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Analysenzertifikat / Certificate of analysis | %

/

Produkt / Product 7 20126/ 15118239

S-Fluorouracil
(Ph.Eur. 8" Bd))

Bateh Mo

The test parameters and the requirements follow the agreed specification wnless indicated otherwige!
SPEC-Fr.-No. 2012675 (valid Nov, 04", 2014),

The analysis was mads available by the manuficturer uinless indicated otherwise,

Meihade / Method Anforderungen / Requirements Ergebnisse { Reaulls
E!h L«.“ﬂl‘& ., wo
Appearance white or almost white crystalline powder conforms 9eek 3 23
Tdeutification (IR) positive positive $ % £ %%2% !gg
Assay (titration) 98.5 - 101.0 % 99.8 % UHHIT
Appenrance of soluiion oleat, not mors intensely coloured than reference | o sl g%g £ ‘
{05 g/ 50 1l aqueous solution) solution RY5 01 'Yy eontorms gi H Eggggg
pH . 4550 49 LFE Y ‘B'gzi
(0.5 g/ 50 mi agueons solution) Yy
Heavy motals 20 ppin maximuin < 20 ppm b
Luoss on drying 0.5 % maxinyin <01 % e
Sulphated ash 0.1 % meximum < 0.4 % vy
Relgted substanees (TLCY Z R
2Ethoxy-Sfuoravraat! 0,25 % maximam <025 % § 2 %
Urea 0.1 % makiniom x 0.1 % O
Rejated substanees (HPLE) b'¢
Burbinric actd 0.1 % maximum <0 % o 8
3-Hpdrosypurieil 0.1 % maximum <01 % o
Uracil 0,1 % maximum <0.1% & |
J-Melhoxyuractl 0.1 % maxinmmi <01 % 2 i
SCllorouracil 0.1 % maxinmm <01 % 8 i
Baclt unspecified impurity 0.10 % maximum <0.05 % o ig
Total impurities 0.5 % maximum <01 % § E
Additional tesly (not specified)
Buoterial endotoxines’ 0.048 maximum. <001 flUmg , =3
Microbiology” § Em— <} N
TAMC 100 chu/g maximum <i00cfyy o =T == §
TYMC 10 ¢fw/g maxinnm < 10 cfivg L = D o — g
> & &1‘ =2
N ™ (5 —— &
Manufacturing date: 1172015 I =Ne=
Release date: 01/ 2016 - ==
Retast dats: 1172020 - o §5—=
* test performed at external laboratory
Dr. Raschke/ QC @m,}% 21012016
Name / Departent Signature / Untersclyil Date / Datum
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Certificate of analysis

Produkt / Product ‘ Batch No.: 201267 15118239
SFluoronracil
(USP 38)
The tost parameters and the requirements follow the agreed specification unless indicated otherwise: SPEC-Pr.-No,
20126/3 — USP (valid Oct. 16", 2014). The analysis was made available by the menufacturer unless indicated athierwise,
Method , Requiieinents ‘ Hesulis
USsP
Abpearancs }V}iite fo practically while, conforms
grystalling powder
Tdentifieation
fnfraved Absorptian conforms conlorms
Ultravialét Absorption conforms v confbrms
Retendlon thie (HPLC) conforms conforms -
Residue od ignition <01 % <01 %
Heavy matals <20 ppm <20 ppm
Loss on drying ' 05 % <0.1 %
Organic impurities (HPLC)
Reloted compound A (Harbituric aoid) 2015% | <0.05 %
Related compound B (5-Hydioxpuragil) 2005 % < (.05 %
Related compound C {Uracil) SH18% <005 %
Reloted compound D (3-Methoxyuractl) £0.15% ‘ ' < (05 %
Reloted compound B (5-Chivroueacil) S015% <005 %
Any indbvidual unspecifiad impurity =010 % <005 %
Total inpurities $0.5% <01 %
Relaled compound ¥ and Urea
Relwed compound F (3-Bthoxy-S-flitorouracil) 1< 0.25% «0.25%
Uren 20.2% <0.1%
Assay {oale: on dried basis) 98.0 - 102,0 % 09.8 %
Additional tests {Not specilied)
Bacterinl endotoxines’ 0.048 maxinum < 001 [Ulng
Microbiology ' ‘
TAMC £ 100 efvg < 100 sfi/g
TYMC = 10 efig < 10 ofuly
Manofacturing date: 1172015
Relesse date; ¢1/2016
Retest date; 1172020

* test performed at extornal laboratory

Dr. Raschke / QC : @{X@M

21011016

Nnive / Departuient E:E};ii&i;??é’7‘6&}8}?{&&7{' , Date / Dafum




