3493- 78180

Analysenzertifikat / Certificate of analysis

Produkt / Product
' S-Iluorouracil
(Ph.Lur, 9™ Ed.)

Bateh Nu.:

20126/17088266

T'he test pavameters and the requirements follow the agreed specification unless indicated otherwise:
SPEC-Pr.-No. 20126/5 (valid Nov. 04" 2014),

The analysis was made available by the manufacturer unless indicated otherwise,

‘Mothode/ Method

Anforderungen {zl_l_pij'ulremcnls

Ergebnisse / Results

Ph, Eur,

Appearance

[dentification (IR)

Assay (titration)

Appearance of solution

(0.5 g/ 50 ml aqueous solution)

pH

(0.5 g/ 50 ml aqueous solution)

Heavy metals

l.oss on drying

Sulphated ash

Related substances (TLC)
2-Lsthoxy-S-fluorouracit
Urea

Related substances (HPLC)
Barbiturie acid
3-Hydroxyuracil
Uracil
S=Methoxyuracil
S-Chlorouracil
Each wnspecified impurity
Total impurities

Additional tests (not speceificd)

Bacterial endotoxines’
Microbiology*

TAMC

TYmcC

white or almost white crystalline powder
positive

98.5 - 101.0 %

clear, not more intensely coloured than reference
solution BYyor Y,

4.5 50

20 ppm maximum
0.5 % maximum
0.1 % magimum

0.25 % maximum
0.1 % maximum

0.1 % maximum
0.1 % maximum
0.1 % maximum
0.1 % maximum
(L1 % maximum
0.10 % maximum
0.5 % maximuimn

0.048 muximum

100 efu/g maximum
10 clw/g maximum

Manufacturing date;
Release date:
Retest date:

* test performed at external laboratory

Dr. Raschke / QC

Name / Department

08 /2017
1072017
08 /2022

179

Signature / Unterschrint

conforms
positive
100.3 %

conforms

4.6 \

< 20 ppm
<01 % |
<01 %

<0.25 %
<01 %

< 0.1 %
< 0.1 %
<0.1 %
< 0.1 %
< 0.1 %
< 0.05 %
< (.1 £

<001 1W/mg

< 100 efurg
< 10 efig

0171172017

Date 7 Datum



