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CERTIFICATE OF IINALY§I§
No.:ZL-QC2S1-02

C

Product G¡ieeofulvin
Bateh No.; lnntsolll' Reference standard: BP2Of I /EPZICOS
MFG Date: liáñ.dfurs Batch Size: S00kg

§XP. Date: Jan.07,20. I
Tests §peclfications Reeults

Characters White or yellowish-white, microfine
powder.

yellowish-whíte, microfine
powder.

§olubility

Practically insoluble in water,freely
soluble in dimethylformamlde and in
tetrachloroethane,slightly soluble in
anhydrous ethanoland ln methanol.

Meets the requiremenh

ldentÍfication A: lR Meets the requirements
B: ColorTest Meets the requirements

Particle size
§ 5pm 2 87.4o/o 89.05%
s 10pm E 90.07p 98.48%
s 30pm I99,07o 100.00%

Melting point About 22Ot 218.2'.C-219.3e
Acidity 0,25g conqumed 0:02IU So{lum

Hydroxide not more than 1.Or¡L.
O.6ml

Appearance of soluüon
The solutlon is clear and not rnore
intensely coloured than reference
solution Y¿.

Clear, Ys-Yo

Specific optical rotation *3540-+3Mo + 356'
Substances solubte ln
light petroleurn ÉO'ZYo 

dürrÉrT+&.r*
O.1o/o

Sulphated ash 3O.2% ,ftt(r^rlA "¡,i.á,.§" . o.1%o
Loss on drying 31.oo/o /+t§ , =e .iiO.tt"¿
Refated substances
(GC)

Dechlorogriseofulvin
Dehvdrooriseofulvin

10:80 "#& $
t0rf'§- r .. .tr\E,rt

h6
:11

Related substances
(HPLC)

'Not detected
Not detected
2,64/o

Residual Ethanol (GC) s5000ppm 25PPm
Abnormal toxicitv None mices dies within 48h Meets the requirements
Assay ( on dried basis) 97.0o/o-102.0% 99.1o/o
Gonclusion: The above anil
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