
TFIIFAFIMA s.p.n.

Manufacturing Slte:
Ceriano Laghetto (formerly Alchymars)
Via delle lndustrie, 6
20816 - Ceriano Laghetto (MB) - ITALY
Tel. +39 (0)2 9690018
Fax. +39 (0)2 9690643

MINOXDIL USP/EP

Analys is No : PF ll2l0ü84

Source of specification:
O = USP OO : EP OOO: In house

Batch No. : 01001
Manufacturing date : May 2012
Retest date : May 2017

Test Specilication Result

Description o

Identification
1. Infrared " *
2. IJV *

Appearance of solution s

Melting pointo

Loss on drying o *
Eur.Ph.
USP

Sulphated ashes 
o

Heavy metals o

Related substanced I{PLC ooo

o purity
. 2,4-pyfimidinediamino-6 chloro-3-oxide
. 2,4-pyrimidinediamino-6 piperidino
. 2,4 -pyrimidinediamino- 6 chloro
o Each unknown impurity
o Total impurities

Assay (HCIO4 0.1 N) *

Powder fineness *

Bulk density §

Residual Solvents §
o Methanol

Class I solvents

White or off-white, crystalline powder

Positive
Ee"230twr
Es,28l wn
Ey"230nrr
Es,262 wn
E1"¿ 288 nm

015 - 1 120
060- 1170
525 - I68s
485 - 535
555 - 605

Clear and not more than Y6

248 "C - 268 "C (dec)

<05%
<0.5%

< 0.lo/o

< 20 ppm

> 99.0%

98.5-101.0% o.d.b.

< 125 pm : not less than 100.0%
< 100 pm : not less than 90.0%

0.4 -0.6 dtr,L

< 500 ppm

NOT USED

Complies

Complies
1065
1102
1630
517
589

Complies

258 "C (dec)

< 0.05 %
< 0.05 %

< 0.03 %

<20 ppm

99.7 %

100.0 %
96.0 %

100.0 %
0%
0%
0%
0%
0 o/o

0.44

273

dmL

ppm
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