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Secondary Reference Substance
CEFOTAXIM NATRI
Ci6H1sNsNaO,S,
: B0619043.04

dung cho cac phep thu dinh tinh va dinh luong bang phg)

Intended use: The Secondary Reference Substanc
C0619043.04 is intended to be used in physico
identifications.

II. M6 ta: Bot két tinh mau tring nga.
Description: Off-white crystalline powder.

1L Két qué phén tich: Déi chiéu véi chudh Cefotaximatri USPRS 16 R0O71G0 c6 ham lugng
925 u/mg Cefotaxim, tinh theo chit khan\
Analytical data: The Cefotaxime sodium lot. RO71GO0 was used as Standard and
regarded as 925 u/mg Cefo alculated on the anhydrous basis.

1. Dinh tinh (Identifications)
a. Phd hong ngo

htt hop véi phd hdng ngoai ctia Cefotaxim natri chuén.
Concordant with the infrared absorption spectrum of
Cefotaxime sodium RS.

: Dung
Conformed
c. Phan rng cta ion natri : Dung
Reaction of sodium Conformed
2. pH : 5,55 (dung dich 10 % kl/tt)
5.55 (10 % w/v solution)
3. Géc quay cuc riéng : +60,0° (dung dich 1 % kl/tt, do & 20 °C)
Specific optical rotation +60.0° (1 % w/v solution, measured at 20 °C)

4. Mat khéi luong do lam kho @ 2,2 %
Loss on drying

VKN/BM/20.0 (10) 1/2 Ngay ban hanh: 27/02/2024
Cefotaxim natri SKS: C0619043.04




S. Tap chat lién quan (HPLC)
Related substances

6. Dinh luong (HPLC)

Assay

: Dat
Passed

: 904 ng/mg Cefotaxim (C;6H,7N505S,), tinh theo nguyén

trang. D9 khong dam bao do ma rong U = 2 ug/mg, hé sb
phu k =2 & do tin cdy 95 %.
904 ug/mg Cefotaxime (C15H,7N50:S5), 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. Huéng din sir dung: Khong sdy trude khi ding
Direction for use: Do not dry before use

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