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CERTIFICATE OF ANALYSIS

Ph. Eur. I / USP 36

ManufacLure: 02/2Al4

B.V.

Code: L5620

Re-test Date: 02/20L9

Packs:

TESTS SPECIFICATIONS RESULTS

CHARACTERS

IDENTIFICATION
.IR Spectrum
. UPLC
TESTS
Impurity D & other basic impur
Perchl-oric acid O.1N titration
RELATED SUBSTANCES (UPLC)
.Impurity A (Nit.rophenyl An)
.Impurity B (Nitrosophenyl An)
. rmpurity C

.Any unspecified impurity

.Total impurities
Heavy metals
Chloride
Sul-fate
Loss on drying
Sulfated ash
ASSAY
.Redox (on dried substance)
.UPLC (on dried substance)

ADDITIONAT TESTS

Residual sol-venLs (GC)

.Methylene chloride

. Toluene

Conforms

Conforms
Conforms

to Ph.Eur. & USP

Maximum 0.14 p.cent
Maxj-mum 0.12 mJ-/g

stto

Maximum
Maximum
Maximum
Maximum
Maximum
Maximum
Max 0.02
Max 0.05
Maximum
Maximum

0 .1 p. cent
0.1 p.cent
0.1 p.cent
0.10 p.cent
0 .3 p. cent
i.0 ppm (0.001?)
p.cent (200 ppm)
p.cent (500 ppm)

0 .5 p. cent
0.1 p. cent

1,02.0 p.cent
102.0 p. cent

98.0
98-0

tso

to

Ph.Eur. 5.4 & USP 457
Maximum 100 ppm (0.01?)
Maximum 890 ppm

Conforms

Conforms
Conforms

0.0L p.cent
0.01 ml/g

< 0.01- p.cent
< 0.01 p.cent
< 0.01 p. cent
< 0.01 p.cent
< 0.01 p.cent
< 10 ppm
< 0.02 p.cent
< 0.05 p. cent
< 0.01 p.cent
0.01 p.cent

100.8 p.cent
100.7 p.cent

Conforms
< 20 ppm
1-90 ppm
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