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CHUAN POI CHIEU THU CAP
Secondary Reference Substance

FENOFIBRAT
Cy0H,1ClOy
SKS C0222295

I. Muc dich sir dung: Chuén d6i chiéu thi cap Fenofibrat SKS C0222295 ﬁuoc su dung
cho cac phép thir dinh tinh va dinh lugng bing phuong phip phan tich-hda ly
Intended use: The Secondary Reference Substance Fenofibrate Control No C‘0222295 is
intended to be used in physicochemical analysis for assay qnd zdentlﬁcatzon

II. M6 ta: Bot két tinh mau gin nhu tréng.
Description: An almost white, crystallme powder
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III. Két qua phén tich: D6i chiéu véi chuan Fenoﬁbrat USPRS 10 R096NO c6 ham lugng
0,997 mg/mg CaoH,;ClOy, tinh theo nguyén trang L
Analytical data: The Fenofibrate USPRS Lot R096N0 was used as Standard and
regarded as 0.997 mg/mg CyoH> ICZO% calculated on the as is basis.
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1. Dinh tinh (Identlﬁcatlons) . Phi‘i‘hgpﬁéi phd hdng ngoai ctia Fenofibrat chuén.

a. Phd hdng ngoai [~ Concordant with infrared absorption spectrum of
Inﬁafed absorptzén . Fenofibate RS.
b. Diém chay / : 81,0°C
. Meltmg pomt
vi,ﬁﬂ'ﬁ2\\, \G101 han aCId : : Dat
*«Actdlly " B Passed

3. Mat khOI hrorng do lam kho : 0,01 %
Loss.on drying

4. Tap chét lién quan (HPLC) : Tap A: Khong phat hién
Related substance Tap B: Khong phat hién

Tap G: 0,009 %

Tap khac <0,01 %

Tbng tap: 0,04 %

Impurity A: Not detected

Impurity B: Not detected

Impurity G: 0.009 %

Individual unknown impurity < 0.01 %
Total impurities: 0.04 %

VKN/BM/20.02 (11) 1/2 Ngay c6 liéu luc/ Effective date: 01/12/2025
Fenofibrat SKS: C0222295



5. Dinh lugng (HPLC) : 99,8 % Cy0H;;ClOy4, tinh theo nguyén trang
Assay b6 khong dam bao do mo rong U = 0,1 % voi hé sd
phu k =2 & do tin cay 95 %.
99.8 % CyH,,ClO, calculated on the “as is” basis.
Expanded  uncertainty of the certified value
U = 0.1 % using a coverage factor k = 2 at level of
confidence approximately 95 %.

IV. Huwoéng din sit dung: Khong sy trude khi ding
Direction for use: Do not dry before use

V. Bio quan: Nhiét do tir 2 — 8 °C, tranh anh sing.
Storage: Keep container protected from light, preferably at the temperature from 2- 8 °C.
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Céc thong tin vé chét chudn co thé tra ctu theo dia chi: http://www.nidqc.gov.vn
Visit the flowing link to see the updated information of reference substances:
http.//www.nidgc.gov.vn

VKN/BM/20.02 (11) 2/2 Ngay c6 liéu lyc/ Effective date: 01/12/2025
Fenofibrat SKS: C0222295



