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II.

1.

CHUNG CHI PHAN TiCH
Certificate of Analysis

CHUAN POI CHIEU THU CAP
- Secondary Reference Substance

CLOBETASOL PROPIONAT
C,sH3,CIFOs

Muc dich si dung: Chuin dbi chiéu thu cap Clobetaso! pr
duoc str dung cho céac phép thtr dinh tinh va dinh lu¢ng bang y
ly.

Intended use: The Secondary Reference Substance

C0320170.03 is intended to be use
identification.

M3 ti: Bot két tinh mau tréng.
Description: A white, crystalline powd¢f.

K&t qua phan tich: D6i chiéu véi chudn Clobetasol propionat USPRS 16 RO71TO ¢6 ham
lugng 99,2 % C,5H3,CIFOs, tinh theo ngu ang.

Analytical data: The C.
and regar. 99.2

ropionate USPRS lot. RO71TO0 was used as Standard
calculated on the as is basis.

Phi hop véi phd hdng ngoai ctia Clobetasol propionat
chuan.

Concordant with the infrared absorption spectrum of
Clobetasol propionate RS.

: +101,85° (dung dich 1,0 % kl/tt trong dioxan, do & 20 °C)

Specific optical rotation +101.85° (1.0 % w/v solution in dioxane, measured at 20 °C)
3. Nhiét do nong chay 0 197,7°C
Melting temperature
4. Tap chét lién quan (HPLC) : Tung tap < 0,14 % (Individual impurity < 0. 14 %)
Related substances Tdng tap: 0,19 % (Total impurities: 0.19 %)
5. Mat khdi luong do lamkho  : 0,06 %
Loss on drying
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6. Cdn sau nung
Residue on ignition

7. Pinh luong (HPLC)

Assay

IV. Huéng din sir dung: Khong sdy trude khi dung

1 0,06 %

: 99,5 % Cy5H3,CIFOs, tinh theo nguyén trang.
D6 khong dam bao do mé rong U = 0,2 %, hé sb phu
k=2 & do tin ciy 95 %.
99.5 % Cy5H3,CIFOs, calculated on the “as is” basis.
Expanded uncertainty of the certified value U = 0.2 %,

using a coverage factor k = 2 at level of confidence
approximately 95 %.

Direction for use: Do not dry before use

V. Bdo quin: Nhiét d6 2 — 8 °C, tranh 4nh sang.

Storage: Keep container protected from light, preferably at the temperature from 2 —-8°C.
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