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TEST RESULTS SPECIFICATIONS
DESCRIPTION

Aspelto
complies White oI almost white hygroscopic

crystallino porvder, odorless.

IDENTIFICATION

ldentificazione
complies

canlplies

oomplies

(1) lR specirurn

(2) UV spectru,n

(3) reaclion of sodium

A9IUI'YUITALKALINITY
AcidjtA o alcallniti

cotnplies

cornplios

(1) complles EP test

(2) complies USP test

APPEARANCE OF SOLUTION
Aspetto delia soluzlone

complies a 2% solulion ln water is nol more

opalescent than reference suspension ll
and nol rnore iniensely coloured than

refercnce soluiion BY5

CLARITY OT SOLUTION

Limpidezza della soluzione
complles Not more opalescent than reference

suspension .ll (2olo solulion)

COLOUR OF SOLUTION

Colore della soluzione
0,01 {hs al 440 nm noi more than 0.05

P7o solution)

IryATER

Acqua
6.88% Not more than J0.0%

LOSS ON DRYING

Perdita all'essiccamento
6.49% Nol more lhan 10.0%

oxALirE
Ossalati

oomplies Not more than 0.35%

HEAVY METALS

Metalli pesanti
complles No[ more than 20 ppm

RELATED SUBSTANC ES {tLC)
lmpurezee organtche (TLC) ,

no impuili,s detected Each impurity nml 0.S%
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TEST RESULTS SPECIFICATIONS
RELATED SUB$TANCES (HPLC)

lmpurezze organiche {HPLC)

(1): < 0.01%

(2): < 0,01%

{3): < 0,01%

(4); RRT 0.97: 0.02%

RRT 1.15: 0.05%

RRT 1,24:0.01%

RRT 1.28: 0.01%

RRT 1.45: 0.01o/"

(5):0.1A%

(1) imp,1 or DHA nmt 0.109o

(2) imp.z or Cromo 01 nmt 0.10%

(3) imp.3 or diethylestet der, nmt 0,10olo

(4) Each unknown irnpurity nmt 0.'10%

(5) Sum of all impurities nml 0.300/c

ASSAY

Tltolo
A: 99.48%

P OO '720/-

A:BIw 99,0% and 101,0% rryith roierence to
the dried substance {pot,)
B:Btvr 98,0olo and 101.0% c€lculated 0n the

anhydroug basis (U\r)

RESTDUAL SOLVENTS

Solventi residui
melhanol; < LQQ

dimethylformamide: 1 I pprn

A;methanol not more than 200 ppm (GC)

B:dirnethylformamido not more than

10C ppm {HPLC.)


