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TEST RESULTS SPECIFICATIONS
DESCRIPTION

Aspetto

%

IDENTIFICATION

ldentlficazione

complies Wlrile or alrnost r.vhile hygroscopic

cryslalline powder, odorless.

cofipttes

conplies
cotnplies

(1) lR speotru*'l

(2) UV spectrum

(3) reaction of sodium

IY
AciditA o alcaliniG

complies

conplias
(1) cornplies EP test
(2) complies USP test

APPEARANCE Or SOL[iiOrI
Aspetto della sot.rzione

aompiles a 2% solution in waler is nqt mo,e
opalescent than refetence $uspension ,l

and not more intensely coloured than
reference solution By5

CLARIIY OF $OLUTION

Limpldezza della soluzione
cot lpiles Not more opalescent than relerence

suspensisn ll (Z% sokilion)

uvlwUr\, Ur DULUiIeN
lolore dell: soluzione

0.02 Abs at 440 nm not more than C.05

{57o solution)

Acqua
0.18% Not more than 10.0%

LOSS ON DRYING

Perdita atl'ossiccamento
o-/o Ncl more than 10-0%

OXALATE

Ossalati
compfies Not more than 0.35%

HEAVY METALS

Metaili pesanti
uu(tpt'cs Not more than 20 ppm

RELATED SUBSTANCES (ILC)
lmpurozee organiche (TLC)

no impuflies delected Each impurity nmt 0,5%
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CERTIFICA E CJF AfUAI YSI"q ICA E OF ANALYSIS
This batch has*S been pro<luced followiproduced following curront good tnanrrfacluring practicos

TEST RE$ULTS SPECIflCAflONS
RELAIED SUBSTANCES (HPLC)

lnrpurezee organlche (HpLC)
{1): < 0,01%

{2): < 0.017o

$); < A.0f ol

(4): RRT 0,97:0,01%

RRT 1.15:0.05%
RRT 1.24: O.1t%

RRT 1.28:0,0i%
RRT 1.45:0.01%

(5):0,0e%

(1) imp.1 or DHA nml0,10%
(2) imp,2 or Cromo 01 nmt 0.10%
(3) in'rp.3 or dielhy,e$ter der. nrnt 0.10%
(4) Each unknoryr': impurity Dtrt 0.10%

(5) Sum of all impurities nntt 0.30%

ASSAY

Titolo
A:99.96%

B:99.94%

A:Btw 99.0% and '10'l.07o vriih reference to

lhe dried substance (pot.)

B:Btvr 98.070 and 101.0% calcutaled on lhe
anhydrous basis (U!)

RESIDUAL SOLVENTS

Solventi resldui
methartol: < LOQ
'dimothyfformamide: I 9 ppm

A;mel,knol not more than 200 ppm (GC)

Brdimethylformamide not more than

100 ppm (HPLC)
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