CONG HOA XA HQI CHU NGHIA VIET NAM
Péoc lap - Tw do - Hanh phiic

. BO Y TE
VIEN KIEM NGHIEM THUOC TRUNG UONG

48 Hai Ba Trung - Hoan Kiém - Ha Ngi - Viét Nam
DT +84.24.38252791 - Fax: +84.24.38256911

VILAS 087

CHUNG CHI PHAN TiCH
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CHUAN POI CHIEU THU CAP
Secondary Reference Substance

CEFUROXIM NATRI
:|()H|5N4N3,OgS

I.  Muc dich sir dung: Chuan déi chiéu thu cap Cefuro

dung cho céc phép thir dinh tinh va dinh lugng bang p hoa ly.

Intended use: The Secondary Reference Substance roxime Sodium control No.
CO0419175.03 is intended 1o be used-in : [_«analysis for assay and
identification.

I Mo ta: Bot két tinh mau trang nga.

Description: An off-white, crystalline p,
roxim natri USPRS 16 R146B0 c6 ham
-tinh theo nguyén trang.

dium USPRS Lot. R146B0 was used as Standard and
6 15N /NaOgS), calculated on the as is basis.

II. Két qua phan tich: Ddi chiéu véi ¢
luong 924 pg/mg Cefuroxin

Analytical : The Coftgpo
regarded asY2M ug/mg Ce

: Thoi gian luu cta pic chinh trén SKD cua dung dich thur
tuong tmg voi thoi gian luu cua pic chinh trén SKD cua
dung dich chuan.

The retention time of the major peak of the sample
solution corresponds to that of the standard solution.

b. Phan ung cua ion natri : Dung
Reaction of sodium Conformed
2. pH : 7.384 (Dung dich 10 % kl/tt)
7.384 (10 % w/v solution)
3. Nudce (KF) 0 2.5%
Water
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4. Dinh luong (HPLC)

Assay

IV.

;922 pg/mg Cefuroxim (C6H¢N4OgS). tinh theo nguyén trang.
D¢ khong dam bao do m¢ rong U = 3 ug/mg, hé so phu
k =2 ¢ d6 tin cdy 95 %.

922 ug/mg Cefuroxime (C16H 16N ,0sS). calculated on the

“as is” basis. Expanded uncertainty of the certified value

U =~ 3 ug/me, using a coverage factor k = 2 at level of
ugmg g ge. )

confidence approximately 95 %.

Direction for use: Do not dry before use

V. Bao quan: Nhi¢t do 2 - 8 °C, tranh anh sang.

Storage: Keep container protected from light, preferably at the temperature from 2
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