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BETAMETHASON
C22H9FOs

I. Muc dich sir dung: Chuin Dugc dién Viét N?ﬂ
dugec str dung cho cac phép thir dinh tinh va din
hoa ly.

Intended wuse: The Vietnames
Betamethasone Control No. 0214124.0
assay and identification.

oel erence Substance for
e used for physico-chemical

Il. M@ ta: Bot két tinh mau tréng.
Description: A white, crystalline p

III. Két qua phan tich: /s hanh song song voi chudn Betamethason ARS SKS:
V10613€%1ham lyanry X% C,,H,y9FOs, tinh theo chat da lam kho.

Analyttcal The otethasone ARS Control No. V106134 was used as

grig ngoai : Trung véi phd hong ngoai ciia Betamethason
ared absorption chuén.

Concordant with infrared absorption spectrum
of Betamethasone RS.

b TLEG : Vét chinh trén SKD ctia miu thir gibng voi vét
chinh trén SKP ctia mau chuan.
Principal spot in the chromatogram of test
sample corresponds to that of standard sample.

2. Géc quay cuc riéng : +122,9° (dung dich 0,5 % kl/tt trong methanol,
Specific optical rotation do ¢ 20 °C)
+122.9° (0.5 % w/v solution in methanol,
measured at 20 °C)
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3. Mét khéi Iuong do lam kho : 0,52 % .

Loss on drying
4. Tap chét lién quan (HPLC) : Tap 1: 0,06 %; Tap 2: 0,07 %; Tap 3: 0,06 %
Related substances Tong tap: 0,19 %

5. Pinh lugng (A4ssay)
a. HPLC

b. UV - VIS

Imp. 1: 0.06 %, Imp. 2: 0.07 %, Imp. 3: 0.06 %
Total impurities: 0.19 %

: 100,52 % CpH,9FOs, tinh theo chét da 1am kho

Do khong dam bao do mé rong U = + 0,18 %
v6i hé s6 phit k = 2 & d6 tin cly 95 %.
100.52 % CyH3FOs, calculated on the dried
basis. Expanded uncertainty of the certified
value U= £ 0.18 % using a coverage factor k =
2 at level of confidence approximately 95 %.

: 100,42 % CH,gFOs, tinh theo chét dd 1am kho

Do khéng dam bao do mé rong U = + 0,14 %
v6i hé s phii k =2 & do tin cay 95 %.
100.42 % CyH»FOs, calculated on the dried
basis. Expanded uncertainty of the cerfified
value U= 1 0.14 % using a coverage factor k =
2 at level of confidence approximately 95 %.

IV. Huwéng din sir dung: Khong siy trudc khi dung
Direction for use: Do not dry before use

V. Bdo quan: Nhiét dj tir 2 — 8°C, tranh 4nh sang.
Storage: Keep container protected from light, preferably at the temperature from 2- 8°C.
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