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Analysenzertifikat / Certificate of analysis

Produkt / Product

S<Fluorouracil - \/
(Ph Eur. 8" Ed)

Bateh No.:

20126/ 15013198 \/

The test parameoters and the requitements follow the agreed specification unless indicated otherwise:

SPEC

C-Pr-No, 20126/5 (valid Nov. 04™ 2014),

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

Methode / Method

Anforderungen / Requirements

Erpebuisse / Results

Ph, Lur, §§§§§ g %’é
Appearance white or almost white crystalline powder conforms §i§ éig E‘g
Tdentification (IR) positive positive E‘.gg : §§5§_
Assay (titration) 98.5-101.0 % 100.6 % g1 §,§ Bz,
Appearance of solution clear, not more intensely coloured than refercncs onforms gﬁg isg i3
(0.5 g/ 50 ml aguecns solution) solution BY, or Yy contorms L34 éﬁ 3
pH . .
(0.5 g/ 50 mi aquecus solution) 4.5-35.0 4.4
Heavy melfals 20 ppm maxinuim < 20 ppm
Lass on drying 0.5 % maximum <01 % ' ¥2g
Sulphated ash 0.1 % maximum <0.1 % g it
Related substances (TLG) ] 1
2-Ethoxy-S-fluovouract! 0.25 % maximum “0.25% )
Urea 0.1 % maxinum <01 % o 9
Related substances (HPLCY S
Barbituric acid 0.1 % maxinwm - <01 % §f g ‘
S-Hydroxywreacil 0.1 % maximum <1 % 5
Uracil ' 0.1 % maximum <0.1% Eggg
S-Methoxyurgell 0.1 % maximum <019 "] §§
I-Chlorowracil 0.1 % maximom <{.4 % 3 Eg
Bach unspeoified inpurity 0.10 % maximum <005 % *
Totad impuriites 0.5 % maximum <{.1 %
Additional testy (not specified) g A ©
Bacterial endotoxines’ 0.048 maximuin 0.0 MWhmg 2 200 ) e
Microbiology © =2 s
TAMC 100 oft/g maximun <10 ctuly & ===u @ 8
TYMC 10 efivig maximum <l0cfwg 3 ==h 8 o
g EEL
N v 8
Manufacioting date 0142015 —
Release date! 03 /2015 '
Retest dale: 0172020
*lest performed at external laboratory
P
Dr. Rasehke / QOC mm 07/04/2015
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