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€1 %% Packaging Size 10K g/ff (drum) & H Quantity i 10Kg
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i _ : . Faintly yellowish
Apprearance  Faintly yellowish to light yellow crystalline powder.
. crystaliine powder.
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Characters | - B, 2. ZMZRE. TP ST S, Sparingly soluble in water,
i R
. slightly soluble in acetic acid and methanel: very slightly soluble in
Solubility 3 : . 3 -
dehydrated alcohol: practically insoluble in acetone. in acetonitrile. in
ethyl acelate, in hexane, and in methylene chloride.
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IR:Contorms to the spectrum of Ciprofloxacin Hydrochloride RS.
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HPLC:The retention time ol the major peak of the Sample solution
correspons to that of the Standard solution. as obtained in the Assay.
C{3) VAR S0 SE T L WY Responds to the tests for chloride.
i pH 3.0~4.5 (0.25mg/ml water) 3.6
K 4 Water i 4 7~6.7% 6.4%
TRIGEEIE Residue on ignition = 0.1% _ 0.03%
ity Al & Sulphate = 0.04% < 0.04%

i 4 [E Heavy metals = 0.002% < 0.002%

SN (TLC)
!_ Limit of fluoroquinolonic acid

= 0.2% < 0.2%

E.(I}

L _JudsHN i 2 <0.2% 0.11%

el (HPLC) ! Ciprofloxacin ethylenadiamine analog ARy LR
Chromatographic purity (2)  LUE A IE Any other single impurity <0.2% 0.08%
i £3) BT 24150 The sum of all impurities =0.5% 0.27%

il (HPLC) fidk it ®, 5 CppH,,FNLO. » HCL 1) 98.0%~ 102.0% T
Assay 98.0% ~ 102.0% {On the anhydrous substance} =
R (1} ZAF Ethanol = 5000ppm 170ppm

SRR iy ; -
2; T&H  Toluene =89%ppm Acri il Mot detecled

Residual solvents

(3) FIEARY Isoamy alcohol = 23500ppm
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Conclusion: Conforms to USP 37 specification for ciprofloxacin hydrochloride
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Pharmacopeia (USP), the Food Chemical Codex (FCC) and of Commission Regulation (EU} No. 231/2012. All analytical methods are in accordance with
the latest requirements of the Ph. Eur., the USP, the FCC or equivalent methods. Test methods are available on request.
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