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§olublliV: rofuálá in prlüñ p/r6ü6rrry lnsolubla l¡ alürn ol (96 pcr {v/¡,l) snd ln chlorcla¡rd

TEST$ 3p§ülFlcATloN§ *I§ULTS

DESCRIPTTON

lDEl'¡TlFlCAflON

ACIDIfY OR ALI(ALINITY

APP&qRANCE §F §OLÜTION

CLARIW OF 6OLUTION

COLOUR OF §OLUTION

WATER

to§s 0N DRY,¡IG

OXALATE

HEAVY MEIAL§

wtrik or álñost whlto hygruúcopls cryihllln§
powder

(!): lR gpec'lrum

(2): UVsrcokum

(3): sodium rÉaction

(1): complies to Ph. Eur, test

(2): complles to UgP tsst

a 2.0% solullon iñ water is nct more lñten§oly

co¡ourod thsn r?fo¡eñco solutlon 8Ys

a 2,0% §oluiion h wstsr l0 not moro opa¡€8c€nt

thÉn rule¡Enco suspenslon /l

Abs s! 4(0 nm not mom tilen 0,05 {§.Ü% solution)

not mor€ th¡n !0,0%

not more than 10.0%

not more then 0.3S%

not moru than 20 Pprn

oompllü§

compllas

complies

emPliÉs

cornplies

aomplies

complles

complies

0,04

4,qrÁ

4.ü%

complio§

compllBo

Thte mateñal has bom prupared failowlng the currentGood Manufactudng Pnctlca (aGMP),
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SODIUüñ CROMOGLICATE
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Kg: 21.l 00
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rurnlvsls oERTIF¡cA1E H' 1§0304

Cor¡rplios wllh: Fh.Eur' BP USP JP

§olvbtn ln walsc p¡áat¡aatly tn§otubtá tn othanol (08 pot cenl) and ln chlañfom

no lmpurliles d§tottsd

< 0,01%

< 0.01%

< 0.01%

RRT 0.97: 0,0'1fo

RRT 1.15: 0.06%

RRT 1.17r 0,01%

RRT 1.21:0.04%

RRT 1,24: 0,01%

RRT 1 .2Br 0.01e/c

RRT 1.4§:0,02%

0.16%

100.4%

98,7%

< LOO

I pprn

each lmpurity not more lhan 0,5%

(1): lmpurity 1 not morB th¡n 0.1oYs

(2): lmpurity 2 not mors than 0. l0§/o

(3)i ImFurity 3 not mors thán 0. 100/o

(4): any othsr lmpurlty not more than 0'10%

(5): sum of all lmpurlte$ not rnore ihan 0.30%

99,0% t0 101,0% lvilh rs{er0nc§ to th€ dr¡ed

subslancs (pot.)

98,0% to 101.0% ca¡culsted on tho ánhydrous

bagir (UV)

(1): nethanol not rñorE tl¡an 200 ppm (GC)

(2): dimothylformamide not mor€ than 100 ppm

(HPLC)

RELATED §U3§TANCES {TLC)

REIATED SUÉ§TANCES (HPLC)

RE§IDUAL SOLVENÍ§

MÁnulacturing Practlcs (IGMP)'


