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Certificate of Analysis

CHUAN.DOI CHIEU THU CAP
Secondary Reference Substance

BETAMETHASON DIPROPIONAT
CysH37FO,

SKS: C0222216

I.  Muc dich sir dung: Chuan d6i chiéu thir cAp Betamethason dlproplonat SKS: €0222216
dugc str dung st dung cho cac phép thtr dinh tinh va dinh luong bang phuong phép phéan
tich hoa ly.

Intended use: The Secondary Reference Substance Betamethasone dlproplonate
Control No. C0222216 is intended to be used in physzcochemlcal analyszs for assay and
identifications.

II. Mo ta: Bot két tinh mau tring. ;
Description: A white, crystalline powder.

M. Két qua phan tich: D4i chiéu véi chudn Betamethason dipropionat USPRS 16 R115J0
c6 ham lugng 0,997 mg/mg CysH37FO5, tinh theo chat da 1am khs.
Analytical data: The Betamethasone' dipr opionate USPRS lot R115J0 was used as
Standard and regarded as 0 997 mg/mg CrsHs37F' O, calculated on the dried basis.

1. Dinh tinh (ldentz/‘catzons)
a). Phd hong ngoai ; Phu “hop voi phd hdéng ngoai cia Betamethason
Infrared absorpthn *“—dipropionat chuan.
" “Concordant  with infrared absorption spectrum of
Betamethasone dipropionate RS.

AT N\ ) T : Vét chinh trén SKD ciia mAu thir twong tmg véi vét chinh
! )/ trén SKD cua mau chuan Betamethason dipropionat.
The principal spot coresponds to Betamethasone

dipropionate RS.
2. Goc quay cuc riéng : +67,8° (dung dich 1,0% kl/tt trong dioxan, do & 20°C)
Specific optical rotation +67.8° (1.0% w/v solution in dioxane, measured at 20°C)

3. Mat khéi lugng do lam khd ~ : 0,1 %
Loss on drying

4. Tap chat lién quan iEHPLC) : Tung tap < 0,32 %
Related substances Tdng tap: 0,50 %
Individual impurity <0.32 %
Total impurities: 0.50 %
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5. Dinh lugng (HPLC)
Assay

: 99.4 % CyxgH37F Oy, tinh theo nguyén trang.
Do khong dam bao do md rong U = + 0,2 % vai hé sb

phu k =2 ¢ d6 tin cdy 95 %.

99.4 % CrgH371°O;, 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 %

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

V. Bdo quan: Nhiét d6 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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Céc thong tin vé chat chudn c6 thé tra ctru theo dia chi: http://www.nidqc.gov.vn
Visit the flowing link to see the updated information of reference substances:

hitp.://'www.nidqc.gov.vn
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