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CHUNG CHI PHAN TiCH
Certificate of Analysis

CHUAN DPOI CHIEU THU CAP
Secondary Reference Substance

LEVOFLOXACIN
C 1 8H2()FN3O4. l/21{20

I.  Muc dich sir dung: Chuin dbi chiéu thar qép Levofloxacin SKS
cho céac phép thir dinh tinh va dinh lugng bang phuon
Intended use: The Secondary Reference Substance L
intended to be used in physicochemical analysis for as
II.
II1.
Analytical data: The Levofloxacin USPR . RO7580 was used as Standard and
regarded as 0.973 mg/mg C FN;Oy, calculated on the as is basis.
1. DPinh tinh (1@{1‘60{11’0
a. Phd hong ngoaj UWhop véi phd hong ngoai cua Levofloxacin chudn.
Concordant with the infrared absorption spectrum of
Levofloxacin RS.
: Dang
Conformed
2. Goc quay cuc riéng : -98,66° (dung dich 0,5 % kl/tt trong methanol, do & 20 °C)
Specific optical rotation -98.66° (0.5 % w/v solution in methanol, measured at 20 °C)
3. Cén sau nung : 0,03 %
Residue on ignition
4. Nudc (KF) 2 2,7%
Water
5. Tap ddng phan dbi quang : Khong phat hién
Enantiomeric purity (HPLC)  Not detected
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6. Tap chét lién quan : Tap A: 0,06 %

Related substances (HPLC) Tap B: Khong phat hién
Tung tap khac <0,10 %
Téng tap: 0,29 %
Related compund A: 0.06 %
Related compound B: Not detected
Any other impurity < 0.10 %
Total impurities: 0.29 %

7. Dinh lugng (HPLC) 0 97,0 % CigHFN304, tinh theo nguyén trang.
Assay D6 khong dam bao do mé rong U = 0,2 %, hé sé phu
k=2 & dj tin cay 95 %.
97.0 % CisHFN3Qy, calculated on the “as is” basis.
Expanded uncertainty of the certified value U = (.2 %,

using a coverage factor k = 2 at level of confidence
approximately 95 %.

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

V. Bio quin: Nhiét d6 2 - 8 °C, tranh 4nh sang.
Storage: Keep container protected from light, preferably at the temperature Jrom2-8°C.
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