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BETAMETHASON VALERAT
C,7H37,FOg

L. Muc dich sir dung: Chuin Dugc dién Viét nam Betamethas
dugc sir dung cho céc phép thir dinh tinh va dinh lmgng b3
héa ly. ‘Pm’
Intended use: The Vietnamese Pharmacopo

Betamethasone valerate Control Na. 010312

physicochemical analysis for assay a ‘Q entifieqly

IL. M@ ta: Bot két tinh mau tring hogc gin nh
Description: A white or almost white, allin

1. Két qua phén tich: Tién hanh song” v6i chuan Betamethason valerat
USPRS Lot. LOK350 ¢6 ham luong 99, 27H37F O, tinh theo nguyén trang.
Analytical data: The thason valerate USPRS Lot. LOK350 was used as
Standard gmslyegard, 7H3:FQg, calculated on the as is basis.

: Phu hop véi phd héng ngoai ctia Betamethason
valerat chuan.
Concordant ~ with  infrared absorption
spectrum of Betamethasone valerate RS,

: Vét chinh chia miu thir twong (g véi vét
chinh ctia miu chuin Betamethason valerat.
Principal spot corresponds to Betamethasone
valerate RS.

2. Goéc quay cuc riéng : +76,8° (dung dich 1 % trong dioxan, do & 20 °C)
Specific optical rotation +76.8° (1% solution in Dioxane, measured at 20 °C)
3. Tap chét lién quan (HPLC) : Tap 1: 0,26 % Tap 2: 0,14 %
Related substances Tap 3: 0,05 % Tong tap: 0,45 %

Impurity 1: 0.26 % Impurity 2: 0.14 %
Impurity 3: 0.05 % Total impurities: 0.45 %
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4. Mat khéi lwong do 1am kho : 0,14 %
Loss on drying

5. Dinh lugng (HPLC) 1 98,69 % C,;H;,F Oy, tinh theo nguyén trang.
Assay D6 khong dam bao do mé rong U = + 0,25 %
v6i hé s phi k =2 & d6 tin cy 95 %.
98.69 % CyH3:FOQy, calculated on the “as
is”  basis. Expanded uncertainty of the
certified value U = + 025 % using a

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

IV. Huéng din sir dyng: Khong sdy trude khi dung
Direction for use: Do not dry before use

V. Bdo quén: Nhiét d6 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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