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Substanz Kreuzreaktion 

Aldosteron 100% 
Progesteron 0,0004% 
Testosteron 0,0005% 
Corticosteron 0,002% 
Cortisol 0,00007% 
Östron 0,00002% 
Östradiol 0,00004% 
Östriol 0,00003% 
5α-Dihydroaldosteron 14,1% 
3α,5ß-Tetrahydroaldosteron 1,1% 
Dexamethason 0,00005% 

 
 
6.   Einfluß verschiedener Probenmaterialen 
Sowohl Serum als auch Plasma (mit Heparin, EDTA oder Zitrat als 
Antikoagulantien) können in diesen Assay eingesetzt werden und 
ergeben identische Werte. 
 
 
 
 

ENGLISH 
 
FOR IN VITRO DIAGNOSTIC USE ONLY 
 
R-EY-125 125 Determinations 
 
1. INTENDED USE 
 
The Aldosterone MaiaZen Kit has been designed for the quantitative 
determination of Aldosterone in human serum, plasma or urine 
samples. 
The kit can be used over the standard curve range 25 - 2500 pg/ml 
without dilution. 
 
 
2. EXPLANATION OF THE TEST 
 
Aldosterone is a steroid hormone having a molecular weight 360.4 
Dalton. It is produced by the zona glomerulosa of adrenal cortex. It 
circulates in blood stream either as free hormone or as bound to carrier 
proteins. It is metabolised by liver and kidney; in the urine the main 
metabolites as 18- oxoglucuronides, tetrahydroaldosterone-
monoglucuronides are excreted. Aldosterone is named mineralcorticoid 
hormone because it regulates electrolytes balance, acting on renal 
cells. 
Through a receptor in the renal tubular cells, aldosterone acts on 
reabsorption of sodium and chloride as well as on secretion of 
potassium. Sodium reabsorption is associated, by means of ADH 
effects, with water reabsorption and concomitant increase of the 
volume of extra cellular fluids. Aldosterone secretion is regulated by 
several factors. Particularly reninangiotensin system is the main 
mechanism of regulation because it acts on biosynthetic pathway, by 
converting cholesterol into pregnenolone and corticosterone into 
aldosterone. Moreover it determines a negative feed-back so that a 
blood or extra cellular fluid fall increases renin production and by 
means of angiotensin II an increased aldosterone secretion is reached. 
AIdosterone restores the normal volumes of extra cellular fluids 
increasing sodium and water reabsorption. Potassium concentration 
affects aldosterone production; in fact by negative feed-back an 
increase of potassium leads to aldosterone release, with concomitant 
increased potassium excretion. ACTH (adrenocorticotropin hormone) 
produced by pituitary gland exerts a stimulation on aldosterone 
production, also inducing the episodic secretion of aldosterone. 
Several conditions such as, supine or upright position, sodium intake 
and the age can influence plasmatic aldosterone levels. Clinical 
significance of aldosterone assay resides on the study of some 
pathologies involving hyper/hypo secretion of aldosterone. 
Primary aldosteronism  (primary adrenal disease) can by caused by: 
- adenoma or carcinoma of adrenal glands. 
- bilateral hyperplasia. 
Differential diagnosis between the two kinds of syndromes can be 
performed by measuring in vein blood aldosterone as well as renin and 
cortisol either in upright or in supine position. In hyperplasia 
aldosterone increases in upright position, whereas in adenoma or 
carcinoma it does not. 
Secondary hyperaldosteronism  is generally caused by an 
hyperreninism, or, more seldom, by ACTH overproduction, and by a 
reduced metabolic clearance (hepatic cyrrosis, cardiac failure). 
Primary hypoaldosteronism can be due to Addison’s disease, whereas 
secondary hypoaldosteronism to potassium depletion, ACTH 
deficiency, hyporeninism with or without hypertension. 
Aldosterone assay can be performed either in serum or in urine 
samples. Owing to the rapid catabolism, serum assay is suggested 
when acute variations or circadian rhythm have to be pointed out. 24 
hours urine assay reflects the whole secretory situation more closely. 
 
 

3. PRINCIPLE OF THE METHOD 
 
The Aldosterone MaiaZen procedures is based on the competitive 
binding principles of radioimmunoassay described by Yalow and 
Berson. 
Aldosterone (unlabelled antigen) in serum samples, standards or 
control (A) competes with Aldosterone I125 (B) (labelled antigen) for a 
limited number of aldosterone antibody sites (C). The amount of 
aldosterone I125 bound by the antibody is inversely proportional to the 
amount of aldosterone present in the sample, standard or control. To 
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facilitate the separation of the bound and free fractions of labelled 
aldosterone, a second antibody (D) (covalently bound to a magnetic 
particle) capable of binding the aldosterone antibody is added to the 
reaction mixture. The bound fraction is sedimented in a magnetic field, 
eliminating the need for centrifugation. The concentration of antigen is 
inversely proportional to the radioactivity bound to the Separation 
Reagent. 
By measuring the bound fraction (Separation Reagent pellet) of each 
standard, sample and control in a gamma counter calibrated to detect 
125-iodine, the concentration of aldosterone in the samples and 
controls can be determined. 
 
 
4. REAGENTS  
 
Do not interchange reagent from different kit lots.  Lot numbers of 
reagents should be as stated on the “Certificate of  Analysis”. Do 
not use kit components beyond their expiration date .  
The Aldosterone MaiaZen kit contains sufficient reagents for 125 tubes, 
or approximately 52 patient samples assayed in duplicate. On receipt, 
store the kit at 2…8°C, until the expiration date p rinted on the label. 
 
1. Aldosterone MaiaZen Tracer, 1 vial. 
13 ml per vial. The vial contains I125-labelled Aldosterone derivative in 
phosphate buffer with bovine serum albumin. Max radioactivity: 170 
kBq per vial. The reagent is ready to use, allow the reagent to reach 
temperature (18°C÷25°C) and mix thoroughly by gentl e inversion 
avoiding foam before use. Store at 2…8°C until the expiration date 
printed on the vial label. 
 
2. Aldosterone MaiaZen Calibrators, 6 vials  
The vials contain respectively: 0 – 25 – 80 – 250 – 800 – 2500 pg/ml (0 
– 0.069 – 0.222 – 0.692 – 2.216 – 6.925 nmol/l) of aldosterone in 
human serum matrix with bovine serum albumin and sodium azide, 
<0.1% w/w. 1 ml for the Zero standard, 0.5 ml for each of the remaining 
standards. Ready to use. Store at 2…8°C until the e xpiration date 
printed on the vial label. 
 
3. Aldosterone MaiaZen Antiserum, 1 vial  
The vial contains rabbit anti-aldosterone in aqueous solution, bovine 
serum albumin and sodium azide <0.1% w/w. 12.5 ml. Ready to use. 
Store at 2…8°C until the expiration date printed on  the vial label. 
 
4. Aldosterone MaiaZen Separation Reagent, 2 vials 
The vial contains goat anti-rabbit gammaglobulins coupled to magnetic 
particles in Tris buffer with bovine serum albumin and sodium azide 
<0.1% w/w. 62.5 ml. The suspension is ready to use. Mix thoroughly, 
but gently, to ensure the magnetic particles are in uniform suspension. 
Do not use a magnetic stirrer. Store at 2…8°C until  the expiration date 
printed on the vial label. 
DO NOT FREEZE. 
 
5. Aldosterone MaiaZen Diluent, 1 vial 
The vial contains lyophilized human serum matrix with sodium azide 
<0.1% w/w. 6.5 ml after reconstitution. Reconstitute the content of the 
vial with 6.5 ml distilled water. Mix gently before use. Avoid foaming. 
After reconstitution store at 2…8°C up to 3 days or  at -20°C for longer 
period up to expire date. Avoid repeating freezing and thawing. 
 
6. Serotest S, 1 vial  
The vial contains lyophilized control serum containing human serum with 
sodium azide, <0.1% w/w. 1 mI after reconstitution. Reconstitute the 
contents of the vial with 1.0 ml distilled or deionized water. Mix gently 
before use. Avoid foaming. After reconstitution store at 2…8°C up to 2 
days or aliquot and store at -20°C or below up to 9 0 days. 
 
7. Indications of Reagent Deterioration 

1. Moisture in the lyophilized Reagents. 
2. Aggregation of magnetic particles in the Separation Reagent. 

 
 
5. WARNING AND PRECAUTIONS FOR USERS 
 
For In Vitro diagnostic use. 
Only experienced laboratory personnel should use th is test and 
handling should be in agreement with GLP. 
Radioactive Material - Not for Internal or External  Use in Humans 
or Animals. 
This radioactive material may be received, acquired, possessed, and 
used only by physicians, clinical laboratories or hospitals and only for in 

vitro clinical or laboratory tests not involving internal or external 
administration of the material, or the radiation there from to human 
beings or animals. Its receipt, acquisition, possession, use and transfer 
are subject to the regulations of each country. 
Physical characteristics of 125I : see end of instructions 
 
1. Safety Precautions: The following precautions should be 

observed in handling radioactive material: 
o Store radioactive materials in a designated area. 
o Do not eat, drink, smoke or apply cosmetics where 

radioactive materials are being handled. 
o Do not pipette by mouth. 
o Wear gloves when handling radioactive materials and wash 

hands thoroughly afterwards. 
o Cover working area with disposable absorbent paper. 
o Wipe up all spills immediately and thoroughly and dispose of 

the contaminated materials as radioactive waste. 
o Dispose of the liquid radioactive waste into the sanitary 

sewage system if permitted by the local regulations. 
 
2. Chemical Hazard - Sodium Azide (NaN3) Warning: Some of the 

reagents in this kit contain sodium azide as a preservative. For all 
such reagents, the concentration of sodium azide is <0.2%. 
Sodium azide may react with lead and copper plumbing to form 
explosive metal azides. Dispose of all non radioactive reagents by 
flushing with large amounts of water through the plumbing system. 
Risk Phrases  
R 21/22 Harmful in contact with skin and if swallowed. 
Safety Phrases  
S-26  In case of contact with eyes, rinse immediately with plenty 

of water and seek medical advice. 
S-28.1 After contact with skin, wash immediately with plenty of 

water. 
S-46  If swallowed seek medical advice immediately and show the 

container or label. 
 
3. WARNING:  Potential Biohazardous Material: This kit contains 

some reagents made with human serum or plasma.  The serum or 
plasma used has been tested by and FDA-approved method and 
found to be non-reactive for HIV-1/2 Antibodies, HCV and HBsAg.  
Because no method can offer complete assurance that HIV-1/2, 
HCV, HBsAg or other infectious agents are absent, these reagents 
should be handled at the Biosafety Level 2 as recommended for 
any potentially infectious human serum or blood specimen in the 
Centers for Disease Control/National Institutes of Health manual 
“Biosafety in Microbiological and Biomedical Laboratories,” 3rd 
Edition, 1993. 

 
 
6. SPECIMEN COLLECTION AND STORAGE 
 
1. Serum 
Collect 5 ml of venous blood in a glass tube without additives. Allow to 
clot at room temperature. Centrifuge, separate the serum fraction, and 
store. 
 
2. Plasma 
Collect 5 ml of venous blood in a glass or plastic tube containing 
heparin, EDTA or citrate as an anticoagulant. Centrifuge, separate the 
plasma fraction, and store. 
 
3. Serum and Plasma dilutions 
The samples can be assayed undiluted. If you decide to carry out a 
dilution, this can be performed with the Aldosterone MaiaZen Diluent 
supplied with the kit. 
 
4. Urine 
Collect 24 hours urine, record the volume expressed in litres, reserve 
an aliquot (10-20 ml) and store at -20°C until the assay. 
Acid hydrolysis - Procedure (A): 

- Pipette 0.02 ml  of urine into a conical glass tube: 
- Add 0.02 ml  of 0.5 N HCI. 
- Mix on vortex. 
- Cap the tubes with polyethylene stoppers. 
- Incubate for 20 hours at 30°C in water bath . 
- At the end of incubation remove the stoppers and 

add into all tubes 1.0 ml  of Aldosterone MaiaZen 
Diluent (1:52 dilution). 

- Mix on vortex. 
- Pipette 0.05 ml  of diluted urine into test tubes and 

follow the Assay Procedure (Section 7.4). 
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Acid hydrolysis - Procedure (B): 
- Pipette 0.1 ml  of urine into a conical glass tube: 
- Add 0.1 ml  of HCl 0.5 N. 
- Mix on vortex. 
- Cap the tubes with polyethylene stoppers. 
- Incubate for 20 hours at 30°C in water bath . 
- At the end of incubation remove the stoppers and 

pipette 0.02 ml  of hydrolysed urine into a glass 
tube. 

- Add into 0.5 ml  of Aldosterone MaiaZen Diluent 
(1:52 dilution). 

- Mix on vortex. 
- Pipette 0.05 ml  of diluted urine into test tubes and 

follow the Assay Procedure (Section 7.4). 
 
5. Storage 
Serum, plasma and urine specimens are stable up to 24 hours at 
2…8°C. For longer storage, aliquot and store at -20 °C for up to 90 
days. If after thawing the sample is turbid, we suggest to centrifuge it 
before the assay. Avoid repeated freezing and thawing. 
 
6. Known Interferences 
Grossly haemolysed or lipemic samples. 
Contamination of the sample or tube with I125 or other radioisotopes 
 
 
7. ASSAY PROCEDURE 
 
1. Materials Provided 
The Aldosterone MaiaZen kit is sufficient for 125 tubes and contains 
the following reagents: 

Reagent  Number 

Aldosterone MaiaZen Tracer 1 vial 

Aldosterone MaiaZen Standards 6 vials 

Aldosterone MaiaZen Antiserum 1 vial 

Aldosterone MaiaZen Separation 
Reagent 

2 vials 

Aldosterone MaiaZen Diluent 1 vial 

Serotest S 1 vial 

 
2. Materials And Equipment Required But Not Provide d 

• Distilled or deionized water; 
• Plastic test tubes (about 1 x 7 cm); 
• Precision 0.05 and 0.1 ml pipettors with disposable tips; 
• Multi-Vortex; 
• Magnetic Separator and rack; 
• Gamma-Counter; 
• Water-bath at 30°C for urinary assay; 
• Conical glass tubes for urinary assay; 
• HCl 0.5 N for urinary assay. 

 
3. Preparation for Assay 
For each assay, prepare the following groups of coated tubes and 
place in a rack: 

• 2 tubes for Zero Standard; 
• 2 tubes for each standard concentration; 
• 2 tubes for each serum, plasma and control. 

Allow reagents to warm to room temperature (18°C÷25 °C) and mix 
gently before using. Set water bath to 37°C ± 1°C. 
 
4. Pipetting and incubation steps 

1. Pipette 0.05 ml  of Zero Standard into the duplicate “zero” 
tubes and 0.05 ml  of the remaining Standards, samples and 
controls into the appropriately labelled tubes in duplicate. 

2. Pipette 0.1 ml  of distilled water into NSB tubes. 
3. Dispense 0.1 ml  of Aldosterone Mafia Tracer into each tube. 
4. Dispense 0.1 ml  of Aldosterone MaiaZen Antiserum into 

each tube except NSB and total radioactivity tubes. 
Procedural note: fast and accurate dispensing of all reagents 
using a precision repeating dispenser is critical to assure 
good assay performance. 

5. Cover the rack with plastic film. Gently vortex-mix all the 
tubes using a multivortex. Alternatively shake the entire rack 
using a side-to-side motion. Procedural note: gentle but 
complete and simultaneous mixing is critical to assure good 
assay performance. 

6. Incubate the rack of tubes for 60 minutes in a 37°C  water 
bath. 

7. Dispense 1.0 ml  of thoroughly mixed Aldosterone MaiaZen 
Separation Reagent into each tube, including the Zero 
Standard tubes, except total radioactivity tubes. Procedural 
notes: 

- Do not use a magnetic stirrer to mix the 
suspension. 

- The magnetic antibody suspension must be 
thoroughly mixed before use to ensure a uniform 
suspension of magnetic particles. After pipetting 
into every 10 to 20 tubes, swirl the vial. 

- Separation Reagent addition should be completed 
within 5 minutes  from start to finish. 

8. Cover the tubes. Gently vortex-mix the rack using a multi- 
vortex. Alternatively, shake the entire rack using a side to- 
side motion. Procedural note: gentle but complete and 
simultaneous mixing is critical to assure good assay 
performance. 

9. Incubate the rack of tubes for 10 minutes at room 
temperature . 

10. Slide the rack of tubes into the Magnetic Separator and allow 
the particles to sediment magnetically for 10 minutes . Make 
sure all tubes are in contact with the surface of separator. 
Note: remove total tubes from the rack. 

11. Decant the supernatant from all tubes in the rack by inverting 
the Separator in one large, slow circular movement. Place 
the inverted Separator on absorbent paper and hit the base 
of the Separator firmly several time to dislodge any droplets 
of liquid adhering to the sides of the tubes Procedural note: a 
significant loss of black magnetic particles indicates incorrect 
decanting technique. 

12. Count each tube for 60 seconds  in a gamma-counter 
calibrated to detect I125. 

 
5. Conversion Factor 
Conversion to nmol/I concentration units is: 
 nmol/l = pg/ml x 2.77 x 10-3. 
 
6. Quality Control 
Values for Serotest Control Serum and other control sera should fall 
within the confidence range established in each laboratory. Control 
ranges obtained in our laboratory are printed on the “Certificate of 
Analysis” which supplied each kit. 
 
 
8. CALCULATIONS AND RESULTS 
 
NSB mean counts may be subtracted from all mean counts except 
from total radioactivity. 
B0 mean counts are used to calculate the % binding in absence of cold 
antigen (maximum binding). 

B0 mean counts 

Total radioactivity mean counts 
x 100= % binding 

% relative binding of standard and samples is calculated with the 
following formula: 

Mean counts (standard, sample or 
Serotest) 

B0 mean counts 

x 100=% relative 
binding 

Draw the dose-response curve by plotting the % relative binding of 
each standard (y axis) against the relative concentration (x axis) using 
semilogaritmic paper. By interpolating on the standard curve the % 
relative binding of each sample, one obtains the sample antigen 
concentration in pg/ml. For diluted samples it is necessary to multiply 
the value read on standard curve by dilution factor. 
For data computerization we suggest to refer to bibliography (8, 9). The 
user can choose, according to assay characteristic, the calculation 
method and the graphic expression which allows the best data 
treatment. 
In order to obtain the urinary aldosterone values expressed in µg/24 
hours use the following formula:  
value read on standard curve (pg/ml) x 52 x 24 hours diuresis (in 
litres) x 10-3 = µg/24 hours. 
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Example of Calculation - Representative Standard Cu rve  

Tube Mean 
cpm 

B/B0 
% 

B/BT 
% 

Concentration 
(pg/ml) 

Total 
Radioactivity 57937 - - - 

NSB  1062 - 1.8 - 
B0 0 pg/ml 28189 - 48.7 - 
St1 25 pg/ml 26609 94.2 - - 
St2 80 pg/ml 22622 79.5 - - 

St3 250 
pg/ml 17189 59.6 - - 

St4 800 
pg/ml 

10479 34.9 - - 

St5 2500 
pg/ml 

5301 15.9 - - 

Sample 1 22151 77.8 - 89.6 
Sample 2 17695 61.4 - 227.9 

The data presented are for demonstration purpose only and must not 
be used in place of data generated at the time of each assay. 
 
 
9. LIMITATIONS 
 
For diagnostic purposes only, Aldosterone values should be used as 
an adjunct to other data available to the physician. 
Procedural directions must be followed exactly and careful techniques 
must be used to obtain valid results. Any modification of the procedure 
is likely to alter the results. Assays from different manufactures may 
well provide different results due to differences in testing techniques. 
Results from different kits therefore are not interchangeable and for 
valid sequential analysis, the same manufacturer’s kits must be used 
throughout. For this reason assay results reported to the physician 
should always include manufacturer’s name and type of kit used. In 
order to obtain a good precision we suggest to mix the reaction mixture 
well in the tubes, better if using Vortex, after adding the magnetic 
suspension. 
 
 
10. EXPECTED VALUES 
 
 
Normal Subjects Plasma (pg/ml) Urine ( µg/24 hours) 
Upright position 70 - 350  
Supine position 12 - 150 3 - 15 
The values given are indicative only and may differ from other 
published data. 
It is recommended that each laboratory establishes its own reference 
range. 
 
 
11. PERFORMANCE CHARACTERISTICS 
 
1. Accuracy 
Recovery studies were performed by adding aldosterone to pooled 
serum samples. Aldosterone values were determined before and after 
addition, and the % recovery of added aldosterone calculated. 

Sample 
Aldosterone 

added 
(pg/ml) 

Aldosterone 
measured 

(pg/ml) 

% 
recovery 

1 

0.00 
68.75 
135.50 
275.00 
550.00 

1100.00 

151.90 
224.90 
292.20 
449.20 
746.50 

1331.40 

- 
106.20 
102.00 
108.10 
108.10 
107.20 

2 

0.00 
68.75 
135.50 
275.00 
550.00 

1100.00 

60.20 
128.80 
189.40 
308.60 
580.60 

1163.00 

- 
99.80 
95.30 
90.30 
94.60 

100.20 

3 

0.00 
68.75 
135.50 
275.00 
550.00 

1100.00 

284.00 
355.50 
420.20 
554.00 
833.00 

1452.00 

- 
104.00 
99.00 
98.20 
99.80 

106.20 
 

2. Dilution 
In a dilution study, serum samples were diluted in the Aldosterone 
MaiaZen Diluent. The % recovery determined are shown below: 

 

Serum 
sample Dilution factor Aldosterone* 

measured (pg/ml) 
% 

recovery 

1 

- 
2 
4 
8 

16 

282.00 
144.50 
80.10 
49.70 
33.90 

- 
97.31 
97.98 

102.74 
106.98 

2 

- 
2 
4 
8 

16 

216.50 
107.90 
59.30 
43.20 
27.20 

- 
93.22 
90.71 

107.50 
98.57 

3 

- 
2 
4 
8 

16 

497.80 
238.00 
128.00 
69.40 
42.90 

- 
92.82 
94.33 
92.10 
94.96 

 
In a dilution study prediluted (1:52) urine samples were diluted in the 
Aldosterone MaiaZen Diluent. The recovery determined are shown 
below: 

 

Urine 
sample Dilution factor Aldosterone* 

measured (pg/ml) 
% 

recovery 

1 

- 
2 
4 
8 

16 

2113.40 
1118.00 
556.00 
266.30 
133.60 

- 
105.00 
103.00 
96.00 
91.40 

2 

- 
2 
4 
8 

16 

1330.20 
681.90 
344.30 
171.90 
91.50 

- 
101.40 
100.10 
95.80 
94.20 

3 

- 
2 
4 
8 

16 

324.00 
170.00 
91.30 
56.50 
33.30 

- 
102.20 
100.70 
94.90 

103.00 
* Diluent’s aldosterone concentration: 15 pg/ml. 
 
3. Precision 
Intra-assay coefficient of variation (C.V.) was evaluated on serum and 
urine pools measured 20 times in the same assay. The within-assay 
variability is shown below: 

Serum 
sample 

Mean ± 1 S.D. 
(pg/ml) % C.V. 

1 88.20 ± 4.81 5.40 
2 311.70 ± 11.11 3.50 
3 1373.30 ± 63.59 4.60 

 
Urine 

sample 
Mean ± 1 S.D. 

(pg/ml) % C.V. 

1 259.10 ± 10.21 3.90 
2 545.60 ± 16.56 3.00 
3 1948.50 ± 95.40 4.90 

 
Inter-assay coefficient of variation (C. V.) was evaluated at several 
points along the standard curve in 10 different assays both in serum 
and in urine. The between assay variability is shown below: 

Serum 
sample 

Mean ± 1 S.D. 
(pg/ml) % C.V. 

1 89.18 ± 5.69 6.38 
2 297.27 ± 12.25 4.12 

3 1341.66 ± 
47.97 

3.58 

 
Urine 

sample 
Mean ± 1 S.D. 

(pg/ml) % C.V. 

1 282.63 ± 15.11 5.34 
2 565.30 ± 22.85 4.04 

3 1951.52 ± 
128.56 6.59 
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4. Sensitivity 
The detection limit of the assay, defined as the concentration of 
Aldosterone equivalent to the mean counts of 20 replicates of the Zero 
Standard minus two standard deviations, is typically 6.0 pg/ml. 
 
5. Specificity 
The specificity of the Aldosterone MaiaZen assay system was 
assessed by measuring the apparent response of the assay to 
potentially cross-reactive analytes. 
The percentage of interference was calculated according to Abraham 
(x/y x 100) where x and y are respectively the weight of Aldosterone 
and interference compound so they cause a 50% decrease of binding. 

Cross-reactant Cross-reactivity 
Aldosterone  100% 
Progesterone  0.0004% 
Testosterone  0.0005% 
Corticosterone  0.002% 
Cortisol 0.00007% 
Estrone  0.00002% 
Estradiol 0.00004% 
Estriol 0.00003% 
5α-Diidroaldosterone  14.1% 
3α,5ß-Tetraidroaldosterone  1.1% 
Desametasone  0.00005% 

 
6. Serum and Plasma 
Both serum and plasma (heparin, EDTA or citrated) can be used in the 
Aldosterone Assay and give equivalent values. 
 
 

 

 ITALIANO  
 
SOLO PER USO DIAGNOSTICO IN VITRO 
 
R-EY-125 125 Determinazione  

 
 
1. USO DEL PRODOTTO 
 
Il kit Aldosterone MaiaZen consente la determinazione quantitativa di 
Aldosterone mediante tecnica radioimmunologica, in campioni di siero, 
plasma o urine umani sul range di concentrazione da 25 - 2500 pg/ml 
senza diluizione. 
 
 
2. SIGNIFICATO DEL DOSAGGIO 
 
L’Aldosterone è un ormone steroideo del peso molecolare 360.4 
Dalton. Viene prodotto nella zona glomerulare della corteccia 
surrenale. Circola nel sangue in parte come ormone libero, in parte 
legato a proteine di trasporto. Viene metabolizzato nel fegato e nei 
reni. Con le urine vengono escreti i principali metaboliti quali 18-ossi-
glicuronati e tetraidroaldosteronemonoglicuronati. In relazione alla sua 
attività fisiologica viene definito un mineralcorticoide, in quanto 
determina la regolazione del bilancio elettrolitico a livello renale. 
Tramite un recettore presente sulle cellule renali del tubolo distale, 
l’aldosterone attiva quest’ultime a riassorbire il sodio e il cloro e ad 
eliminare il potassio. Il riassorbimento di sodio è accompagnato, 
tramite l’azione di ADH (anti-diuretina o vasopressina), al 
riassorbimento di acqua con conseguente aumento di volume dei 
liquidi extracellulari. 
La produzione di aldosterone è regolata da vari fattori. In particolare il 
sistema renina-angiotensina svolge un ruolo fondamentale in quanto 
agisce sia a livello della via biosintetica favorendo la conversione del 
colesterolo a pregnenolone e del corticosterone ad aldosterone, sia 
con un meccanismo a feed-back negativo per cui una diminuzione del 
volume sanguigno o dei liquidi extracellulari porta ad un aumento della 
secrezione di renina che attraverso l’angiotensina II formatasi 
determina un aumento della secrezione di aldosterone. L’aldosterone, 
determinando un aumento di riassorbimento di sodio e quindi di acqua, 
riporta al normale volume i fluidi extracellulari. Anche la concentrazione 
plasmatica di potassio influenza la produzione di aldosterone; infatti 
mediante un meccanismo a feed-back negativo un aumento della 
concentrazione plasmatica di potassio induce la sintesi di aldosterone 
che a sua volta aumenta l’escrezione di potassio, riportandolo a valori 
normali. L’ACTH (ormone adrenocorticotropo) prodotto dall’ipofisi 
esercita un’azione di stimolo sulla produzione di aldosterone 
determinando anche la secrezione episodica di aldosterone. Le 
variazioni di concentrazione plasmatica di aldosterone sono inoltre 
legate a varie condizioni fisiche fra le quali, la posizione eretta o 
supina, l’apporto sodico, l’età. Il significato clinico del dosaggio 
dell’aldosterone risiede nello studio delle patologie legate alla sua iper 
o iposecrezione. 
L’iperaldosteronismo primario (affezione primaria delle surrenali) 
può essere dovuto a: 
- adenoma o carcinoma delle surrenali. 
- iperplasia bilaterale. 
La diagnosi differenziale fra i due tipi di sindrome può essere eseguita 
misurando nel sangue venoso oltre all’aldosterone, la renina e il 
cortisolo sia in posizione eretta che supina. 
Nell’iperplasia viene mantenuto l’aumento di aldosterone nella 
posizione eretta, mentre non è rilevabile nell’adenoma o nel carcinoma. 
L’iperaldosteronismo secondario è generalmente dovuto a 
un’aumentata attività del sistema renina-angiotensina, o in forme più 
rare, a iperproduzione di ACTH, a riduzione di clearance metabolica 
(cirrosi epatica, scompenso cardiaco). 
L’ipoaldosteronismo primario può essere dovuto a sindrome di 
Addison, quello secondario a deplezione di potassio o a deficienza di 
ACTH, a iporeninismo con o senza ipertensione. Il dosaggio 
dell’aldosterone può essere eseguito sia sul siero o plasma che 
sull’urina. In relazione al rapido metabolismo il dosaggio su siero è 
suggerito nei casi in cui si vogliano evidenziare variazioni acute e ritmi 
circadiani, mentre il dosaggio su urina delle 24 ore rispecchia 
maggiormente la situazione secretoria globale. 
 


