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&a Finished product specification

(@) Ursodiol USP

48 Test ltems Specifications

&.a.0.0 | Identification Meet the requirement

&.6.0. | Assay ®0.0 - 6&®0.0% labeled amount of Ursodiol

&.e.e.m | Dissolution* Not less than @o%(Q) in mo minutes

&.a.e.¢ | Uniformity of dosage units® | Meet the requirement

(w) Ursodeoxycholic acid BP

18 Test ltems Specifications

&eb.e | ldentification Meet the requirement

&alolo [ Assay &#&.0 — @oé.0% labeled amount of Ursodeoxycholic
acid

&.a.lo.m | Dissolution Not less than e20%(Q) in €& minutes

.............. S JSEEWNTTINS R0 l’d’N W ATIUNTS ae%’a................ié.\.r..:...................n‘s‘sum‘s
(U3a1753n51 ALAN) (uneEIUnng dufinsing) (unEBIAIN a1NEY)




2
§lig]

Test items

Specifications

&olb.e

Related substances

- Area of any peaks
corresponding to
Chenodeoxycholic acid

- Area of any other
secondary peak

- The sum of areas of any
secondary peak

- Disregard any peak with
and area less than the area
of the principal peak

Not more than @.¢%

Not more than o.€%

Not more than b.e%

Not more than c.0&%

&ln  Drug substance specification
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(@) Ursodiol USP
4D Test ltems Specifications

L &l.a.e | Identification Meet the requirement
; &b.e.lb | Assay &x.¢o - @oa.¢% labeled amount of
| Ursodiol(on the dried basis)

&b.a.m | Melting range Between lboc and bod

&b.a.e | Specific rotation Between &« and bl

&lb.e.& | Loss on drying Not more than o.4% of its weight

&lo.e.b | Residue on ignition Not more than o.e%

&b.e.e | Heavy metals; Method |l Not more than o.coa%

&b.e.@ | Related compounds

- Chenodiol Not more than &.&%
- Lithocholic acid Not more than o.0&%
(&) Ursodeoxycholic Acid BP
da Test ltems Specifications
&lb.b.e | Identification Meet the requirement
&blolo | Assay ®e.0 - ®06.0% Labeled amount of Ursodeoxycholic
acid (dried substance)

&b.lo.m | Melting point About lsolb °C

&b.lo.e | Specific optical rotation +&a.6 to +blo.o (dried substance)

&b.b.& | Impurity C Not more than o.e#%

&lb.lo.b | Related substances

- Impurity A Not more than @.0%
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U Test Items Specifications
- Unspecified impurities Not more than o.e%
- Total impurities Not more than @.¢%
- Disregard limit Not more than o.0&%
&lolog | Heavy metals Maximum bo ppm
&b.lo.e | Loss on drying Maximum &.c%
&b.b.e | Sulfated ash Maximum o.a%
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