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Produet Name: (Hydrocortjsone Acetate, b ;
3, wp

Baich No.; L HCO004 1| N St )iaa 2010.3.27

— i, i :
Quantity: {AKkg | "‘”“*mwilmﬂ‘ffl)caxg taossae 4
Package drum or carton , Report Dawe: 2010.4.26
Hems Requirements Resulty
N a white or almost white, ervsialline e .
Characters ‘ White crystalling powder

powder
Practically insoluble in water, sparingly

Solubility soluble in ethanol and in methylene Complies
chloride
Melting poin{Ph.Eur) about 2207 2237
{dentification
AR -spectrum(Ph.or) meets the requirement Complivs
3. TLCPh.Eur) mects the requirement Complics
AR sspectrum(LISP) meets the requirenient Complies
B UV Absorption(USP) meets the reguirenicnt Coniplics
Specific rotation
(FhBar) between +158° and +167° wlel2e
{(LUS™ between +158° and + 165 161,20
Loss andrying
{(Ph.Eur) not more than 0.5% 0.17%
(USPH) not more than 1.0 % (.06%
Residue on i;;mrii’:n(IjSP’v) negligible,from 100myg Complics

Related substances(Ph.Fur)
Any individual impurity not more thanl 0% 0.15%
not more than one such peak has area

greater than 0.5% Litplias

Sum of impurivies not more than 1.5% 0.33%
Chromutographic purity(LISP)

Any individual impurity not more than 1.0% 0.09%

Sum of impurities fotmore than 2.0% 0.47%
Residaal solvent {Un-house?

Ethanol not more than 2000ppm 47 5ppn

DMF uot more than §80ppm not deteet ou
Assay

(Pho L) between 97.0 % and 103.0 % 104.2%%

(UsP) between 97.0 % and 102.0% 99, 8%
Particle size (ln-honse ) 0% not more than 20 microns < Complies

CONCLUSION : THE PRODUCT CONFORMS TO Ph.Eur.6 /USP 32
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