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CERTIFICATE OF ANALYSIS

This batch has beon prodused following current good manufacturing practices

SODIUM CROMOGLICATE Revision: 21/08/2010 | Page Tof 2
Analysis Number 120648 ‘ ' Formula: M.
Analysis Date  11/04/2012 Batch; 4050/10/12 Kg: 188.00 e a g0, 512.34

Manufacturing Date  19/08/2012

Retest Date 03/2017

Complies with;
Ph.Eur-BP-USF-JP-IP

TEST RESULTS SPECIFICATIONS

DESGRIPTION complies Whita or almost whitg hygrescopic
Aspetto crystalline powder, cdorless.
IDENTIFICATION complies (15 IR spectrum
identificazione complies (2) UV specirum

complies (3) reaction of sodium
ACIDITY CR ALKALINITY complies (1) compiies EP fest
Acidith o alcalinita complies (2) complies USP test
APPEARANCE OF SOLUTION compiies a 2% solution in water is not more
Aspetto della soluzione opalescent than reference suspension il

and not more intensely coloured than
reference solution BYS

CLARITY OF SOLUTION complies Not more opalescent than reference
Limpidezza della soluzlone suspension If (2% solution)
COLOUR OF SOLUTION 0.03 Abs at 440 nm not more than 0.05
Colore della sofuziene (5% solution)
WATER 7.18% Not more than 10.0%
Acgua
LOSS ON DRYING 6.35% Not more than 10.0%
Perdita all'essiccamento
OXALATE compiles Mot more than 0.36%
Ossalatl
HEAVY METALS complies Not more than 20 ppm

Metalli pesantl

RELATED SUBSTANCES (TLC}
{mpurezze organiche (TLC)

(1): no impurifies detected
(2): no Impurities detected

{1y Bach impurity nmi 0.10% [EP]
(2) Each impusrity nint 0.50% {USP)




SODIUM CRONOGLICATE Revision: 21/09/2070 |{Page 2of 2
Analysis Number 720648 . . Formula: MW
Analysis Date 7140442012 Bafoly 40804012 Kg. 796.00 Coglly NE )04, 512.34

Manufaciuring Date  19/03/20712

Retest Date 0372017

Complies with:
Ph.EUr-BP-USP-JP-IP

TESY RESULTS SPECIFICATIONS
RELATED SUBSTANCES {HPLC) (1): < LOD (1) imp.1 or BHA nmt 0,10%
Impurezze organiche (HPL.C) (2): <LOD (2) imnp.2 or Cromo 91 nmt 8.10%
(3); <LOD (8) imp.3 or disthylester der. nmt 0.10%

(4): RRT 0.87: 0.01%
RRT 1.15: 0.06%
RRT 1.17: 0.07%
RRT 1.23: 0.01%
RRT 1.28: 0.01%
RRT 1.45: 0.01%

(5): 0.16%

{4y Each unknown impurity nmt 0,10%

{5) Bum of ail impurities nmt 0.30%

ASSAY A 98.63% ABtw 98.0% and 101.0% with reference o
Titolo the dried substance (pot.)
B:99.29% B:Btw 98.0% and 101.0% calovlated on the

anhydrous basis (UV)

| RESIDUAL SOLVENTS

Solventi residui

methanol 74 ppm
dimethyffornamide: 7 ppm

Aimethanol not more than 200 ppm (GC)
B.dimethylformamide not more than
100 ppm (HPLC)
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issuer QUALL TY CONTROL
Dr. Andrea Rebora

Control: QUALITY ASSURANCE

Approval GUALIFTED PERSON
Dott.ssa Chisra Magnong

Dr. Altilio Virgifi




