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CHUAN DOI CHIEU THU CAP
Secondary Reference Substance

DEXAMETHASON
CyHyoFOs

VILAS 087

SKS: C0320025.03

I.  Muc dich sir dung: Chuén ddi chiéu thir cdp Dexamethason SKS: C0320025 03 dugc st
dung cho céac phép thir dinh tinh va dinh luong bang phuong phap phan tlch héa'ly:

Intended use: The Secondary Reference Substance Dexamethasone control  No.
C0320025.03 is intended to be used in physzcochemzcal analyszs for~assay and
identifications. \

II. Mo ta: Bot két tinh mau gan nhu tring.
Description: An almost white, crystalline powder f

II. Két qua phén tich: Di chiéu véi chuan Dexamethason USPRS lot. R123C0, ¢6 ham
luong 99,3 % CaHaoFOs, tinh theo nguyen trang '

Analytical data: The Dexamethasone, USPRS lot R]23C0 was used as Standard and
regarded 99.3 % C:H9FOs, calculated on. the as is basis.

1. Dinh tinh (]dentlf cattons) f
a. Pho hong ngoal N\ Phuhop voi phd hong ngoai ctia Dexamethason chuén.
IR g __Concordant with the infrared absorption spectrum of
%  Dexamethasone RS.

“boMPLC /. | : Ding
L% %1 Conformed
2. Géc quay cuc fiéng : +76,94° (dung dich 10 mg/ml trong dioxan, do & 25 °C)
Specificcoptical rotation +76.94° (10 mg/ml solution in dioxane, measured at 25 °C)

3. Mét khéi luong do lam khé = 0,06 %

Loss on drying
4. Tap chat lién quan (HPLC)  : Khdng phat hién pic tap chat
Related substances No impurity peak detected
5. Binh lugng (HPLC) : 99,5 % Cy,HayFOs, tinh theo nguyén trang.
Assay Do khong dam bao do ma rong U = 0,3 %, hé so phu k

=2 ¢ do tin cay 95 %.
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99.5 % CiHy9FOs, calculated on the “as is’ basis.
Expanded uncertainty of the certified value U = 0.3 %,

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

IV. Huwéng dan sit dung: Khong sy trude khi ding
Direction for use: Do not dry before use

V. Bao quan: Nhiét do 2 — 8 °C, tranh anh sang.
Storage: Keep container protected from light, preferably at the temperature from 2 — 8 °C.
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