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Revlsion 405040 112

SODIUM CROMOGLÍCATE

Batch No; 4aSA¡ ln  ANALYSIS CERTÍFICATE N' 141941' Dáte: 3ot1012014

Kg; 137.00 formula: C¿H1aNa2O11 M.W.: 512'3

Man, date: 08/10/2014 Retest date: OcU2019 Complie s with: Ph,Eur. BP U§P JP

Solubility: solublo ln water; pmúcally Insoluble l¡t cthano! {9A pet oent) and ln chhtgform

TESTS SPECIFICATIONS RESULT§

DE§GRIPNON

IDENTIFICAT¡ON

AC'DITY ORAL}(AUN¡TY

APPEARANCE OF SOLUTION

C¡áRITY OF SOLUTION

COLOUR OF SOLUTION

WATER

LO§S ON DRYING

OXALATE

HEA\¡/ METALS

white or alrnost wh¡ie hygroscopla cry§talline

powd6r

(1); lR spectrum

(2): UVspectrum

(3): sodium raaction

(1): complies to Ph. Eur. t€st

(2): complles to USP test

a 2.0% soluüon io water is not more inténs€ly

coloured than rsference solñon BY s

a 2.070 solution ln wator is not more opalescent

than reférr¡ce suspension ll

Abs at 440 nm not mor6 tlran 0.05 (5.0% solution)

notmo.e than 10,0%

not more than 10.07o

not more than 0.35%

not more th8n 20 ppm

compl¡es

complles

complies

compltss

complies

complios

complies

compl¡es

0.01

6,6%

6,4Yot

compli6§

mlnpl¡es

This materíal has been prepared fallowing tbe cunent Good Manuiacturing Pract¡ce (IGMP).
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Revision 4050-00 2t2

SODIUM CROMOGLICATE

Batch N': 4o5lta1t14 ANALYSIS CERIIFICATE N' '1{1941 Dater 3011012014

Kg: 197.00 Formula: G23H1aN62O11 M.W.: 5'12.3

Man. date: OBl1Ot2O14 Retest date; Octi201S Complies with: Ph.Eur. BP USP JP

Solubllity: soluhle ln walet; praúcstly ¡nsotuble tñ ethd¡ro¡ (96 pér cent) and ln chlooÍonn

TESTS SPECIFICATION§ RESULTS

RELATED SUBSTANCES (TLC)

RETATED SUBSTANCES (HPLC)

ASSAY

RESIDUAL SOLVENTS

€ach ¡mpurity not more than 0,5%

(1); impurlty 1 not more than 0.107o

(2): impurity 2 not more úran 0.10%

(3): impuilty 3 not more than 0.10%

(4): any oiher impurih/ not rnoJt than 0:10%

(5): sum of afl ¡mpuriles not more lhan 0,300/o

99.0% to 101 .0% with reference to the driod

substante {pot.)

98.0% to 101,0% calculated on the anhydroug

basis (UV).

(1): mothanol not more than 200 ppm (GC)

(2): dimelhylfornamide notmore than 100 ppm

(HPLC)

no impurities detecled

< 0.01%

<0.01o/o

< 0.01olo

RRT 0.s7: 0.02%

RRT 1.14:0.05%

RRT 1.17: 0.01%

RRT 1.23;0.02%

RRT 1.28:0.01%

RRf 1.45: 0.0170

4,12%

99.2o/o

100,070

< LOQ

< LOQ

This ¡iiateial has É6sn p¡eparsd fotlowing the current Good Manufacluring Pnctice (IGMP).
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