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Analysis Number 112528

Anatysis Date W12nA11
Batch: Kg: 187.00

Formula:

c zsfl t{u zott
M.W:

512_34

tulanufac*urirq Date tgfi?An| Retest DaE
Conplieswifr:pr,usr+r+r

TEST RESULTS SPECIFICATTOilS
DESCTUPTIOI{

Aspetto
mlnryolies Wh*e or ahnost white hygroecopic

crystalline porder, odorless.

IDEiITIFICATIOil
Identificaione

ootWfies

coqpfies
mrplbs

(1) lR spectrum
(2) UVspectum

{3} reaction of sodium

ACII}ITY OR ALI(ALII{TT
Acidil* o alealiniti

wrylies
corpfus

(1) comdiea EP test
(2) mmdie USPtest

APPEARA}ICEOFSOLUNOH

Aspetto delk soluzione
filt,pli*s a 2% soft-rlim in uater is nd more

opalesent twr reftrence euspeasion ll
and nd rnore intensely cgfcured than

refuettoe so&rtion BY5

cl-ARtTYOFSOLUngTiI

Um pidezza della Eoh.aione

ffirplbs Noi more opabscenl than refurcnce

suspens&m ll (2% solufion)

COLOUROFSOLI,TION

Colore dedla eadtdone
0.o2 Abs at 44O run not more than O.S

(5% sotution)

WATER

Acqua
4.6396 Not rnore than 10.0i6

LOSS OH DRYI!{G

Pedita all'eesiccamenb
4.2396 Not rnore than 1O.006

O)(ALATE

OEGalati

*trryli-ts Nct mene than O.rq5%

HEAVY N'ETAL$

llltalli pesanti
conpfies Not moreftan 20ppm

REI3TED SUBSTAilCES $LC)
lmpurcze orgmnicfie (ILC)

(l): noifiryurilies&,tec1ed

{21: rw impurilies detected
t1) Eacfr impr$ nn*O.1tr6 IEPI
(2) Eacfi impudty nmt 0.50E4 IIJSB
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Analysis Number 112528

Analysis Date nfi?nfil Batch: 40ffifr.4/11 Kg: 187.00
Formula:

c23H 
14Nu 2o il

M.W:

512_34

Manufacturing Date lW?nAIi Retest Date IZEAfi Comdies with:
Pt't. E u r. "8,P- U S P-J P-t P

TEST RESULTS SPECIFICATIONS
RELATED SUBSTAI{GES (HPLC}

lmpurczze organiche (HFLG|
(l): < LAD

{2): <LOD

{3}: < LOD

{4): RRTA.91:O.O1%

RRT 0.97: O.O1%

RRT 1.15:0.O5%

RRT 1.17:0.01%
RRT 1.23: A.fi%
RRT 1.28: A.O1%

RRT 1.45:0.V296

{5}: oJfr6

(1) lmp.l or DF|A nnrt 0.i0%
(2) imp2 orCromo 01 nmtO..lO%

(3) imp.3 or diefrylester der. ffnt &10o/d

(4) Each unknurn impurity nmt 0.10p/L

{5} Sum of atl impurities nmt 0.30%

ASSAY

T'ttdo
A: 99.21%

B: t@.11%

A:Btw 9il.(H6 and l0l.O% with reference to
fire dried substance {pct-}
B:Btw 98.0,/o and 101.096 calxrlated on tte
anhydrous basis (uV)

RE$IDUAL SOLVENTS

Sohrenti residui
mehand:57 pgm

dinelhylfamauide: < LAQ
A:metlunol not more than 200 pp{n (GC)

B:dimethylformamide not more tfian
f00ppm THPLC)

&A^s"sr-
z* /,t /rt d{# {' ,u{,,*{t, & @ u{ru{u,,

\at rtLI I I L,UnIllllJl.
Dr. Andrea Rabora

UON$:}T UUALTTY ASSURAI{CE
Dr. AfriEoVirgrtr

Approyal:. QUALIFIED PERSON
Dott.ssa Chiara M€nore


