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CEFUROXIM AXETIL
CaooH2N4010S
~ SKS: C,0419167.04

I. Muc dich sir dung: Chudn Dugc dién Viét Nam Cefuroxim axetil SKS: C0419167.04
duoc st dung cho cac phép thir dinh tinh va dinh luong bang phu»cmg phap phan tich héa
Iy.
Intended use: The Vietnamese Pharmacopoeia Reference Substance for Cefuroxime axetil
Control No. C0419167.04 is intended to be used in phywcochemlcal analysis for assay
and identification. . g ’

I. Mo ta: Bot mau tring nga.
Description: An off-white powder.

III. Két qua phéan tich: Péi chiéu voi chuan Cefur0x1m axet11 USPRS Lot. RO11MO0 ¢6 ham
lugng 823 pg/mg cia cefuroxim (C16H16N4OgS)& tinh theo chét khan.
Analytical data: The Cefuroxime axelil USPRS Lot. RO11MO was used as Standard and
regarded as 823 ug/mg of cefur()xim (C1sH1sN,05S), calculated on the anhydrous basis.

1. Dinh tinh (Idem‘zf cations) N
a. Pho hong ngoai . /Phu hop vé6i phd hong ngoai cua Cefuroxim axetil
Infrared absorption \ 7 chuan.
N Y A Concordant with infrared absorption spectrum of
Cefuroxime axetil RS.

b. NPIC , . Cac pic chinh trén sic ky d6 ctia dung dich thir trong
‘ ' phan dinh luong tuong tmg véi cac pic chinh trén
sac ky dd cta dung dich chuan vé kich thudce va thoi
gian luu.
The principal peaks in the chromatogram obtained
with- the test solution are similar in retention time
and size to the peaks due to Cefuroxime axetil in the
chromatogram obtained with reference solution.

2. Nuoc (KF) 2052 %
Water ¥

3. Ty 1é dong phan diastereoisomer : 0,52 %
Diastereoisomer ratio
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4. Tap chat lién quan (HPLC) : Tung tap < 0,23 %
Related substances Tong tap: 0,64 %
Individual impurity <0.23 %
Total impurities: 0.64 %

5. Dinh lugng (HPLC) : 814 pg/mg cefuroxim (C;sH¢N4OgS), tinh theo
Assay nguyén trang.
. D6 khong dam bao do mo rong U = + 2 pg/mg voi
hé s6 phu k =2 & d0 tin cay 95 %.

814 ug/mg of cefuroxim (C;sH,sN,OsS), calculated on
the “as is” basis. Expanded uncertainty of the
certified value U =+ 2 ug/mg using a coverage factor
k = 2 at level of confidence approximately 95 %.

IV. Huwéng din sir dung: Khong sdy trude khi dung
Direction for use: Do not dry before use
V. Bio quan: Nhiét do tir 2 — 8 °C, tranh anh séang.
Storage: Keep container protected from light, preferably at the temperature fiom 2 - 8 °C.
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