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Revlsion 4050-00 1t2

SODIUM CROMOCLICATE

Batch No: 4s50,21t44 ANALYS;S CERTIFICATE N' 141941' Date: lol1ol2!14

Kg; 137,00 Formula: C23H1¿Na¿O1¡ M.W.: 512.3

Man, date: . ABt1Ol2O14 Retest date: 0ü2019 Complieg with: Ph.Eur. BP U§P JP

§oiubility: solublo ln watar; pnctlcally lnsolubh ln athano! (gO per cenl) aad ln chhtoform

TESTS SPECIFI§AT]3NS RESULT§

DE§CñIPNON

fDENTIFICATION

ACIDITY ORALI(ALINITY

APPEARANCE OF SOLUTION

CLARITY OF §OLUTION

COLOUR OF §OLUTION

WATER

LO§§ ON DRYING

OXALATE

HEAVY MEIALS

whlÉ or almost whilé hygroscopio oryslalline

powder

(1): lR spectrum

(2): UVspertrum

(3): sodium reaqtion

(1): complíes to Ph. Eur, test

(2): complles to USP test

a 2.0% §olutjon in vrater is not more intensely

coloured lhan reference soluüon BY s

a 2,00/0 solution ln wat6r ¡s not more opalesc€nt

than reference suspension ll

Abs st 440 nm not more than 0.05 (5.0% solulion)

not more than 10.0%

not more than 10.0%

nói more than 0.357o

not more th€n 20 ppm

complies

complles

complies

compllé§

complies

complies

compfies

comPlies

0.01

o,o%

6.AYo¡

compllss

complies

This mataríal has been prepa red following the cunenl Good Manufacturing Pracüce (IGMP).

Q.C. Manager..
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Revision

SODIUM CROMOGLICATE

Batch No: 4oó0t21t14 ANALYS¡S CERTIFICATE ¡¡q 141941 Uatsr 3011012014

Kg: 197,00 Fotmu¡a: 64H1¿Na2O11 M.W.: 512.3

, Man. date; O8laOt2O14 Retest date; Oel2}lg Complies wlthl Ph.Eur. BP USP JP

Solubility: sotubla tn walet pñ,dtcally lnsotuble ln illhenot (96 per cenl) rlnd ln chtobÍotñ

T§STS §PEC]FICATIO}¡§ RESULTS

RELATED SUB§TANCES (TLC)

RELAIED SUBSTANCE§ (HPLC)

ASSAY

RESIDUAL §OLVENTS

each lmpurity not more than 0.5%

('l): impurlty 1 not more than 0.'107o

(2): impurity 2 not more tran 0.10%

(3): impurity 3 not mor€ than 0.10%

(4): any other ímpurily not mo¡€ than 0.10%

i5): sum of afl irnpurites not more lhan 0.300/E

89,0% to 101.070 with referenca to the dded

substance {pot.)
gB.0% to 101,0% calculated on lhe anhydrou§

iasis (UV)

(l ): methanol not more than 200 pFm (Gc)

(2): dimelhylformemUe not more than 100 ppm

(HPLC)

no impurities detecled

< 0.01%

< 0.01%

< 0.0'l0/6

RRT 0.07: 0.02%

RRT 1.14:0.05%

RRT 1.12 0.0't%

RRT 1.23;0.02%

RRT 1.2S:0.ú1%

RRT 1.45:0.01%

0.12%

99.2olo

100.070

< LOQ

< LOQ

This materialhas been prcpar€d foilowing tha cur¡entGood Manufacturing P¡actice (IGMP).
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