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CHUNG CHI PHAN TiCH
Certificate of Analysis

CHUAN DUQC PIEN VIET NAM
Vietnamese Pharmacopoeia Reference Substance

FENOFIBRAT
CH,Cl1O;4

I. Muc dich sir dung: Chuin Dugc dién Viét (Nam
duogc st dung cho cac phép thir dinh tinh va din@
hoa ly.

Intended use: The Vietnamese Pha
Control No. 0113295.01 is intended to
and identification.

Il. ™Mb ta: Bot két tinh mau tring.
Description: A white, crystalline powder.

anh song song véi chudn Fenofibrat USPRS Lot. GOI 241
H,,CI10,, tinh theo nguyén trang.

e USPRS Lot. GOI 241 was used as Standard and
5,ClOy, calculated on the as is basis.

: Phu hop voi phd hdng ngoai ctia Fenofibrat

chuan.
Concordant with infrared absorption spectrum
of Fenofibate RS.
2. Khoang nong chay : 79,9 - 80,9 °C
Melting range
3. Mau sic cua dung dich . Pat
Color and achromicity Passed
4. Gidi han clorid . Dat
Chloride Passed
5. Gidi han sulfat . Pat
Sulfate Passed
VEKN/BM/20.02 172 Ngay ban hanh: 15/10/2019

Fenofibrat SKS: 0113295.01



6. Gidi han acid : Dat

Acidity Passed
7. Kim loai nang : Pat
Heavy metals Passed
8. Mt khéi lwong do 1am kho : 0,01 %
Loss on drying
9. Tap chét lién quan (HPLC) : Tap B: 0,01 %, Tap C: 0,01 %
Related substance qu khac <0,12 %

Toéng tap: 0,21 %

Impurity B: 0.01 %, Impurity C: 0.01 %
Individual unknown impurity < 0.12 %
Total impurities: 0.21 %

10. Dinh lugng (HPLC) : 99,82 % CyH,,ClO,, tinh theo nguyeén trang
Assay D$ khong ddm bao do mé rong U = + 0,11 %
v6i hé s6 phi k =2 & do tin cy 95 %.
99.82 % CyH,,CIO,, calculated on the “as is”
basis. Expanded uncertainty of the certified
value U= +0.11 % using a coverage factor k =
2 at level of confidence approximately 95 %,

IV. Huéng din sir dung: Khong séy truée khi ding
Direction for use: Do not dry before use

V. Bdo quén: Nhiét @6 tir 2 — 8°C, tranh anh sang.
Storage: Keep container protected from light, preferably at the temperature from 2- 8°C,
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