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CEFADROXIL MONOHYDRAT
C16H17N3O5S.H20

0317190.03 duoc st dung cho cac phép thir di
phan tich hoa ly.

Intended use: The Vietnamese Phar,
monohydrate Control No. 0317190.

I. Muc dich sit dung: Chuin Dugc dién Viét Ipm
A

- II. Mo ta: Bot mau tréng hodc gén n

hanh song~song vé&i chudn Cefadroxil USPRS Lot.
o C16H17N305S, tinh theo nguyén trang.

: Tring v6i phd hdng ngoai ctia Cefadroxil chuén.
Concordant with infrared absorption spectrum
of Cefadroxil RS.

: 5,07 (dung dich 5% kl/tt)
5.07 (5 % w/v solution)

3. Géc quay cuc riéng : + 172,6° (tinh theo chit khan)
Specific optical rotation + 172.6° (caculated on the anhydrous basis)
4. Tro sulfat £ 0,04 %
Sulfated ash
5. N,N-Dimethylanilin (GC) : Khong phét hién
Not detected
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6. Ham luong nude (KF) 0 5,10 %
Water

7. Tap chét lién quan (HPLC) : Tap A: 0,03 %
Related substances Céc tap khac < 0,11 %

8. Dinh lugng (HPLC)
Assay

Téng tap: 0,45 %
Impurity A: 0.03 %

Other impurities <0.11 %
Total impurities.: 0.45 %

1 94,32 % C6H7N3058, tinh theo nguyén trang

D khong dam bao do md rong U =+ 0,15 % véi
h¢ s6 phi k =2 ¢ do tin cay 95 %.
94.32 % C,4sH;7N305S, calculated on the “as is”
basis. Expanded uncertainty of the certified
value U= #0.15 % using a coverage factor k =
2 at level of confidence approximately 95 %,

IV. Huéng din sir dyng: Khong sy trudce khi dung
Direction for use: Do not dry before use

V. Bdo qudn: Nhiét d6 tir 2 — 8 °C, trdnh 4nh sang.
Storage: Keep container protected from light, preferably at the temperature from 2- 8 °C.
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