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I. Muyc dich sir dung: Chuin ddi chiéu thir cdp Prednison SKS:
cho céac phép thir dinh tinh va dinh lugng bang phucm?hép

Intended use:

The Secondary Reference Substidn

CONG HOA XA HQI CHU NGHIA VIET NAM
Poc lap - Ty do - Hanh phic

CHUNG CHI PHAN TiCH
Certificate of Analysis

CHUAN DPOI CHIEU THU CAP
Secondary Reference Substance

PREDNISON
C,1H»0Os

C0320235.03 is intended to be used in physic

identifications.
Il MB& ta: Bot két tinh mau tring.
Description: A white, crystalline powder,
I1L.

Chemiddl reaction

2. Géc quay cuc riéng

Specific optical rotation

3. Nuoc (KF)
Water

4. Tap chét lién quan
Related substances

Két qua phéan tich: Tién hanh son song voi
¢6 ham lugng 0,996 mg/mg C;1Hp6Os, ti

Analytical data: The Prednj

€O

Prednisone RS.

: Pung
Conformed

Jo

ical

laC=fEf
v/, i AS)
MmN

VILAS 087

ne control No.
sis for assay and

uin Prednison USPRS Lot. ROS3A0.
uyén trang.

& USPRS Lot. RO83A0 was used as Standard and regarded

: Phu hop vai phd hong ngoai ciia Prednison chuén.
Concordant with the infrared absorption spectrum of

: 170,1° (dung dich 5 mg/ml trong dioxan, do & 25 °C)

:0,15%

170.1° (5 mg/ml solution in dioxane, measured at 25 °C)

: Tung tap < 0,42 % (Individual impurity < 0.42 %)
Tong tap: 0,57 % (Total impurities: 0.57 %)
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5. Dinh lugng (HPLC)
Assay

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

V.  Bdo quan: Nhiét do 2 — 8 °C, tranh anh sang.

: 99,0 % C31H20s, tinh theo nguyén trang.
Do khong dam bao do mé rong U = + 0.2 %, hé sb
phu k =2 ¢ dd tin cdy 95 %.
99.0 % CyHy0s, 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 %.

Storage: Keep container protected from light, preferably at the temperature from 2 — 8 °C.

Date of adoption
02" June 2020
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Ha Noi, ngay 02 thang 06 nam 2020
VIEN TRUCONG
Director

Cdc théng tin vé chdt chudn c6 thé tra ciru theo dia chi: http://www.nidqc.org.vn.
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