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CHUAN POI CHIEU THU CAP
Secondary Reference Substance

DEXAMETHASON NATRI PHOSPHAT
C22H28FN3203P

SKS: C0423030

I. Muc dich sir dung: Chuan ddi chiéu tht cip Dexamethason natri phosphat SKS: C0423030
duoc sur dung cho céc phép thir dinh tinh va dinh luong bang phuoeng phap phan tich héa ly.
Intended use: The Secondary Reference Substance Dexamethasone sodium phosphate
No. C0423030 is intended to be used in physzc0chemzcal analyszs for assay and
identifications.

II. Mé ta: Bot mau trang, d& hat 4m.
Description: A white, very hygroscopic powa’er

III. Két qua phan tich: Ddi chiéu véi chuan Dexamethason natri phosphat USPRS 16 R110C0
c6 ham lugng 0,995 mg/mg szHngNazogP tinh theo chat khan.

Analytical data: The Dexamethasone sodlum phosphale USPRS Lot. R110C0 was used as

basis.

1. Dinh tinh (]dem‘zf catlons) A
a. IR RN < Phu hop véi phd hdng ngoai ciia Dexamethason natri
e O /7" phosphat chuén.
Concordant with the infrared absorption spectrum of
Dexamethasone sodium phosphate RS.

b. HPLC \ . Thoi gian luu va kich thudce ciia pic chinh trén sic ky dd
thu dugc tur dung dich thir twong Gng véi thoi gian luu
va kich thude ctia pic chinh trén sic ky d thu duge tir
dung dich chuén.

The principal peak in the chromatogram obtained with
the test solution is similar in retention time and size to
the principal peak in the chromatogram obtained with

reference solution

2. pH : 8,2 (dung dich 1,0 % Kkl/tt)
8.2 (1.0 % w/v solution)
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3. Goc quay cuc riéng 1 +76,13°
Specific optical rotation

4. Nuée (KF) | L 42 %

Water
5. Phosphat vo co : Dat
Inorganic phosphates Passed
6. Tap chét lién quan (HPLC) : Tong tap 0,14 %

Related substances Total impurities 0.14 %
7. Dinh lugng (HPLC) : 95,0 % CH2gFNa,OgP, tinh theo nguyén trang.
Assay B khong dam bao do mo rong U = + 0.3 %, hé sé phu

k =2 ¢ do tin cay 95 %.
95.0 % CyHysFNa;OsP, calculated on the “as is”
basis. Expanded uncertainty of the certified value
U= 10.3 %, using a coverage factor k = 2 at level of
confidence approximately 95 %.

IV. Huwéng dan sir dung: Khéng sy trude khi dung
Direction for use: Do not dry before use

V. Bido 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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