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Certificate of analysis
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it 4 URSODEOXYCHOLIC ACID CAS 12871372
ies) A58158 LK 0K20230727S
A H A 2023-07-27 S H HA 2026-07-27
PATFRE : bRt
A e \
HARER SEP 45 R
SPECIFICATION STANDARD RESULTS
PROPERTIES
SRRl =R S
S H ‘—\é‘#; 7 B o i
ik s 7 A N e
T White or almost white .
Description ) Complies
crystalline powder, taste
bitter, without stink.
. A, TLC B, IR C, W%t 277 -
R .%éé il e
e ) A, TLC B, IR C, With blue- )
Identification ) Complies
green suspension
TUF AT K Shife T 2
(96%) ; fia T N s LA
e
Practically insoluble in
AT ter; freely soluble in e
IR e v Sorbie e
Solubilit ethaRgly (96percent) ; Complies
y slightly soluble in b
acetone;
practically insoluble in
methylene chloride
\ HEZ <<0. 19
HAYUR Lith fﬂf " O-dM<o 1 €0. 1%
Related substance 1thocholic acid <0. 14 P
e +58° ™ +62° +60.9°
Specific Rotation
%){_i ~ o, o, o,
) ) 202°C 201.0°C—202.0°C
Melting Point
TRBIR <1.0% 0. 20%
Loss on Drying




JAJe B B

<0. 10%

0,
Blazing Residue 0. 03%
JAN
i =99.0% — 101% 100. 6%
Assay
N SR <
HpJm 4 JB < 10PP .
Heavy Metals

Metals << 10PPM

2 (R opAR (i)
Purity (HPLC)

Cdca<1.0%
FoARA N KB 2% 51 <<0. 10%
MR F<1.50%

CDCA =< 1.0%

Other Individual
Max. Impurity << 0. 10%
Total impurity < 1.50%

CDCA: 0.01%
Fopt AN N e KAE 2% 57 : 0. 03%
SR 0 0. 20%

GDCA ;0. 01%
Other Individual
Max. Impurity: 0. 03%
Total impurity: 0. 20%

Residual Solvents

*%E{ﬁﬁﬁg D90: =90 UM D90: 56UM
Partical Size

FIIE <3000 ppm A 2

SR EE <3000 ppm e =R Rl

szl LR 2 <5000 ppm B R 2

Methanol <3000PPM
Isopropanol < 3000PPM
Ethylacetate<<5000PPM

NOT DETECTED
NOT DETECTED

NOT DETECTED

e P RAURA TR, BEEEATIRK, WERR, FEREM.

QA: FLUKIK

Hihl:

QC: Wi
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