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Determination of Quality of Norfloxacin and Ofloxacin in Tablets
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Abstract

This is quantitative analysis of norfloxacin and ofloxacin in tablets using High Performance Liquid Chromatography
(HPLC) with stationary phase of C18 and mobile phase of 10mM tetraecthylammonium bromide, 10 mM sodium dodecyl
sulphate in acetonitrile: 25 mM citric acid (45 :55), pH 3.4. Six samples each of norfloxacin and ofloxacin were collected from

drugstores in Khon Kaen, Chiang Rai and Songkhla. The contents of these drugs were found to comply with USP standard of
90-110 % of the labeled amount.
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1.1 Norfloxacin, Working standard

1.2 Ofloxacin, Working standard

1.3 Tetraethylammoniumbromide
(MW 210.16)

1.4 Sodium dodecyl sulphate

1.5 Citric acid anhydrous

1.6 Water
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1.7 Acetonitrile, HPLC grade

1.8 Methanol, AR grade

1.9 2 N Sodium hydroxide
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2.1 High Performance Liquid Chro-
matography (HPLC)
Column : Alltech;Apollo C18 5u;
150 nm. X 4.6 nm.
Pump : Perkin Elmer series 200 Ic
pump
Detector : 785A UV /vis Detector
Integrator : PE NELSON Model 1022
Injector : Rheodyne 7725i ; 20 W
2.2 Microsyringe
2.3 Membrane filter 0.45 Wm filter
2.4 Ultrasonic bath
2.5 pH meter
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Fatiuanmsaneaaeuls mobile phase
wazanzitld TumsieszvimuSanamasen
Ofloxacin @2 Norfloxacin P@

: Mobile phase: 45% aqueous acetonitrile
with 10 mM Tetraethylammonium bromide, 10 mM
Sodium dodecyl sulphate and 25 mM  Citric acid
Togusulvidian pH 3.4

> wave length 275 nm

. Flow rate 1 ml/min

M5 validate 353tAT18Y

3 validate Ya3anzriitatiuiuh 53ms
Jasrziarnisoin lUld3asreviaaad19e0
Norfloxacin 8¢ Ofloxacin #3349 1@8AITINANT
validate MUWITDENG a8

A, MSANIANNTNNUS LuBadun s
FERTNANNYNTUYDIF TAZAENIATFIY
Norfloxacin &g Ofloxacin U peak area

Taan1sLaSauaIT8za1aNINTFIU
Norfloxacin 48% Ofloxacin 5 ANN@WNTY 11U
Sieneimusinalasld HPLC system fagldlums
ez 1d peak area @9 chromatogram 2aN&d13
aranEINaIUaNE Nt qwiaansv
LENANNFUNUS TEWINAN N NI U BN TaT e
WINIFIU LLae peak area YBN chromatogram dNNIT
U oz 2 ﬁﬂwuwaagﬂumswﬁ' 1



KKU Res J 11 (2) : Apr. - Jun. 2006

9. MsANANNTIENRsaNEIeTE
(Precision)

NM3ANMIAN NN EIN59289 8T LAT1E
MelududeIny (within-run precision) TaanSas
§199eaN8NINIFIU Norfloxacin thae Ofloxacin &
AT udIE0N HPLC anudiusuas 5 s
meluTuiiientu Toefi % RSD wasuad peak area
yaeansareInasIuliiu +5 % (597 1)

M3ANMIAN NN EIN59289EILATIET
52U (between-run precision) Taamsiasan
HIVTBNNITIU 5 ANWTNTY MNFIAEA
Wisuisunazasnsieneilunsaziuillunm
5 u Taef % RSD aeuas peak area 289aN5a28NY
wnaspulaiidiu + 5 % (nnd 1)

A. MIANIANNYNEBIYBNITIATIEH
(accuracy)

LOTBNEITATAIBNINTTIUNTNIZWIN
Norfloxacin W8 Ofloxacin MANAIINLINTU
ATBUAINANNLTNIUYBIFITALAIENINTFIY
anaNlunINNIAIZIU 2 andndy Jaas
ATEHENAMNENTUSE 2 A3 INANLRABLEININ
WIAANNITNTUREINTaASIANY (fiBun %
recovery (Gl”l‘i’Nﬁ 1)

1. mafinmanudutumgaiiainse
#57ALN e (LOD) Ltazﬂmmﬂ’uﬁuﬁwqﬂﬁ
dansalglumsmusunals (LoQ)

LOSNTITALAIENINITFIUNTNIZHIN
Norfloxacin 48 Ofloxacin MNANNENGY 1 30
wae 51 pg/ml MmsaassazmeanasgIunayly
WAazAMNENTL ANNERTUST 7 A33 Plot NI
SERITNANNDNTUIDI T BN TTIUNENA UG
standard deviation 2BIULARTANNINIYU YA stan-
dard deviation 284 Blank (SB) leiymﬂ'«gﬂéfml,nu Y

Plot ATWsEWINANUENTUYIEITAZAE
ANOIFIUHENAUAIREEEY peak area TudazaY
WNgu (mg/ml) azle Y, Mngadauny Y 1l
@1 Limit of detection (LOD.) W8z Limit of

N3IATIEARMAINENER uas Offoxacin -~ 151
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Within-day Between-day
y 9 % Recovery
&N FUNITLFUAN T Precision Precision a
q q ae
9%RSD a8 9%RSD a8
Norfloxacin | Y = 130342x — 32876 | 0.9998 0.56 1.66 102.86
Ofloxacin Y = 35953x + 6320 0.9999 0.47 1.79 100.47
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Eﬂﬁ 2 udnalasinlaunsuaas Norfloxacin Wae Ofloxacin: mobile phase: 45% aqueous acetonitrile with
10 mM Tetraethylammonium bromide, 10 mM Sodium dodecyl sulphate and 25 mM Citric acid
Toausulviian pH 3.4, wavelength 275 nm L8z flow rate 1 ml/min





