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CLAIMS 

1. An analysis device for a test liquid containing an

agglutination-based immunological reagent and a component 

to be analyzed, the device comprising: 5 

means (A) that detects a prozone during measurement of 

the component to be analyzed by calculating the initial 

reaction velocity V1 and V1std and determining by using a 

threshold that is set in advance; and 

means (B) that determines a high concentration region 10 

by automatically determining a dilution rate of the test 

liquid by calculating the reaction velocity ratios R and 

Rstd during the measurement. 

2. The analysis device according to claim 1, wherein15 

the means (A) that detects a prozone is detection means 

using an absorbance measurement result in a reaction course 

of the component to be analyzed. 

3. The analysis device according to claim 2, wherein20 

the detection means is detection means that detects a 

prozone by referring to an absorbance measurement result in 

a reaction course of a calibration sample for the component 

to be analyzed that is measured in advance. 

25 

4. The analysis device according to any one of claims

1 to 3, wherein the means (B) that determines a high 

concentration region is determination means that determines 

a dilution rate of the test liquid by using an absorbance 

measurement result in a reaction course of the component to 30 

be analyzed. 
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5. The analysis device according to claim 4, wherein

the determination means is determination means that 

determines a dilution rate of the test liquid by referring 

to an absorbance measurement result in a reaction course of 5 

a calibration sample for the component to be analyzed that 

is measured in advance. 

6. The analysis device according to any one of claims

1 to 5, further comprising means (C) that dilutes the test 10 

liquid at the dilution rate determined by the means (B) 

that determines a high concentration region during the 

measurement. 

7. The analysis device according to any one of claims15 

1 to 6, wherein the component to be analyzed includes a 

tissue-derived component. 

8. An analysis device for a test liquid containing an

agglutination-based immunological reagent and a component 20 

to be analyzed, the device comprising: 

means (A) that detects a prozone during measurement of 

the component to be analyzed by calculating the initial 

reaction velocity V1 and V1std and determining by using a 

threshold that is set in advance; and 25 

means (D) that outputs a concentration of the 

component to be analyzed based on an absorbance measurement 

result in a reaction course of the component to be analyzed 

without accompanied by dilution reexamination. 

30 
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9.  The analysis device according to claim 8, 

comprising the means (D) that outputs a concentration of 

the component to be analyzed using a time at which a 

threshold is exceeded in place of the absorbance 

measurement result in the reaction course. 5 

10.  The analysis device according to claim 8, 

comprising the means (D) that conducts nonlinear fitting 

for absorbance measurement result (y) and reaction time (x) 

in the reaction course, extracts a parameter, and outputs a 10 

concentration of the component to be analyzed. 

11. The analysis device according to claim 10,

comprising the means (D) that outputs a concentration of 

the component to be analyzed, 15 

wherein the nonlinear fitting uses a cumulative 

distribution function, or a function obtained by adding one 

or both of a constant of proportionality and a constant 

term to a cumulative distribution function. 

20 

12. The analysis device according to claim 11,

comprising the means (D) that outputs a concentration of 

the component to be analyzed using a mode of a probability 

density function obtained by differentiating the cumulative 

distribution function as a parameter. 25 

13. The analysis device according to claim 11,

comprising the means (D) that outputs a concentration of 

the component to be analyzed, 

wherein the cumulative distribution function uses any 30 

one of normal distribution, exponential distribution, 
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binomial distribution, logistic distribution, and gamma 

distribution. 

14. An analysis method for a test liquid containing

an agglutination-based immunological reagent and a 5 

component to be analyzed, the method comprising: 

a step (a) that detects a prozone during measurement 

of the component to be analyzed by calculating the initial 

reaction velocity V1 and V1std and determining by using a 

threshold that is set in advance; and 10 

a step (b) that determines a high concentration region 

by automatically determining a dilution rate of the test 

liquid by calculating the reaction velocity ratios R and 

Rstd during the measurement. 

15 

15. The analysis method according to claim 14,

wherein in the step (a) that detects a prozone, a prozone 

detection is conducted using an absorbance measurement 

result in a reaction course of the component to be analyzed. 

20 

16. The analysis method according to claim 15,

wherein in the step (a) that detects a prozone, a prozone 

is detected by referring to an absorbance measurement 

result in a reaction course of a calibration sample for the 

component to be analyzed that is measured in advance. 25 

17. The analysis method according to any one of

claims 14 to 16, wherein in the step (b) that determines a 

high concentration region, a dilution rate of the test 

liquid is determined by using an absorbance measurement 30 

result in a reaction course of the component to be analyzed. 
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18. The analysis method according to claim 17,

wherein in the step (b) that determines a high 

concentration region, a dilution rate of the test liquid is 

determined by referring to an absorbance measurement result 5 

in a reaction course of a calibration sample for the 

component to be analyzed that is measured in advance. 

19. The analysis method according to any one of

claims 14 to 18, further comprising a step (c) that dilutes 10 

the test liquid at the dilution rate determined by the step 

(b) that determines a high concentration region during the

measurement. 

20. The analysis method according to any one of15 

claims 14 to 19, wherein the component to be analyzed 

includes a tissue-derived component. 

21. An analysis method for a test liquid containing

an agglutination-based immunological reagent and a 20 

component to be analyzed, the method comprising: 

a step (a) that detects a prozone during measurement 

of the component to be analyzed by calculating the initial 

reaction velocity V1 and V1std and determining by using a 

threshold that is set in advance; and 25 

a step (d) that outputs a concentration of the 

component to be analyzed based on an absorbance measurement 

result in a reaction course of the component to be analyzed 

without accompanied by dilution reexamination. 

30 
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22. The analysis method according to claim 21,

comprising the step (d) that outputs a concentration of the 

component to be analyzed using a time at which a threshold 

is exceeded in place of the absorbance measurement result 

in the reaction course. 5 

23. The analysis method according to claim 21,

comprising the step (d) that conducts nonlinear fitting for 

absorbance measurement result (y) and reaction time (x) in 

the reaction course, extracts a parameter, and outputs a 10 

concentration of the component to be analyzed. 

24. The analysis method according to claim 23,

comprising the step (d) that outputs a concentration of the 

component to be analyzed, 15 

wherein the nonlinear fitting uses a cumulative 

distribution function, or a function obtained by adding one 

or both of a constant of proportionality and a constant 

term to a cumulative distribution function. 

20 

25. The analysis method according to claim 24,

comprising the step (d) that outputs a concentration of the 

component to be analyzed using a mode of a probability 

density function obtained by differentiating the cumulative 

distribution function as a parameter. 25 

26. The analysis method according to claim 24,

comprising the step (d) that outputs a concentration of the 

component to be analyzed, 

wherein the cumulative distribution function uses any 30 

one of normal distribution, exponential distribution, 
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binomial distribution, logistic distribution, and gamma 

distribution. 

27. A dilution device for a test liquid containing an

agglutination-based immunological reagent and a component 5 

to be analyzed, the device comprising: 

means (A) that detects a prozone during measurement of 

the component to be analyzed by calculating the initial 

reaction velocity V1 and V1std and determining by using a 

threshold that is set in advance; 10 

means (B) that determines a high concentration region 

by automatically determining a dilution rate of the test 

liquid by calculating the reaction velocity ratios R and 

Rstd during the measurement; and 

means (C) that dilutes the test liquid at the dilution 15 

rate determined by the means (B) that determines a high 

concentration region. 

28. A dilution method for a test liquid containing an

agglutination-based immunological reagent and a component 20 

to be analyzed, the method comprising: 

a step (a) that detects a prozone during measurement 

of the component to be analyzed by calculating the initial 

reaction velocity V1 and V1std and determining by using a 

threshold that is set in advance; 25 

a step (b) that determines a high concentration region 

by automatically determining a dilution rate of the test 

liquid by calculating the reaction velocity ratios R and 

Rstd during the measurement; and 
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a step (c) that dilutes the test liquid at the 

dilution rate determined by the step (b) that determines a 

high concentration region. 

29. The analysis device according to any one of 5 

claims 1 to 13, wherein during the measurement means the 

period between the start of the reaction between the 

component to be analyzed and the immunological reagent and 

the end of the reaction. 

10 

30. The analysis method according to any one of

claims 14 to 26, wherein during the measurement means the 

period between the start of the reaction between the 

component to be analyzed and the immunological reagent and 

the end of the reaction. 15 
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