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TESTS SPECIFICATIONS

/.r¡7\ p ¡, ñTFD C

TDENTIFTCATTON
.IR Spectlxm
. U-V spectrum
" HPLC
IB5 I>

Melcing range
Impuricy D & ot"her basic impur
Perchloric acid 0.IN tieration
Related substances (HPLC)
.impurity A (Nitrophenyl An)
" Impurity B (Nitrosonhenyl An)
.In"purity C

.Any other impuriry (biggest)

.Tota1 impurities
Hea'v]¡ metals
ChLoride
Su1 fate
Loss on drying
Sulfated ash

.Redox (on ciried su.bsEaüce)

.HFLC (on dried subs)

ADDITTONAL TESTS

Residual solvents (GC)
.Methylene chloride
. Tóluene

Conforms EUr, & USP

Conforms Lo
Conforms to
Conforms

Sts

st

171"C Eo 1?5'C
Maximum O " 111 p. cent
Maxirnum 0.L2 mI/g

Maximum 0.L p.cent
Maximum 0.1 p.cenE.
MaxÍmum 0.1 p.cent
I"faximum 0.10 p.cent
Maximum 0 .3 p. cent
Maximum 10 ppm (0-001*)
Max 0.02 p.cenE (200 ppm)
Max 0-05 p.cent {500 ppm)
Maximum 0.5 p.cent
Maximum 0.L p.ce:18

98 .0 to 102.0 p. cent
98.0 to 1o2.0 p.cent

Ph-Eur. 5-4 & USP 467
Maximurn 100 ppm (0.0]t)
Maximurn 890 ppm

Conforms

Confo-rms
Corrfórms
Conforms

I7r.5-1"t2.6 "c
0 . 03 p. cent
0.03 m1/9

< 0.01 p.ce$t
< 0.01 p.ceü¡ -.

< 0.01 p.cent
0.08 p^cent
0.15 p.cent
< 10 pprn
< 0 .02 p. cent
< ü-05 p.cent
< 0.01 p. cenL
0-05 p,cent

99. 9 p. cent
99.9 p.cent

Conforms
< ¿u ppm
L87 ppm
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