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Content deter mination of Ofloxacin Ephedrine nose drops

LIU Ying,QUI Chun - ying
( Henan Provindia Ingtitute for Drug Contrd , Zhengzhou 450003, China)

Abgract : OBJECTIVE To determine the content of C(floxacin Bphedrine nose drops. METHODS  HR.C method was adopted to determine
C(floxacin and Ephedrine smutaneoudy. The anaytical oolumn was Alltech Alltima Cys (250 mm x 4. 6mm 54 m) with column tenperature of
35 ,mobile phase condsed of 0.05 nol-L ™ ammorium acetate olution (pH 4. 0) - acetonitrile (85 15) flow rate of 1.0 m- min™ * and
detection wavelength a 254 nm.  The detection senstivity was 0. 1 AUFS and the injected volume was 20p |. RESUL TS The cdibration curve
for Cfloxacin was linear within the rangeof 1.50 g-m " 10 0. 75 mg-m ™ *(r =0.9999) and the average recovery was 101. 2 %. The cdlibrar
tion curve for Ephedrine was linear within the range of 5Ug-m ™~ *to 2.5 mg-m ~(r=0.9999) and the average recovery was 101. 4 % with
RSD of 0.5%. CONCL USION The method is snple ,rapid ,accurate and reproducible ,and can be used for the drug control.
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) ) ) ( 3.84, 3.0m, 1x
10°m pH 4.0) - (85 15) ; 1.0
1 m-mn *; 254 nm; 0.1
AUFS, 20 |
1.1 1.2.2
Weters 2695 - 2996 Epower ,
( Waters ) 0.3mgm ' 1.0mgm*? , 20
( ) bl , , 295 nm
( , : 031229 , 257 nm ,
040128 040302) ; (Merck ) ; 256 nm (1
1.2 , 254 nm
1.2.1 Alltech Alltima Cyg (54 m,250
au = \ au B o —
0404 5 0.40% - A 040 f\i
n_znil ?c: / l." 0.0 | E /SE\ 0.20 j |
;“,(LA / "\‘ - }Ih / -\.\ / k\. - i \ f: AR
ooo ' 0,00 i ", 0.00 e
‘ B e e T . |"”" a
025000 30000 35000 0 2500 30000 350.00 0 2500 30000  350.00
Al nm
1 HRLC (A) (B (O
Figl DDA spectrafor Ofloxacin (A) , Ephedrine ( B) and impurity( C) in HPLC duate
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Table 1  The influcence o mobile phase pH o the HPL C chromatogram
) 0.3 1.0mg m- 1 d Ephedrine and Ofloxacin
Retention time/ min Rate count/ n
, 20M1, pH : Sl _ Resl ution _ _
0.05 mol-L - 1 ( 3.8 g, Ephedrine  Cfloxacin Ephedrine  C(floxacin
7 35 4.7 7.7 9.7 5.529 x 10° 6. 656 x 10°
3.0m, 1x10°m pH 4.0) - 40 48 8.5 1.5 5.537 x 10° 7.388 x 10°
(85 15) , pH 45 5.0 9.3 8.7 2.236 x10° 5.623 x 10°
pH
, pH 1 1
H L
P , 0.05mol-L *( 2
: pH (4.5) )
(3' 5) ' ; Table 2 The influcences o salt concentration in the mobile phase on
pH4.0 , the HPL C chromatogram of Ephedrine and Ofloxacin
y Qoncentrationof st Retention time/ min Pate count/ n
in bufer wlution/ Rewlution
pH 4.0( 1 nol-L- L Ephedrine  Offoxacin Ephediine  Ofloxacin
1.2.4 0.01 4.8 8.9 12.1 5.123 x 10% 7.361 x 103
“ 1.3 0.05 4.9 9.4 12.7 4.555 %103 7.870 x 103
ne ’ ’ 0.02 4.6 9.3 8.7 1.637 x 103 3.624 x10°
; 1.2.5
) ; 0.05 ) )
mol-L°Y |
, pH , , (25%) , ;
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Fig2 HPLC chromatograms o Ephedrine and Ofloxacin of being de-
Table 3  The contents of Ofloxacin Ephedrine nose drops( labeed
composed by sodium hydroxide ( A) , tet sample ( B) and
amount %)
excipents( C)
Batch No. Ephedrine Cfloxacin
1.2.7 ! 031229 106.4 % 99.3%
0.005 0.025 040128 106.8 % 99.4%
0.250 0.500 1.000 1.500 2.500 mg-L " !; 010302 107. 1% 4%
1.5 7.5 75.0 150.0 300.0 450.0 750.0pg-L"*
2001, , 2
, DY =3.6626 x 10°X +
2.4750 x 10° (r = 0. 9999) : Y = 14724 x 1°X + , M HR.C
7.2142 x 10*(r = 0. 9999) , " '
1.2.8 31,
41.1 ng 3.8ng; 10 1, ' '
137.0 12.5 ' ’
g g TIANHE Kromasl™ Cis  Alltech All-
1.2.9 “1.2.1 , .
tima Cg )
5 1
RSD 0.2% 0.2%
1.2.10 3 ,
“1.2.1” 3 , _
RSD 0.2% 0.1% 0.2 %); (1] : [S].
0.3% 0.2% 0.9%(n=3) ,2000. 712
“ ” [2] ! : HR.C
1.2.11 1.2.1 (0.3 [9]. 2001 21(2) :132
1.0mg-m™ 1), 01358h, 12005 - 01



