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Amylo-DAC 
MILAZA   ÎN SER I  URIN   

AMILOCLASTIC METODA CARAVEI   

Numai pentru diagnosticare  «in vitro» 
A se p stra la   2-80  

 

Cod   2015A200               200 ml  
 

PRINCIPIUL METODEI 
milaza hidrolizeaz  amidonul formînd un produs final care  în 

reac ie cu iodul nu formeaz   produs colorat. 
Surplusul de amidon reac ioneaz  cu iodul formînd un complex colorat. 
ctivitatea -amilazei se va aprecia în dependen  de  diminu rea 

intensit ii de colorare, m surat  la 630-670 nm. 
 

OMPONEN A SETULUI  
Reagent  40 mg  
Amidon solubil  40 mg 
Reagent  7,56 g,  la diluare: 
Hidrogenofosfat de sodiu 
Acid benzoic 

0,2 mol/l 
0,07 mol/l 

Reagent C 10 ml  
Iod 0,1 n 

 
STRARAEA  I  STABILITATEA REAGEN ILOR 

Reagen ii  suntstabili la 2-80C pîn  la data indicat  pe etichet .  
Substrat solu ie - tampon este stabil  la  18-220  timp de o lun . 
Reagent C de lucru este stabil  la 18-220  24 ore. 
 

PROBE 
Ser, plasm , urin . 
-Amilaza în ser, plasm i urin  este stabil  la 2-80  5 zile.  

În calitate de anticoagulant se recomand  de utilizat heparina. 
 

VALORI  DE REFERIN  
Ser -  16 - 30 g/l  h.          Urin  -   28 - 160 g/l  h.  
Aceste valori suntorientative. Se recomand   stabilirea diapazonului de 
referin  în laboratorul dat 
 
CONTROLUL CALIT II 
Pentru  controlul  mersului  reac iei  i  a  procedurii  de  m surare  se  
recomand  de folosit seruri normale i patologice pentru control. 
Se recomand  stabilirea sistemului intern de control în laboratorul dat. 
 
ECHIPAMENT ADITIONAL 
Analizor, spectrofotometru sau fotometru cu filtru 630-670 nm. 
Termostat 370C . 
Dozatoare 10 l, 0,50 ml i 4,0 ml. 
 
PRECAU II 
Setul  este destinat numai pentru diagnosticare in vitro 
Probele pacien ilor vor fi  considerate ca material poten ial contagios i  
se vor prelucra analogic celor contagioase 
 
PREPARAREA REAGEN ILOR DE LUCRU 
Substrat-solu ie tampon: 
on inutul flaconului cu  Reagent B  se va trece cantitativ într-un vas 

din sticl  termostabil  în care se va ad uga în prealabil 80 ml ap  
distilat . Se va dizolva la înc lzire i se va aduce la fierbere. 

inutul flaconului cu Reagent A (amidon)  se  va  suspenda  într-o  
cantitate mic  (3-5 ml) de ap  distilat  rece. Se va ad uga la solu ia 
fierbînd  de Reagent B amestecînd continuu. Se va fierbe  1 minut i 
se  va  r ci.  Se  va  ad uga  ap  distilat  pîn  la  volumul  100  ml.  Se  va  
amesteca. Se va p stra într-un vas bine închis . 
Reagent C de lucru: Con inutul flaconului cu Reagent C se va dilua 
cu ap  distilat  în raportul: 1 ml Reagent C + 9 ml ap  distilat . 

 

METODA DE LUCRU 
etoda:                                            punct final 

Lungimea de und :                          630-670 nm 
mperatura:                                    370  

Instalarea zero:                                 dup  ap  distilat  
 
1. Se va pipeta în eprubetele marcate: 

 Blanc Proba 
Substrat solu ie-tampon 0,50 ml 0,50 ml 

2. Se va incuba 5 minute la 37(±1) . 
3. Se va pipeta în eprubete: 

 Blanc Proba 
Proba - 0,01 ml 

4. Se va declan a cronometrul din momentul pipet rii probei în 
substrast.  Se va incuba strict  5,0 min. la  37(±1) . 
5. Se va pipeta în eprubete : 

 Blanc Proba 
Reagent C de lucru 
Ap  distilat  

0,5 ml 
4,0 ml 

0,5 ml 
4,0 ml 

6. Se va m sura absorb ia Probei i  Blancului contra apei distilate la   
630-670 nm. 
La utilizarea cuvelor de alt  capacitate (decît cele propuse) se va m ri 
propor ional volumul componen ilor amestecului:  
 
CALCULE 
ctivitatea -amilazei  se va calcula în grame  (g) de amidon scindat la 

un  litru  (L)  de  ser  pe  1  or  (h),  incuba ia  la   37(±1)0 ,  utilizînd 
formula: 

K0 = 
Ak-A0 

x  240 
Ak 

În care:  
K0 – activitatea milazei în prob  , g/L  h; 
Ak – absorb ia probei de control; 
A0 – bsorb ia probei; 
240 =  0,2   1200  (0,2  –  cantitatea  de  amidon  (mg),  ad ugat  la  
prob  analizat   i proba de control); 
1200 = 100  12 (100 – coeficient recalculat pentru cantitatea de 
amidon în  g, hidrolizat în 1 L ser, 12 – coeficient  recalculat de  la 5 
minute pîn  la  60 minute). 

1 g/l  h = 1 mg/ml  h = 0,278 mg/l  c; 
1 mg/l  c = 3,6 mg/ml  h = 3,6 mg/ml  h 

 
CARACTERISTICI  METROLOGICE 

Limita sensibilit ii: 10,8 g/l  h. 

Limita linearit ii: 130 g/l  h. Pentru valori mai ridicate proba se va 
dilua cu ap  distilat  în raportul 1:5 i se va repeta m surarea.  

Coeficientul de varia ie: < 7 %. 

Interferen e: Hemoliza nu influen eaz  rezultatul. Saliva i pielea 
con in milaz . Se va evita contactul reagentului cu piela. Pipetarea 
oral  este inadmisibil 3. 
 
CARACTERISTICI  DIAGNOSTICE 

milaza catalizeaz  hidroliza leg turii -1,4 din moleculele de  -D-
glucoz   formînd decstran, m ltoz i molecule de glucoz .   

milaz  se produce în por iunea exocrin  a pancreasului (tip- ) i 
gladele  salivare  (tip-S),  se   depisteaz i  în  alte  esuturi  a  
organismului. 
La diagnosticarea bolilor pancreasului se va ine cont de activitatea -
amilazei   în  ser  i  urin .  În  cazul  pancreatitelor  acute  i  cronice  
activitatea milazei este mai înalt . Hiperamilazemia poate fi 
provocat  de insuficien  renal , boli acute în  cavitatea abdominal , 
tumoarea pl mînilor i ovarelor, patologii ale glandelor salivare, 
macro- amilozemie, cetaacitoz , boli ale c ilor de secre ie biliar , 
traumatism cerebral, alcoolism cronic i administrarea opiaceelor4,5. 
Diminuarea activit ii -amilazei indic  la insuficien a exogen  a 
pancreasului în cazul atrofiei tesutului acinar i fibrozei organelor la 
bolnavi, care sufer  de aceste maladii o perioad  mai îndelungat . 
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Amylo-DAC 
-AMYLASE FOR SERUM AND URINE 

AMYLOCLASTIC METHOD BY KARAVEY  

For  «in vitro» diagnostic use only 
Store at 2-80  

 

Cod  2015A200           200 ml  
 
PRINCIPLE 
-amylase catalyzes hydrolysis of starch and forms end products that 

do not form coloration with iodine.  
Excess of starch reacts with iodine and form colored complex.   
-amylase  activity  is  judge  by  decreasing  of  intensity  of  coloration,  

measured at 630-670 nm. 
 

CONTENTS AND COMPOSITION  
Reagent  40 mg  
Water-soluble starch   
Reagent  7,56 g,  : 
Sodium phosphate 
Benzoic acid 

0,2 mol/l 
0,07 mol/l 

Reagent C 10 ml  
Iodide 0,1 n 

 

STORAGE AND STABILITY OF REAGENTS 
Reagents are stable up to the indicated expiry date if stored at 2-8°C. 
Substrate-buffer solution is stable 1 month at 18-22° . 
Working Reagent C is stable 24 hours at 18-22° . 
 

SAMPLES 
Serum, plasma and urine. 
-amylase in serum, plasma and urine is stable 5 days at 2- 8° .  

Heparin is recommended as anticoagulant. 
 
REFERENCE VALUES 
Serum: 16 - 30 g/l-hour      Urine: 28 - 160 g/l-hour  
These ranges are given for orientation only; each laboratory should 
establish its own reference ranges. 
 

QUALITY CONTROL 
It  is  recommended  to  use  the  Sera  N  and  Sera  P  to  verify  the  
performance of the measurement procedure. 
Each laboratory should establish its own internal Quality Control  
 

ADDITIONAL EQUIPMENT 
Analyzer, spectrophotometer,photometer able to read at 630-670 nm.  
Thermostat at 37° . 
Pipette for 10 l, 0,50 ml and 4,0 ml. 
 

PRECAUTION 
For in vitro diagnostics only.  
Handle all patients’ samples as potentially dangerous and treat as 
infectious. Precautions established for work with caustic and toxic 
substances should be observed while using the reagents. 
 
REAGENT PREPARATION 
Substrate-buffer solution: 
Content of Reagent B bottle transfer quantitatively in the 
thermostable flask and add 80 ml of distilled water.     
Dissolve under heating and bring to boil.  
Content of Reagent A bottle mix with 3-5 ml of cool distilled water and 
insert in boiling Reagent B under constant mixing.  
Boil  during  1  minute,  cool  off,  add  distilled  water  up  to  100  ml  and  
mixed well. Store tightly closed. 
Working Reagent C: 
To dissolve Reagent C in distilled water in 10 times:  
1 ml Reagent C + 9 ml of distilled water. 

 
PROCEDURE 
Assay conditions 
Method:                              end point 
Wavelength :  630-670 nm 
Light path: 1 cm 
Temperature :   37°C 
Blank:                                 distilled water 
 
1. Pipette into labeled test tubes:  

 Control Test 
Substrate-buffer solution, ml   0.50  0.50  

2. Incubate 5 minutes at 37°C in thermostat. 
Pipette into labeled test tubes:  

 Control Test 
Sample, ml - 0.01  

4. Start the stopwatch in the moment of sample inserting in substrate-
buffer solution. Incubate exactly 5 minutes at 37°C in thermostat. 
5. Pipette into labeled test tubes:  

  Control Test 
Working Reagent C, ml 
Distilled water, ml 

   0.5  
   4.0  

 0.5  
 4.0  

6. Measured absorbencies of the Test and Control at 630-670 nm against 
distilled water. 
If  cuvettes  with  another  working  volume  are  used  recommended  
proportionally change volumes of components.    
 
CALCULATIONS 
-amylase  activity  in  the  sample  in  1g  of  starch  hydrolyzed  with  1  l  of  

serum during 1 hour of incubation at  37(±1)0  calculated as a following:  

Ks = 
Ac-At x  240 

Ac 
Ks - -amylase activity in the sample, g/l-hour; 
Ac – absorbance of the Control; 
At – absorbance of the Test; 
240 = 0,2  1200 
0,2 – amount of starch (mg), inserting in the Control and in the Test; 
1200 = 100  12 
100 – coefficient of recalculation from 0.2 mg to 1g of starch  hydrolyzed 
with 1 l of serum   
12 – coefficient of recalculation from 5 minutes to 1 hour. 

1 g/l  h = 1 mg/ml  h = 0,278 mg/l  c; 
1 mg/l  c = 3,6 mg/ml  h = 3,6 mg/ml  h 

 
METROLOGICAL CHARACTERISTICS 
Detection limit: 10,8 g/l  h. 
Linearity limit:  130 g/l  h. For higher values dilute sample 
with distilled water and repeat measurement. 
CV: < 7 %. 
Interferences:  
Hemolysis doesn’t interfere.  
Saliva and skin content a-amylase.  
Avoid contacts with skin and saliva3. 
 
DIAGNOSTIC CHARACTERISTICS 
-amylase catalyzes hydrolysis of  1,4-linkage carbohydrates which 

consist of -D-glucose molecules. As a result, dexrtans, maltose and 
glucose molecules are formed. -amylase is secreted by exocrine part of 
pancreas (P-type) and by salivary glands (S-type), but also is found in 
other tissues of organism. 
Measurements of amylase are used primarily in the diagnosis and 
treatment of the diseases of the pancreas. Amylase is found primarily in 
the pancreas and salivary glands. When released in the digestive tract, 
the enzyme hydrolyzes starch.  
Amylase determinations are useful in the diagnosis of diseases of the 
pancreas and parotids. Elevated serum levels are associated with acute 
pancreatitis and other pancreatic disorders as well as mumps and 
bacterial parotitis. Hyperamilasemia may be caused by renal 
insufficiency, acute pain in abdominal cavity, lungs and ovary tumors, 
salivary glands injury, macroamilasemia, ketoacidosis, bile-duct disease, 
brain traumas, chronic alcoholism and consumption of opiates4,5. 
Clinical diagnosis should not be made on the findings of a single test 
result, but should integrate both clinical and laboratory data. 
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