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Batch No.: 2a126 t0?118086

For cor¡rmercial use

Meúhode I Method Anferderun gen I Req uirernenfs

Appearance

Ideetificarion (IR)

Appearance of sclution
(0.5 g / 5ü ml aqueous solution)

pH
(0.5 g I 50 rni aqueous solurion)

Related subsrances (TLC)

2-Ethoxy-5 - fluorouracil

Urea

&stated¡ubsla¿scs_GIEL§l

A) Barbiruric acid

B) 5-Hydrcxyuracil

C) Uracii

D) 5-Methoxyuracil

E) S-Chlorouracil

each unspecified impuriS

Totai impurities

Heavy rnetals

Loss on drying

Sulphated asir

Assay (tiration)

white or almost white crystalline powder

positive

clear, not more intensely coloured th¿n reference
solution BY: or Y;

4.5 - 5.0

ü.25 §A maxirnum

lJ.1 oá maximum

Ü.1 9/o ma¡iin:um

0.1 9á maximum

0. I 96 maximunr

0. I Yc maximum

0.1 7o maximum

4.1ü oÁ maxirnum

ü^5 7o ma.ximur¡r

20 ppm maximum

0.5 Yo ¡naximum

0. 1 ?ó r¡raximum

98.-5 ¡üi.0 %

8.25 o/c

< 0.1 9/¿

< 0.1 a/,

<. a.l oA

<0.1%

< *.1 o/o

< 0"1 olo

< ü-*5 Yo

< $.1 94

< 2i) ppm

< ü.1 9/o

<0.1%

isi].5 ?;

Manulacturing dale:
Analysis date;
R.etest date:

11t2047
12t20ü7
ttüat2

Dr- &aschke i QC -3"*"uSignature i U¡rtersckift

17/12t2üA1

óa-te ¡ »uarniN¿r¡ne I Depaftment
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Analysenzertiflkat I Certificate of analysis

S-Fluorouracil
(Ph.Eur.)

Batch No.: ZAt26 t0?l 18086

For commercial use

Methode I Method Anforderungen / Req uirements Ergetrnisse / Results

Appearance

Identification (IR)

Appearance of solution
(0.5 g / 5ü ml aqueous solution)

pH
(A.5 g 150 ral aqueous solution)

Reiated substances (TLC)

2-Ethoxy- 5- fl uorou¡acil

Urea

Belalcdlubsta&§ssÉrPLe)

A) Barbiruric acid

B) 5-Hydroxyuracil

C) Uracil

D) 5-Methoxyuracil

E) S-Chlorouracil

each unspecified impurity

Total impurities

Hearry metals

Loss on drying

Sulphated ash

Assay (tiration)

rvhite or almost white crystalline powder

positive

clear, not more intensely coloured than reference
solution BYr or Yr

4.s - 5.0

A.25 §/a maximum

0.1 %o maximum

0.1 % maximum

0.1 7o maximum

0. I 7o maximum

0. I 7o maximu¡n

0.1 9á maximum

A.1A o/'o maximum

0.5 7o ma,ximum

20 ppm maximum

0.5 04 maximum

0. i 7o rnaximum

98.5 - tüi.0 %

conforms

Positive

conforms

4.7

0.25 ya

.: ü.1 9/o

< 0.1 9',o

":0.1 %

<.a.l o/a

< 4.1 o/a

'- A.l 9to

¿- 0-45 o/a

.- 0.1 9,á

< 20 ppm

< 4.1 Ya

'- 0.1 Y0

100.5 ozó

lv{anufacturing dale:
Analysis date:
Retest date:

ttDaaT
Dl20a'¡
Lt2At2

Dr. Raschke I QC Vr*,q t7n2t20a7

Name i Depaltment Sigpature i Un¡erschritl Date / Datum



CHEMISCHE FABRIK BERG Gesellschaft
mit beschr¿lnkter Haft ung

Chemische Fabrik Berg CrnbH . Mainthalstra&e 3 . 06749 Birterfeld-Wolfen Gennany

Produkt / Product Batch No.: 20126 I 07t18086

For commercial use5-Fluorouracil
(Ph.Eur.)

Certificate of Conformity

Name of Active lngredíent: S-Fluorouracil
CEP No.: (if availabte) n.A.
ASMF Version No n.A.
Batch No.: 20126tOt11BOB6
Manufacturing date: 11t2007
RetesUExpiry date: 11t2012

Results of analysis: see separate certificate of Analysis dated on 17j2.20a1

Comments/remarks: none

Following relevant GMP aspects were taken into account before batch release of the Apl:

1. The batch of APt is produced and analysed according to the established manufacturing process
and the established test methods

2. Written procedures are established and followed for the review and approval of batch production
and laboratory control records, including packaging and labeling, to determine compliance of the
API with the established specification.

3. Batch production and laboratory control records of critical process steps are reviewed and
approved by the quality unit(s) to be in compliance with the rules of GMP as stipulated in tCH e7.

4. Atl deviations, investigations, and OOS reports are reviewed as part of the batch record review.

Above mentioned batch is released for shipping.

Name and position of person
authorising the batch release:

i.A. Dr. Raschke / QC

Dr. llse Frosch (Head of Quality Assurance)

Name / Department

t7/01t2008

Dtt" / D"tr.

www.dolder.com t mean3 value
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DolderAG, lmmengasse 9, ¡\
?5,1X11? ;ra 6;,üzerrand l.)C¡üffif

Signature / Unterschrift


