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Üffi RTIF¡TATH ÜF ANA'LYSIS
ThiE batch ha§ beon lroduced foliowifig currsnt good maaufacturl»g practlces

1-B

l

i güDIUM GROIkI0GLTC,ATE

Analysis NumbeI 130548

AnalyslsDale 11/04/2012
Batch: 4050¡1ü/12

21/0s/201Ü

Forrfiulá;

caii!rst{o za¡.l

Ph.É.ur.-BP-USP.JP4P

Page f oi 2

M.\{r:

512,34t§8,40

Manufacturing Dale 19/03/201 2

TTST RE§ULT§ §PECITICATION$

DE§§RfPTION

AspEtto

üompllo$ Wl¡ite or alrnost white hygtoscopic

crystalline povrder, o{iorle§§.

,NENTIFICATION

lde u:tificaziono

carnp¡!e§

rornpiies

conplt'es

(1) lR spectrum

(?) UV specitu¡r

(3) reaction ol sodium

ACi}ITY ORALKALINITY

Aciditl o alcaliaitá

cüttú¡¡e§

complies

(1) comp¡ies EF ¡e§t

(2) complies USP lest

APPEARANCE OF SOLUTiON

Aspeito della soluziorre

compiies a 27q solution in waier is nqt n'tore

opalesceát than reference suepensi*n Ii

and ¡ot more intense{y coioured than

reference solution §Y5

CLARI:Y CIF SOLUTIO¡¡

Limpldezza della soluzlone

compl¡c$ Not nrsre opalescent than refettnce

suspension ll (2% sohtion)

COLOUR Or §ÓLUTlOt'l

tolore della solu¡icne

0.03 Abs ai 440 rm n§t more than 0,0§

(570 ¡olulior,)

WATER

Acqua

7.18% Ñot m*re than 1ü.0%

LÓSS ÜN üRY¡NG

Ferdita all'sssiccamento

§.3§% Not moie than 10.0%

üXALATE
óssalatl

oamp;las Nrt riú; Ihan 0.38%

HgA]ff MHTAL§

Metalfl po*anti

ca*plies l.lüt rnore thari 20 ppm

n ELAT§0 SUTSIA§¡ü§§ (TLCI

f r;§urezz* o rganiche {TLC}

{1): na irn¡¡uttties dafscled

Q): *a ¡ffipurítis§ d§¡§cled

{1} Éaelr irapurity irmt 0'10% [Ep1

(t) Each impuriiY nml ü.5ü% IUSPI



§l{J&l ü§ú/ldüGíftártr
I

i Pages# 2f/ü§12410 2o! 2

Analysis N:lmber 1f0648

Análysisüate Í1/04/2012

f:orfiula:

c23§i4lio20)s
M.W:

§12.3,f

Reiest 0ate C3/2017
Complies wilh:
Ph.Éur.-BP-U§F"JPtP

TEgT RESULTS §FECIF'CATISI{§
RELATEn §UB$TAñCES {HpLC)
lmpurez¿e organishe {fiFLC}

(1): < LOü
(2): < LOD

ljj¡ < lOü
(4): RRT a.97:0.01%

RRT 1.15:0"06|/

frRT l.l7:0.A7%
RRT 1,23:0.01%

RRT 1.28: ü.01a/a

RRT 1.45: 0.A1e.4

{5}: 0.160/o

(1) ;$p.1 or ül-trd nmt 0,10ó/o

(2) inrp,Z or tfomo 0'l nmt 0.10%

(3) imp.3 or diethylester der. nmt 0.1070

i4) §ach unknown impürlty nml 0,1S0/o

(5) Sum of alf impurltics nmi 0,30%

ASSAY

t tfoto
A: §9,63%

B:99.294/o

A:Btw 99,0% and 101 ,07c with reierence lo
'lhe clr¡ed sub§iance (pot.)

B:Btw §8.0% and 101.0% oaloulated on the

anhydrous basls (UV)

RESIDUAL §OLVE¡]TS

$olventi residui

nelhanol: 74 ppm

di mothy llo nn am itl e: 7 p p m

Aimethanol not more than 200 pprn (GC)

É:dimelhylformam¡ds no! nrore than

100 ppn {HPL§)

t^U t/7t/ r t
tt{cfrlrt- {¡lw,l+,rrL*


