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AMILAZA PANCREATIC  ÎN SER I URIN  

METODA CINETIC  CU EPS-G7 
Numai pentru diagnosticare  «in vitro» 

A se p stra la  2-80  
 

Cod  2021A75                 75 ml 
 

PRINCIPIUL METODEI 
Testul enzimatic fotometric, în care substratul 4,6-etilden-(G7)-p-
nitrofenil-(G1)- -D-maltogeptaozid (EPS-G7) se descompune cu 
ajutorul -amilazei în fragmente diferite. Aceste fragmente apoi se 
hidrolizeaz  la urm toarea etap  cu -glucozidaza formînd glucoz i 
nitrofenil. Deoarece izofermentul glandei salivare este inhibat 
selectiv printr-o combina ie de doi anticorpi monoclonali la etapa de 
pre-incubare, cre terea absorb iei exprim  activitatea amilazei 
pancreatice în prob . 
 

OMPONEN A SETULUI  

Coduri  2021A75 

Reagent A pH=7,15 3x20 ml 
Good,s buffer 0.1 mol/l  
Clorur  de sodiu 62.5 mmol/l  
Clorur  de magneziu 12.5 mmol/l  
Glucoz   2KU/l  
Anticorpi monoclonali  25 mg/l  
Reagent B pH=7,15 1x15 ml 
Good,s buffer  0.1 mol/l  
EPS-G7  8.5 mmol/l  

 

STRARAEA  I  STABILITATEA REAGEN ILOR 
Reagen ii  sînt stabili la 2-80C pîn  la data indicat  pe etichet . 
 

PROBE 
Ser, plasma cu heparin  sau EDTA, urin   
milaza este stabil  în ser i urin  la 2-80  7 zile. 

 

VALORI DE REFERIN  
 Feminin Masculin 
Ser/plasm  < 53 U/l < 53 U/l 
Urin   < 319 U/l < 356 U/l 

Aceste valori sînt orientative, 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 de control normali i patologice. 
Se recomand  stabilirea sistemului intern de control în laboratorul 
dat. 
 

ECHIPAMENT ADITIONAL 
nalizor, spectrofotometru sau fotometru cu termostat 370 , cu 

filtrul 405 (400-420) nm. 
Dozatoare 10, 20, 250 i 1000 l. 
 
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 
Reagentul este gata de utilizare. 

 
METODA DE LUCRU 

etoda:                                            cinetic  
Lungimea de und :                           405 nm 
Temperatura:                                   370  
Instalarea zero:                                dup  reagent 
 
1.Introduce i în eprubetele marcate: 
    

Prob  - 20 l 10 l 

Reagent  1000 l 1000 l 1000 l 
2. Con inutul eprubetelor amesteca i, incuba i 3,0 min, apoi 
ad uga i: 

Reagent  250 l 250 l 250 l 
NB: Volumul reagentului i probei pot fi schimbate propor ional 
conform volumului de lucru a cuvei analizatorului folosit. 

3. Se va amesteca bine i se va incuba la 37  1 minut. 

4. Se va m sura absorb ia ini ial  contra apei distilate, apoi se va 
sura absorb ia în intervale de 1 minut pe parcursul a 3 minute. 

5. Se va calcula diferen a dintre absorb iile consecutive i diferen a 
medie a absorb iei pe 1 minut ( /min). 

 
CALCULE 
ctivitatea amilazei în prob  (U/l) se va determina utilizînd formula: 

 

Activitatea (U/l) = /min  5670 
 

CARACTERISTICI METROLOGICE 
Limita sensibilit ii: 5 U/l. 
Limita linearit ii:  = 0,350. În cazul în care valoarea dat  
este dep it , proba ar trebui s  fie diluat  1:10 cu concentra ia de 
clorur  de sodium 9g/L. Rezultatul ar trebui s  fie înmul it cu 11. 

Reproductibilitatea pe parcursul perioadei: 
Concentra ia medie  CV*  n* 
69,7 U/l 3,13 20 
207 U/l 1,26 20 
370 U/l 0,91 20 

Reproductibilitatea de la perioad  la perioad : 
Concentra ia medie  CV*  n* 
68,3 U/l 2,17 20 
204 U/l 0,79 20 
371 U/l 0,85 20 

CV–coeficientul varia iei; n–num rul de determin ri. 
Interferen e: Bilirubin (pîn  40 mg/dl), lipemie (trigliceride pîn  la 
2000 mg/dl) i acidul ascorbic (pîn  la 30 mg/d)l nu influen eaz  la 
rezultatul determin rii. Se va ine cont de posibila interferen  a 
hemoglobinei la concentra ia minim . Alte medicamente i substan e 
pot afecta la rezultat5,6. 
Aceste caracteristici metrologice au fost ob inute la utilizarea 
analizorului. Rezultatele pot varia în dependen  de echipamentul 
utilizat sau procedura de determinare. 
 
CARACTERISTICI DIAGNOSTICE 
Determinarea nivelului amilazei se folose te pe larg pentru 
diagnosticarea i tratatrea bolilor pancreasului i glandelor parotide.  
Amilaza este produs  de pancreas i glanda salivar , este secretat  
în tractul digestiv hidrolizînd amidonului. 
Determinarea nivelului amilazei este necesar pentru diagnosticarea 
bolilor de pancreas i glandelor parotide. 
Nivelul înalt al amilazei în ser poate fi cauzat de pancreatit  acut i 
alte deregl ri ale pancreasului cît i de parotide infec ioase i 
epidemice.  
Diagnosticul clinic se va stabili în baza integr rii datelor clinice i de 
laborator. 
 

NOTE 
Activitatea rezidual  -amilazei salivare este pîn  la 3%. 
Valorile foarte ridicate -amilazei salivare pot afecta la cre terea 
rezultatelor -amilazei pancreatice. În saliv i piele se con ine -
amilaza, din aceast  cauz  ar trebui s  evita i contactul pielii cu 
reagen ii. Pipetarea oral  este strict interzis . 
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PANCREATIC -AMYLASE IN SERUM AND URINE 

KINETIC TEST WITH EPS-G7 SUBSTRATE  

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

 
Code 2021A75                    75 ml 
 
METHOD PRINCIPLE 
Enzymatic photometric test where 4.6-ethylidene-(G7)-p-nitropenyl-
(G1)- -D-maltoheptaoside (EPS-G7) substrate is decomposed into 
different fragments by -Amylase. These fragments are further 
hydrolyzed by -glucosidase producing glucose and p-nitrophenol. 
As salivary isoenzyme is selectively inhibited by two monoclonal 
antibodies combination before incubation, the increase of absorption 
expresses pancreatic amylase activity in the sample. 

 
CONTENTS AND COMPOSITION 
 

Code  2021A75 
Reagent A pH=7,15 3x20 ml 
Good’s buffer 0.1 mol/l  
Sodium chloride 62.5 mmol/l  
Magnesium chloride 12.5 mmol/l  
Glucose oxidase  2KU/l  
Monoclonal antibodies  25 mg/l  
Reagent B pH=7,15 1x15 ml 
Good’s buffer 0.1 mol/l  
EPS-G7 8.5 mmol/l  

 
STORAGE AND STABILITY OF REAGENTS 
Reagents  are  stable  at  2-8ºC  until  the  expiry  date  shown  on  the  
label. 
 
SAMPLES 

Serum, plasma with heparin or EDTA, urine. 
-amylase in serum and urine is stable 7 days at 2- 8° .  

 
REFERENCE VALUES 

 Women Men 
Serum/plasma < 53 U/l < 53 U/l 
Urine < 319 U/l < 356 U/l 

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 
scheme and procedures. 
 
ADDITIONAL EQUIPMENT 
Analyzer,  spectrophotometer  or  photometer  with  cell  holder  
thermostatable at 37ºC and able to read at 405 (400-420) nm. 
Pipettes for 10, 20, 250 and 1000 l. 
 
PRECAUTION 
For in vitro diagnostics only.  
Handle  all  patients’  samples  as  potentially  dangerous  and  treat  as  
infectious. 
 
REAGENT PREPARATION 
The reagents are ready to use. 

 
PROCEDURE 
Method:                                        kinetic 
Wavelength :  405 nm 
Temperature :   37°C 
Blank:                                         reagent 
 
1. Pipette into labeled tubes: 

 Blank Serum/plasma Urine 

Sample - 20 µl 10 µl 

Reagent A 1000 µl 1000 µl 1000 µl 

2. Mix the contents, incubate for 3 minutes, then add: 

Reagent A 250 µl 250 µl 250 µl 

NB:   Volumes  of  reagent  and  samples  can  be  proportionally  changed  
according to the cells working volumes of used analyzers. 

3. Mix thoroughly and incubate for 2 minutes at 370C. 

4. Read initial absorbance against blank, then read at 1 minute interval 
within 3 minutes. 

5. Calculate the difference between consecutive absorbances and mean 
absorbance difference per minute ( A/min). 

 
CALCULATIONS 
-Amylase activity in sample is calculated by formula: 

 
Activity (U/l) = /min  5670 

 
METROLOGICAL CHARACTERISTICS 
Detection limit: 5 U/l 

Linearity limit: /min = 0.350. If this value is exceeded, sample 
should be diluted 1:10 by 9 g/l NaCl solution. Result should be 
multiplied by 11. 

Intra-assay reproducibility: 
Mean concentration CV* n* 
69.7 U/l 3.13 20 
207 U/l 1.26 20 
370 U/l 0.91 20 

Inter-assay reproducibility: 
Mean concentration CV* n* 
68.3 U/l 2.17 20 
204 U/l 0.79 20 
371 U/l 0.85 20 

CV - coefficient of variation; n – number of tests       
Interference: bilirubin  (up  to  40  mg/dl),  lipemia  (triglycerides  up  to  
2000 mg/dl), and ascorbic acid (up to 30 mg/dl) do not interfere. 
Haemoglobin may interfere at minimum concentrations. Other drugs 
and substances may interfere. 
These metrological characteristics were received using analyzer. 
Results may vary depending on equipment or procedure used. 
 
DIAGNOSTIC CHARACTERISTICS 
Measurements of amylase activity are primarily used for diagnostics 
and treatment of pancreas disease. 
Amylase is found primarily in pancreas and salivary glands. When 
released in the digestive tract this enzyme hydrolyzes starch.  
Amylase determinations are useful in the diagnosis of diseases of 
pancreas and parotids. 
Elevated serum levels are associated with acute pancreatitis and other 
pancreatic disorder as well as mumps and bacterial parotitis. 
Clinical diagnosis should not be made on the findings of a single test 
result, but should integrate both clinical and laboratory data. 
 
NOTES 
Residual activity of salivary -amylase  is  up  to  3%.  Elevated  levels  of  
salivary -amylase may lead to elevated results of pancreatic -
amylase activity. Saliva and skin contain -amylase, that’s why 
reagents  should  not  come  into  contact  with  skin  and  be  pipette  by  
mouth. 
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