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CHUAN DUQC PIEN VIET NAM
Vietnamese Pharmacopoeia Reference Substance

SILYBIN
(H6n hop caa Silybin A va Silybin
(Mixture of Silybin A and Silybin B

C25H2:04
:0116334.01

I.  Muc dich sit dung: Chuan Dugc dién Viét
sir dung cho cac phép thir dinh tinh

:0116334.01 duoc
g phap phén tich héa

ly.
Intended use: The Vietnamese Pharmdcopoeio\Reférence Substance for Silybin
Control No. 0116334.01 is intende usecNin pysicochemical analysis for assay

and identification.

II. M6 ta: Bot mau trang nga.

Description: An off-whi der.

L. Két qua n tich
c6 ham lugng

ng song v6i chuan Silybin USPRS Lot. R01720
0, tinh theo nguyén trang.

ybin USPRS Lot. R01720 was used as Standard and
2201, calculated on as is basis.

: Tring véi phd hong ngoai cua Silybin chuan.
Concordant ~ with  infrared  absorption

spectrum of Silybin RS.
2. Diém chay : 165,0 °C
Melting point
3. Tap chét lién quan (HPLC) : Timg tap < 0,60 %
Related substances Tong tap: 1,40 %
Individual impurity < 0.60 %
Total impurities: 1.40 %
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4. Dinh lugng (HPLC)
Assay

91,20 % Silybin (C,5H,,0¢), tinh theo nguyén
trang.

Do khong dam bio do md rong U = £ 0,33
% voi hé s6 phia k =2 & do tin ciy 95 %.
91.20 % Silybin (C,5sH»,0,), calculated on
the “as is” basis.

Expanded uncertainty of the certified value
U= 1033 % using a coverage factor k = 2
at level of confidence approximately 95 %.

IV. Huwéng din sir dung: Khong siy trude khi ding
Direction for use: Do not dry before use

V. Bio quan: Nhiét d —20 °C, tranh anh sang.
Storage: Keep container protected from light, preferably at the temperature of about -20 °C.
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