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Fig.1 Assay procedure of TDX system
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Fig.2 Effect of buffer pH on determination of
gentamicin in urine
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Fig.3 Compurative recovery tests correlsting measured concentration with

target concentration
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Table 2 Recovery test of TDX

Gentamicin Measured Analytical

conc. added n mean recovery
(ug/ml) (ug/ml) (%)
1.00 30 1.03 103.0
4.00 30 4.16 104.0
8.00 30 8.43 105.4
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Table 1 Precision and reproducibility of TDX

. Within-Day variance (n=30) Between-Day variance (n=5)
Gentamicin
conc. added | Mean . RSD' | Mean . RSD*
(ug/ml) | (ug/m) (%) | (ug/mi) (%)
1.00 1.08 0.03 2.5 0.9 0.04 4.3
4.00 116 0.07 1.7 PR 0.15 36
8.00 8.43 0.17 2.0 7.58 0.11 15

* Relative standard deviation
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Table 3 Effect of TDX reagent lot

No. | _Retive standsrd deviation (%)

Re: it lot No.

eeen 1ug/ml | 4 pg/ml | 8 .um/ml
88-526-AZ 17 3.1 2.7
88-795-AZ 2.8 1.3 13
78-307-AZ 18 0.9 2.1

* n=10

Table 4 Effect of age on determination of gentamicin
concentration in urine

Measured value (n=5)"
Age Sex
Mean (ug/ml) RSD (%)
2 Male 4.17 1.5
4 Male 4.10 13
2 Female 4.15 1.3

* Target value is 4 #g/ml
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Fig.4 Effect of urobilin or bilirubin
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Fig.6 Correlation of TDX with bioassay (left) or HPLC (right) for determination
of gentamicin in urine
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DETERMINATION OF GENTAMICIN IN URINE BY
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Determi of 4 iotics (AGs) in urine was investigated.

Though AGs concentration in urine is usually determined by biosssay or HPLC, immunossssy is
considered to be the best method due to its rapidity and convenience. Since determination of AGs
in urine by immunoassay has not been investigated enough, we tried to determine gentamicin(GM),
a kind of AGs, in urine by (TDX)®.  In consequence,
while keeping its accuracy, we could determine GM in urine by the ususl TDX method when the
samples were diluted in the range of determination.

We determined GM in 41 urine samples of 11 patients (infants) by TDX, HPLC and bioassay.
Assay data by TDX agreed closely with those by HPLC and bioassay, and practical use of this
method was confirmed.

As it has become possible to determine urine concentration by TDX, it is easy to use urine con-
centration as a parameter in pharmacokinetics. This data can be utilized as useful information for
administration protocol.




