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Analysis Number 14OOO5

ArÍalyslsDate 14/UnA14
Batch: 4050n0n3 Kg: 214.04

lormula:
c23H r4N'20 ll

M.W:

512.34

Manufacturlng Dale 3A/1 t2A1 3 Retest Date 11nU8
Compliss w¡th;

Ph,Eur-áP-USP-JP'IP

TEST RESULTS SPECIFTCATIONS

DESCR]PT¡ON

Aspetto

complies Whíte oralmost white hYgroscoPic

crystallino powdel, odorle§§,

IDEI.¡TIFICATION

ldentlfleazlsne

cornpl'es

eompli*e

aomplles

(1) lR speclrum

(A UV specuum

(3) reaction of sodium

ACIDITY OR ALIGL]NITY
Aciditá o alcallnltá

complies

complles

(l) complles EP tesl

(2) complies USP test

APPEARANCE OF SOLUTION

Aspetto della soluzione

comiilíes a 2% solution in water is nol more

opalescent than reference suspension ll

and not more intonsBly coloured &an

reference aolution BY5

CLARITY OF SOLUTION

Llmpidezza della soluzione

complies Not more opalescenl than ieference

suspension ll (2% soluüon)

COLOUR OF SOLUT¡ON

Colore della soluzione

0.02 Abs at 440 nm not mor€ than 0.05

(50/6 soluüon)

WATER

Acqua

6.ú4% Not ürore than J0.07o

LOSS ON DRYING

Perdiüa all'essÍccañento

6.72% Not more than 10.070

OXALATE

Ossalatl

complies Not mcre than 0.3570

HEAVYMETAL§

Metalll peeanü

cpmplies Not more than 20 Ppm

RELATED SUE§TANCES {TLC)
lmpurezze organlche (TLC)

no lmpu¡ltíes detected Each lmpuriay nñt 0,5%
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Analysis Number 140005

Análysis Date 14/01/2014
Batch: 4050/20/13 Kg: 214.00

Formula:

cz3'trqNu 20tt

M.W;

61234

Manufacturing Oate gO/11/¿O1S Retesl Date 11t2018
GofnpllB§ with:
Ph.Eur,-BF-USP-JP-IP

RELATED SUBSTANCES (HPLC)

lmpurezze organiche (HPLC)

(1): < 0.41%

(2): <0.01%

(3): < 0.A1%

(4): RRT0.97:0.01%

RRT 1.14; O04Yo

RRT 1.17:0.02%

RRT 1.23: 0.01%

RRT 1.45: A.ffi%

{§):0.10%

(1) ímp.(or DHA nmt 0.10%

(2) imp,z or Cromo 01 nmt 0.10o/o

(3) imp.3 or dielhylester der. nmt 0.10%

(4) Each unknown impurity nmt 0.1070

(5) Sum of all impurlties nmt 0.30%

A: 99.58%

8: 1A0.230/o

A:Btw 99.0% and 101.Oo/o w¡th refa@nce to

the dried substance (pol.)

B:Btw 98.0% and 101.0% cafculated on the

anhydrous basis (UV)

RE§IDUAL §OLVENT§

Solventl resldul
methanol:71 ppm

dimethylformamide: I ppm

Almethanol not more than 200 ppm (GC)

B:dimethylformamíde not more than

100 ppm (HPLC)
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