
_"'.j,,::i-$ü.1-_ r.r..:r, :1 . . -!: tiía:.::?

#l ffiffi*..
CERTIFICATE oF ANALY§IS No. a/34§

PRODUCT: URSODEOXYCHOLIC ACID Ph Eur 6.0

BATCH: UDCA0610078

Manufacturing Date: 05/201 0

Retest Date: M!2015

JEST

Description:

ldentification:

Solubility.

Melting point.

Loss on drying:
(105"c)

Heavy Metals:

Specific optical rotation:

Sulphated ash:

Assay:

TMPURTT|ES(TLC)
Lithocholic acid
Cholic Acid
Chenodeoxycholic Acid
Other Impurities

White or almost white powder

IR
TLC

Very slightly soluble in water,
freely soluble in alcohol.
Slightly soluble in acetone and
in methylene cl-¡loride.

(2Oü -204)"C
(Ph. Eur:. 6..0 spec : sbout 202"q

Not more than 0 5 %
(Ph Ew 6.0 spec' n m t. I 0%o)

Not more than 20 ppm

+58 0" - +62 0"

Noi rnore than O i%

99.0 - 141 A%

Not more than 0 1%
Not more than 0 5%
Not rnore than 1.07o
Not more than 0.1%
(Ph Eur 60spec. n.m.t A.25%o)

203 "C

olak

Less than 20 ppm

+60 1

00%

1O4,.2 ola

Lessthan 0 1%
Less than 0 5%
Less than 1 0o/o

Less than O 1o/o
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