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Certificate of Analysis

CHUAN DUQC PIEN VIET NAM
Vietnamese Pharmacopoeia Reference Substance

BETAMETHASON DIPROPIONAT
CysH37FO;

I. Muyc dich sir dung: Chuan Duogc dién Viét Nam Be
SKS: 0107216 duogc sir dung trong phép thur ﬁnh i
phd hong ngoai va trong phép thu dinh lugng
UV - VIS.

Intended use: The Vietnamese Ph
Betamethasone dipropionate Control N
mfrared absorption Spectroph()lome

II. M5 ta: Bot két tinh mau tring.
Description: A white or almost white, crystalline powder.

III. Két qua @;} ; : song song voi chuan Betamethason
dlproplonat USPRSA co6 ham luong 99,4% C,3H;,FO; tinh theo ché

a). Pho hortg ngoai Phd hop voi phd hdng ngoai ctia mau chuén
Infrared absorption Betamethason dipropionat.
Concordant with infrared absorption spectrum of
Betamethasone dipropionate RS.

b). TLC : Vét chinh trén SKD ctia mau thir twong ng voi vét
chinh trén SKD cua mau chuan Betamethason
dipropionat.

The principal spot coresponds to Betamethasone
dipropionate RS.
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2. Goc quay cuc riéng : + 65,2° (dung dich 1,0% kl/tt trong dioxan, do ¢

Specific optical rotation 20P10)
+65.2° (1.0% w/v solution in dioxane, measured at
20°C)
3. Mat khéi luong do lam kho e 0,21%
Loss on drying
4. Tap chat lién quan (HPLC) : Timg tap <0,17%
Related substances Tong tap = 0,60%

Any other impurity <0.17%
Total impurities = 0.60%

5. Dinh lugng (4ssay)
a). UV - VIS © 99.48% C,gH5,FO5, tinh theo ché pham da lam kho.
Do khong dam bao do m¢ rong U = + 0,29%
0 99.48% CygH 3,70, calculated on the dried basis.
Expanded uncertainty of the certified value

U=+ 0.29%
: 99.44% C,gH;37F O, tinh theo ché pham da lam kho.
b). HPLC Po khong dam bao do mé rong U = +0,14%

: 99.44% CygH 37O, calculated on the dried basis.
Expanded uncertainty of the certified value
U=+ 0.14%

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

V. Bio quan: Nhiét do 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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