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SODIUM CROMOGLIüATE

Batch No: ¡105§/06fi6 A¡¡ALyslS CeRflptClfE N. - 
161042 ürt§: Z7¡ü4t2d1§

Kg: 208.00 Forn¡.¡lar C¡3H1aNa2O¡1 M,W,i §12,3
Man. dale: 11/03/2016 Retest date: MaIZA?l Complie§ with: ph.Eur, Bp U§p Jp

so¡uble in watsc praa!¡cdty insolaále in athanol (g6 pgr conü and in chlorotorm

§PECtFtCATtOItS

ACiDITY OR ALKALINITY

APPEARANCE OF §OLUTtON

CLARITY OF SOLUTION

COLOUR OF §OLUTION

WATER

LOSS ON DRYING

OXALATE

HEAVYMETAL§

white or almost white hyg.oscofic crystalline
gowder

{1); lR specirum

{2}: UV speckum

(3): sodium reaclion

(1): complies lo Ph. Eur. test

(2)t complles to U§P tBst

a 2.0% solul¡on in water ls ¡ol more ¡ntenseiy

coloured than rafgrencé salul¡on Ey s

a 2.0% soiul¡on in wster is no1 more opalesüent

than refarEnce slspensi'on Il

Abs at 440 nm not mor€ than 0.ü5 (5.0y0 solltion)

not more than 10.0%

ñot mo¡€ than'10.0%

not more thán 0.35%

nol morÉ thán 20 ppm

compiioo

complies

cornplies

compfies

complies

cornplies

complies

comp{les

0.02

7.4%

7.0%

complíes

cornplies

This matariat has been prepared foilowing the cuffent c*lu*ur*wng prrctice (iiaM$,
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Rsvision 4050-0ü 2l?

§üD¡UM CROI!'OGLICATE

B¡fch No: 4050t06rf 6 AñIALY§I§ GERIIFICATE H' 161042 üate: 2?10¿/2016

Kg: 208.00 Formula: C23H1aNa2O11 M.W.: 512..3

Man. date: 11103i2015 Relesl dste: tllarl20?l Complies with: Ph,Eur, BP USp Jp

Solubility: saluble ln walér; pracilcally tnsalaale h éthanol (96 per cent) and ¡n cl,lorctoffi

TESTS §PECIFICATIONS RESULTS

RELATED SUBSTANCES (TtC)

RELATED SUB§TANCES (HPLC)

ASSAY

RE§i3UAL SOLVENTS

each impurity ñot more than 0.5%

(1): impurily 1 not more than 0.1Oilo

{?}: impurity 2 not more than 0.10%

(3): impurity 3 ¡ot more than 0.10%

(4); any olher impurity not more ihan 0.10o/o

(5)l sum of all lmpuriles nol more than 0.30o/o

99.0% to 101 .0% with relerence to ihe dried

sub$tañc6 (pot")

98.0% 1o 101.0% calculated oñ lhe anhydrous

basis (UV)

('l): mothanol ñot rnors than 2ü0 ppm {GC}
(2): dirnelhylformamíde nct ñore than 103 ppm

(HPLC)

no irnpurities detecled

< 0.91%

< 0.01o/o

< 0.01%

*ñT 0.96:0.C2%

RRf 1.14:0.060ri

RRT 1.17: O.03%

RRT 1.20: 0.05%

RRT 'l ,23: 0.017o

RRT 1.28: 0.01%

RRT 1.44r 0,01%

0.1S%

99.5%

99.5%

< LOQ

1'1 ppm

This material has üeÉn prepared following tha current Good Manufactuing Pract¡ce (IGMF),
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