
bFíracon Prúuffilon
§ynfñese

Entw¡cklung

Certificate of Ana IS

Amifampridin
'3,4-Diáminópyltdine.

(GtP conform!

Type of manufacturing: Synthetic

Date of m¡nufacturlng: July 29üt 2016

Explry drte: Juty 28e 2019

Storage eondlüons: protec{ed fom light

Test Soeclñcaüon

' Product number

Batch

Formula

Molecular Mass

"CA§-Nr.

CoHzN¡

109.13

[5¡t-96-61

t)tH,

#C

NH,

Appearance
Meual)

Appearance of solt¡tion
(DAC 2013)

white to ofi-whfte
crystall¡ne powder

clear solution and colourintensity
is less than ¡eference Bs

whlte crystalline
powder

complies

C

Metting point
(DAC2013)

ldentity by IH NMR
(in-houoe)

Purig by HPLC
(DAC 2013)

Asaay byTitration
(DAC 2013)

Water content (KF)
(DAC 2013)

Residualsolwnts
(lCH guidelines)

217 -2210C

complies with euggested strucfiure

impurityA 3O.1o/o
each further irnpurity s 0.10%
totalimpuritles s 0.5%

99.0 - 10f .0%

s 1.Oo/o

Methanol s 3000 ppm

219.9 "C

complies

< 0.05%
< 0.05%
< 0.05%

1AA.2Yo

0.uolo

s 3000 ppm
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