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AMILAZA ÎN SER I URIN  
CINETIC METODA CU GALG2-CNP 

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

 
Cod  2019A30               30 ml 
Cod   2019A120            120 ml 
Cod   2019A600            600 ml 
 
PRINCIPIUL METODEI 
milaza catalizeaz  hidroliza 2-clor-4-nitrofenil- -galactozilmaltozidei 

(GALG2-CNP) formînd  2-clor-4-nitrofenol (CNP). 
Intensitatea culorii CNP, m surat  la 405 ( 10) nm, este propo-

ional  activit ii amilazei. 

GALG2-CNP Amylase  CNP + GALG2 

 
OMPONEN A SETULUI  
Reagent  6,00 
GALG2-CNP 
cetat de calciu 

Clorur  de sodiu 
Tampon 
Conservant 

4,55 mmol/l 
5 mmol/l 
51,5 mmol/l 
50 mmol/l 
 

 
STRARAEA  I  STABILITATEA REAGEN ILOR 

Reagen ii  suntstabili la 2-80C pîn  la data indicat  pe etichet . 
Semne de deteriorare: prezen a particulelor materiale, turbiditate,   
absorb ia Reagentului peste 0,50 la 405 ( 10) nm  (cuva 1 cm). 
 
PROBE 
Ser, urin . Nu se va utiliza ser hemolozat.   
milaza este stabil  în ser i urin  la 2-80  24 ore. 

 
VALORI  DE REFERIN  
Ser: 15-100 U/l. 
Urin :  400 U/I 
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 
nalizor, spectrofotometru sau fotometru cu termostat 370 , cu 

filtrul 405 (±10) nm. 
Dozatoare 10 l i 600 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 (cresterea) 
Lungimea de und :                           405 ( 10) nm 
Temperatura:                                   370  
Instalarea zero:                                dup  ap  distilat  
 
1.   Reagentul i fotometrul se vor înc lzi pîn  la temperatura 
reac iei (37 ). 
2. Se va pipeta în cuv :  

Reagent 600 l 
Proba 10 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 1 minut la 37 . 
4. Se va m sura absorb ia ini ial  contra apei distilate, apoi se va 

sura absorb ia în intervale de 30 secunde pe parcursul a             
2 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: 

/minPr 
St = Pr 

/minSt 

Calcul dup  factor: 
405 nm: ctivitatea (U/l) = /minPr  4325 

 
CARACTERISTICI  METROLOGICE 
Limita sensibilit ii: 0,001 /min = 4,325 U/l. 

Limita linearit ii: 0,694 /min =3000 U/l. 

Reproductibilitatea: coeficientul de varia ie < 2 %. 
Interferen e: Bilirubuna pîn  la 0,6 g/l,  lipide pîn  la 10 g/l,  
glucoza pîn  la 20 g/l si acidul ascorbic pîn  la  1 g/l nu influen eaz  
rezultatul. Se va ine cont de posibila interferen  medicamentoas  
cît i de interferen a altor substan e5,6. 
Aceste caracteristici metrologice  au fost ob inute la utilizarea 
analizorului. Rezultatele pot varia în dependen  de echipamentul 
utilizat sau procedura de determinare. 
 
CARACTERISTICI  DIAGNOSTICE 

milaza catalizeaz  hidroliza leg turii -1,4-  din  molecula   de      
-D-glucoz  formînd decstran, maltoz i molecule de glucoz .   

milaz  se  produce  în  por iunea  exocrin  a  pancreasului  (tip- )  i  
gladele  salivare  (tip-S),  se   depisteaz i  în  alte  tesuturi  a  
organismului. Aprecierea activit ii -amilazei în ser i urin  se 
folose te  pentru diagnosticarea bolilor pancreasului. 
În  cazul  pancreatitelor  acute  i  cronice  activitatea  milazei este 
mai înalt . Tot odat , 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  o perioad  mai îndelungat  de aceste maladii. 
Diagnosticul clinic se va stabili  în baza integr rii datelor clinice i de 
laborator. 
 
NOTE 
Agen ii chelan i pot influen a rezultatul. 
Reagentul con ine calciu care poate precipita fibrinogenul din plasm . 
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-AMYLASE 

KINETIC TEST WITH CNP-G3 SUBSTRAT  

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

 
Cod  2019A30               30 ml 
Cod   2019A120            120 ml 
Cod   2019A600            600 ml 
 
PRINCIPLE 
-Amylase catalyses hydrolysis 2-chlor-4-nitrophenilmaltotriozide 

(CNP-G3) with forming of 2-chlor-4-nitrophenol (CNP).  
The intensity of CNP coloration, measured at 405(±10) nm, is 
proportional to -amylase activity. 
                                 -amylase 

CNP-G3                               CNP + maltotriose 
 

CONTENTS AND COMPOSITION 
Reagent  6,00 
CNP- G3 
Calcium acetete 
Sodium chloride 
Buffer 
Preservatives 

4,55 mmol/l 
5 mmol/l 
51,5 mmol/l 
50 mmol/l 
 

 
STORAGE AND STABILITY OF REAGENTS 
Reagents  are  stable  at  2-8ºC  until  the  expiry  date  shown  on  the  
label. 
Indications of deterioration: 
Reagents: presence of particulate material,  turbidity, absorbance of 
the blank over 0,50 at 405(±10) nm (1 cm cuvette). 
 
SAMPLES 

Serum, urine. 
-amylase in serum, plasma and urine is stable 1 days at 2- 8° .  

Heparin is recommended as anticoagulant. 
 
REFERENCE VALUES 
Serum: 15-100 U/l             
Urine:  400 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 for corrective action if controls do not 
recover within the acceptable tolerances. 
 
ADDITIONAL EQUIPMENT 
Analyzer,  spectrophotometer  or  photometer  with  cell  holder  
thermostatable at 37ºC and able to read at 405(±10) nm. 
Cuvettes with 1 cm light path. Pipettes for 10 l and 600 l. 
 
PRECAUTION 
For in vitro diagnostics only.  
Handle  all  patients’  samples  as  potentially  dangerous  and  treat  as  
infectious. 
 

 
REAGENT PREPARATION 
The reagent is ready to use. 
 
PROCEDURE 
Assay conditions 
Method:                                        kinetic (increasing) 
Wavelength :  405 (±10) nm 
Light path: 1 cm 
Temperature :   37°C 
Blank:                                distilled water 
 

1. Bring Reagent and photometer to reaction temperature. 

2. Pipette into a cuvette: 

Reagent 600 µl 

Sample 10 µl 

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

3. Mix thoroughly and place cuvette into photometer. Start timer. 

4.  After  1  minute  record  initial  absorbance  against  the  distilled  water  
and record absorbance at 30 sec, intervals thereafter for 2 minutes. 

5. Calculate the difference between consecutive absorbances and mean 
absorbance difference for 1 minute ( A/min). 

 
CALCULATIONS 
-Amylase activity in sample is calculated by formula:  

/minSam St = Sam 
/minSt 

Calculation using factor 
405 nm: Activity (U/l) = /minSam  4325 

 
METROLOGICAL CHARACTERISTICS 
Detection limit:            0,001 /min = 4,325 U/l. 

Linearity limit:              0,694 /min =3000 U/l. 

Coefficient of variation:            < 2 %.       
Interference:  
Bilirubin (60 mg/dl), lipid (10 g/l), glucose (20 g/l) and ascorbic acid (1 
g/l)do not interfere. Other drugs and substances may interfere. 
These metrological characteristics were received using analyzer. 
Results may vary depending on equipment or procedure used. 
 
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. 
Appreciation of -amylase activity in serum and urine is widely used for 
diagnostics of pancreas disease, such as acute and chronic pancreatitis. 
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 opiates. 
Clinical diagnosis should not be made on the findings of a single test 
result, but should integrate both clinical and laboratory data. 
 
NOTES 
Chelating agents interfere with the reaction. Do not use citrate, oxalate 
or EDTA anti-coagulant. 
The reagent contains calcium, which can cause the precipitation of the 
fibrinogen from plasma. 
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