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FAGRON IBERICA, S.A.U
Corresponde al lote de Fagron:

Aenbes of nfaGroup'y

‘{/ \ aDerivadosQuimicos

FINE CHERITALS

CERTIFICATE OF ANALYSIS

FLUTAMIDE

2-METHYL-N-{4-NITRO-3-TRIFLUOROMETHYLPHENYL)PROPANAMIDE
{CyiHyFN20)
Complies with:  PhEur/USP

Edllondats: 104212014 Quantily,  3400kg MoiWelght 276,22 gfmol Retestdate: nov-19

Register n. 616/14 /Batchn: 670001TO2N Analysls date: 10/12/2014 Manuf, date: nov-14

SOLUBILITY: Praclically insbiuble in mineral oil, in etherof psirolaum and in weler. Soluble in chioroform and In ether.
Vary soluble in acetona, in ethyl acetate, in ettiamol @nd In methanol. Practically Insoluble in heptane

TEST RESULTS , 8PECIFICATIONS
DESCRIPTION Complisg  |Pale yeliow crystafling powder, oudorless
IDENTIFICATION Complies  JA}: IR spectrum: according to slandard

Complies  |B): HPLC: RT according to standard
LOSS ON DRYING 0.02% Not mora than 0.60%
SULPHATED ASH 0.08% Not more than 0.10%
HEAVY METALS Complles  {Not more than 10 ppm
ASSAY (HPLC) 100.1%  |Bstween 98.0 and 101.0% with reference to the drled
substance.

RELATED BUBSTANCES (HPLC) A) Know impurities: Not more than 0.10%

0.06% Imp. A
not detected (imp. B
0.01% Imp. C

not detected |imp. D
not delected jimp. E
not detected |lmp. F

B): Unknown impurities > 0.05% : 0.

0.01% Maln unknown impurlty

0.02% C): Sum of unknown impurities: Not more than 0.10%.
0.08% D): Sum of all impurities; Not more than 0.40%.

RESIDUAL S8OLVENTS (GC)
Toluene 18 ppm  {Not more than 60 ppm
Ethanol 398 ppm  {Not more than 2000 ppm

"This balch has been produced following ctirent Good Manufaeluring Praciioe (GMP)".
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REVISION N°; 12

-~ Manufacturing Slte; Camino Viejo de Pliego, S/N - 30820 Alcantaritla — Murcia (Spain)
2.\\\@1\1;3 ¥y Tel +34 968 892512 — Fax +34 068 892656 - e-mail: derlvados@infagroup.com
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