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GENERAL TESTS

Appeoronce

Solubilily

ldentificotion B (EPl

ldentificotion C (EPJ

ldentificotion A (USP)

ldentillcolion B {USPI

- ABp_eqrgnceof solution

Colour of solution +00 nm

Colour of the solution ( 650 nm )

Specitic rotolion

Specific roioilon (USP)

pH {EP/UsPl

lnorgonic phosphotes (EP; USP)

wolercontenl (KF)

Ethonol{GCl

Ethonol ond woter

ASSAY
UV Assoy (EP)

Assoy HPLC (USPI

RESIDUAL SOLVENIS
lsopropyl olcohol

Methonol

Acelone

Elhyl ocetote

Slore otrefrigeroled condlllons { + 2 oC - + 8 oC 
)

Verono, 17 ll l t2}ll

White or olmost while very hygroscopic
powder
Complies

Posillve

Posilive

Posillve

Positive

Cleor ond nol more lhon 87

NMT O,IOO UA

NMT O.OIO AU

+75" - +83" on onhydrous, ethqnol-free
subslonce
+74o - +8T on onhydrous, eihonol-free
subslonce

7.5 -9.5

NMT I.O%

NMT to-O%

NMT 3.0%

NMT 13.0%

97.OF*|O3.M on onhydrous, elhonol-free
substqnce
97.O% - 102.0% woter-free ond olcohol-free
bosis

NMT 1500 ppm

NMT 3000 ppm

NMT 2500 ppm

NMT 500 ppm

Cornplies

Complles

Pos'live

Poslllve

Posflive

Positive

Compl!9J

0,009 AU

0.(n2 AU

+78 o

+78"

8.4 pH

Complles

3,6%

1,7 %

5,3

99,6%

99,3%

413 ppm

N.D.

N.D,

N.D.

Poge I of 2 ApC
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