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Amylo Pancrea-DAC.Lq
AMUWNA3A NOAXENYAOYHOM XKENE3bI
B CbIBOPOTKE U MOYE
KMHETUYECKMIA METOA C EPS-G7
ToNbKO ANS AMArHOCTUKM «in vitro»
XpaHutb npu 2-8°C

Koa 2021A75 75 Mn

MPUHUMN METOAA

depMeHTaTUBHbLIA GOTOMETpUYecKuii TeCcT, B KOTOpoM cybeTpat 4,6-
aTunaeH-(G7)-p-uutpocdeHnn-(Gl)-a-D-manstorentaosns (EPS-G7)
pasnaraeTcs o-aMunasaMu  Ha  passiMuHble  parMeHTbl. T
dparMeHTbl  3aTeM rWMAPONU3YIOTCS Ha CHeAylleM 3tane  o-
rNI0K031Aa30/ € BbIpaboTKOM rNOKO3bl U p-HUTPodeHona. Tak Kak
CNIOHHOW  M30(epMeHT u36upaTenbHo MHrMbUpyeTcs coveTaHueM
[IBYX MOHOK/OHa/bHbIX aHTUTEN Ha 3Tane nepeA WHKybaumei,
nosblleHne abcopbuMu BblpaxaeT aKTMBHOCTb MaHKpeaTU4ecKoi
amunassbl B npobe.

COCTAB HABOPA

Koabl 2021A75
Reagent A pH=7,15 3x20 ml
Good's buffer 0,1 mol/I

Hatpus xnopua 62,5 mmol/I

MarHus xnopug 12,5 mmol/I

[noko3ookcnaasa = 2 KU/I

MoHOKNIOHaNbHbIE aHTuTena = 25 mg/I

Reagent B pH=7,15 1x15 ml
Good's buffer 0,1 mol/I

EPS-G7 8,5 mmol/|

XPAHEHWE U CTABUJIbHOCTb PEATEHTOB
PeareHTbl CTabubHbl Npu 2-8°C 0 CPOKa, yKasaHHOTO Ha 3TUKETKe.

OBPA3Lbl ANA UCCNEAOBAHUSA
CbIBOpOTKa, Nnasma c renapuHom unn DATA, Moua.
AMMNa3a B CbIBOPOTKE 1 Moue cTabunbHa 7 AHelt npu 2-8°C.

PE®EPEHTHbIE BEJINMWUHbI

XKeHWwmHbI My>XUnHbI
CbIBOpOTKa/Nna3ma <53 U/l <53 U/l
Moua <319 U/l < 356 U/I

[aHHble BEAMUYMHBI OPUEHTUPOBOYHLI, PEKOMEHAYETCS OnpejeneHue
coBCTBEHHbIX pedepeHTHbIX 3Ha4YeHWUI B Kaxaoi nabopatopuu.

KOHTPOJIb KAYECTBA

[Ona  KOHTpOAs  Xxo4a peakuuu W npouesypbl  M3MepeHus
peKoMeHAyeTCs WUCMonb30BaTb HOPManbHbIE W MaTonoruyeckue
KOHTPOJIbHbIE CbIBOPOTKM.

Kaxpass ~ nabopatopus  [O/KHA  YCTAHOBUTb  COBCTBEHHYIO

BHYTPEHHIOI0 CUCTEMY KOHTPONSA Ka4yecTBa.

AONOJIHUTENbHOE OBOPYAOBAHUE

AHanusatop, CnekTpodOTOMETp MM TepMOCTaTUpylWwuit hoToMeTp
37°C, ¢ ¢unbTpoM 405 (400-420) nm.

[losatopbl Ha 10, 20, 250 1 1000 pl.

MEPbI NPEAOCTOPOXHOCTU

Habop npeaHa3HayeH TONbKO A8 AMArHOCTUKM in vitro.

O6pasubl  KpOBM NaUMEHTOB  AO/KHbI  paccMaTpuBaTbCs  Kak
NOTEHLWanbHO onacHble U 06pabaTbiBaThCs Kak UHGbEKLIMOHHbIE.

NMPUTOTOBJIEHUE PABOYUX PEATEHTOB
PeareHTbl rOTOBbI K UCMO/b30BaHMIO.

NMPOLUEAYPA ONPERENEHUA

Metoa: KWUHETUYecKuit
[nuHa BOMHbLI: 405 nm
Temnepatypa: 37°C

BnaHk: no peareHTy

1. BHecuTe B MapkupoBaHHbIE NpOBUPKM:

BnaHk CbiBOpOTKa/nna3ma Moua
O6pasey - 20 pl 10 ul
Reagent A 1000 pl 1000 pl 1000 pl

2. Cogepxumoe npobupok cMelaiite, UHKY6upyiiTe 3,0 min 1 3aTeM
nobasbre:

Reagent B 250 ul 250 ul 250 pl

NB: O6bembl peareHTa u 06pa3ua MOryT GbiTb MPONOPLUOHANLHO N3MEHEHBI
B COOTBETCTBUMN C paﬁquM 06BEMOM KIOBETbI MCrosib3yemMoro aHaim3aropa.

3. TwaTtenbHo NepemellaiiTe u UHKYGUpyiiTe npu 37°C 2 MAHYTHI.

4. V3mepbTe HauvanbHylo abcopbunio npoTMB 6naHka, 3aTeM
13MepsiiTe abcopbLUMIo Yepes Kaxayl 1 MUHYTY B TeYeHUE 3 MUHYT.

5. BbluncinTe pasHULy MexXAy nocnefoBaTesnbHbIMA abcopbumsmu n
cpeAHio pasHuuy abcopbumu 3a 1 MUHYTY (AA/min).

BbIYUCIIEHUSA
AKTWBHOCTb aMunasbl B obpasue (U/1) onpeaenntb no dopmyne:

AxTtneHocTtb (U/1) = AA/min x 5670

METPOJIOTMYECKUE XAPAKTEPUCTUKU

Mpepen yyscTBUTENBHOCTHN: 5 U/I.

Mpepen nuHelHocTn: AA/MMH = 0,350. EcM faHHOe 3HaueHwe
npesblleHo, npoby cnedyeT passecT 1:10 pacTBOpPOM XIopuAa
HaTpus C KOHLEHTpaLueit 9 g/L. Pe3ynbTat ciefyeT YMHOXWUTb Ha 11.
BocnpousBoAMMOCTb B Npefenax nepuoaa:

CpeaHss KOHUEHTpauus cv* n*
69,7 U/I 3,13 20
207 U/l 1,26 20
370 U/1 0,91 20
BOCnpou3BOAMMOCTb OT Nepuoaa K nepuoay:
CpeaHsAs KOHUEHTpauus cv* n*
68,3 U/I 2,17 20
204 u/1 0,79 20
371 U/1 0,85 20

CV-K03(DULUMEHT Bapuaumnmn; N-KOJMYECTBO ONpeaeneHuii.
WHTepdepeHuma: OGunmpybuH (o 40 mg/dl), nunemus
(Tpuravuepuasl Ao 2000 mg/dl) u ackopbuHoBas kucnota (4o
30 mg/dl) He BAMSIOT Ha pe3ynbTaT onpefeneHus. Habnwopaercs
MHTEpdEepeHLUUs reMornobuHa npu MUHUMANbHOW KOHLEHTPaLMK.
[pyrve nekapcTBeHHble npenapatbl W Cy6CTaHLMM MOFYT BAMSITH Ha
pesynbrar™®.

[aHHble MeTpoNornyeckne XapakTepucTUKM 6biiM MONMyYeHbl Ha
aHanusatope. Pe3ynbTaThl MOryT BapbMpoBaTb B 3aBMCUMMOCTU OT
1Cnonb3yeMoro 060py/J0BaHUs MW NPOLEAYPbI ONpeaeneHus.

ANATHOCTUYECKWUE XAPAKTEPUCTUKN

N3MepeHns YpoBHA aMunasbl UCMOMb3YOTCS B MepBylo ouepesb Nnpu
[VarHoCTUKe W fleyeHnn 3a6oneBsaHuii NoAXeNyA04YHOI Kenesbl.
AMMNasa HaxoAWTCS rNaBHbIM 06pa3oM B MOAXENYAOYHON Xenese u
CTIOHHBIX enesax. [pW BblA€NEHUM B MUILEBAPUTENbHbIA TPaKT,
JaHHbI GEpPMEHT rMAPOAU3NPYeT Kpaxman.

OnpedeneHne YypoBHS amunasbl HEOBXOAMMO NpWU  AMArHOCTUKE
3a6001€BaHN  NOMKENYAOUHON Kenesbl U  OKOMOYLWHbIX Kenes.
MoBbILEHHbI YPOBEHb aM1Na3bl B CbIBOPOTKE MOXET 6biTb CBA3AH

C OCTPbIM NaHKpeaTUTOM W APYrMMU pacCTPONCTBaMMU NOAXENYAOYHOI
Xenesbl, a TaKXe C AMUAEMUYECKUM U MHDEKLMOHHbLIM NapoTUTaMu.
KNMHWYeCKUI  AMAarHO3 [OMKEH YCTaHaBAMBATbC HAa  OCHOBe
MHTErpaLmnmu KIMHUYECKUX U N1abopaTopHbIX AaHHbIX.

NMPUMEYAHUA

OcTaToyHass aKTMBHOCTb C/IOHHOM a-aMunasbl cocTaBnseT o 3%.
OueHb BbICOKME 3HaYeHUs CIOHHOW o-aMmunasbl MOryT MpUBECTU K
NOBbIWEHHbIM pe3ynbTaTaM MaHKpeaTU4ecKoi a-aMunasbl. B cnoHe n
KOXe COAepXMUTCS a-amunasa, NnosToMy cnegyeT usberaTb KOHTaKTa
KOXW C peareHTaMn n He NMNETMPOBaTb peareHTbl PTOM.
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Amylo Pancrea-DAC.Lq
AMILAZA PANCREATICA TN SER $I URINA
METODA CINETICA CU EPS-G7
Numai pentru diagnosticare «in vitro»

A se pastrala 2-8°C

Cod 2021A75 75 ml

PRINCIPIUL METODEI

Testul enzimatic fotometric, in care substratul 4,6-etilden-(G7)-p-
nitrofenil-(G1)-u-D-maltogeptaozid (EPS-G7) se descompune cu
ajutorul a-amilazei in fragmente diferite. Aceste fragmente apoi se
hidrolizeazd la urmdtoarea etapd cu a-glucozidaza formind glucozd si
nitrofenil. Deoarece izofermentul glandei salivare este inhibat
selectiv printr-o combinatie de doi anticorpi monoclonali la etapa de
pre-incubare, cresterea absorbtiei exprimd activitatea amilazei
pancreatice in proba.

COMPONENTA SETULUI

Coduri 2021A75
Reagent A pH=7,15 3x20 ml
Good's buffer 0.1 mol/I

Clorurd de sodiu 62.5 mmol/I

Clorurd de magneziu 12.5 mmol/I

Glucoza > 2KU/I

Anticorpi monoclonali > 25 mg/|

Reagent B pH=7,15 1x15 ml
Good's buffer 0.1 mol/I

EPS-G7 8.5 mmol/I

PASTRARAEA S1 STABILITATEA REAGENTILOR
Reagentii sint stabili la 2-8°C pind la data indicatd pe etichetd.

PROBE
Ser, plasma cu heparind sau EDTA, urind
Amilaza este stabild in ser i urind la 2-8°C 7 zile.

VALORI DE REFERIN]’;\

Feminin Masculin
Ser/plasma < 53U/ < 53U/
Urind <319 U/l < 356 U/I

Aceste valori sint orientative, se recomandd stabilirea diapazonului
de referintd in laboratorul dat.

CONTROLUL CALITA]’II

Pentru controlul mersului reactiei si a procedurii de mdsurare se
recomanda de folosit seruri de control normali si patologice.

Se recomanda stabilirea sistemului intern de control in laboratorul
dat.

ECHIPAMENT ADITIONAL

Analizor, spectrofotometru sau fotometru cu termostat 37°C, cu
filtrul 405 (400-420) nm.

Dozatoare 10, 20, 250 si 1000 pl.

PRECAUTII

Setul este destinat numai pentru diagnosticare in vitro.

Probele pacientilor vor fi considerate ca material potential contagios
si se vor prelucra analogic celor contagioase

PREPARAREA REAGENTILOR DE LUCRU
Reagentul este gata de utilizare.

METODA DE LUCRU

Metoda: cinetic
Lungimea de unda: 405 nm
Temperatura: 37°C

Instalarea zero: dupa reagent

1.Introduceti in eprubetele marcate:

BnaHk CbiBOpOTKa/nna3ma Moua
Proba - 20 pl 10 pl
Reagent A 1000 pl 1000 pl 1000 pl

2. Continutul eprubetelor amestecati, incubati 3,0 min, apoi
addugati:
Reagent B 250 ul 250 ul 250 ul

NB: Volumul reagentului si probei pot fi schimbate proporional
conform volumului de lucru a cuvei analizatorului folosit.

3. Se va amesteca bine si se va incuba la 37°C 1 minut.

4. Se va mdsura absorbtia initiald contra apei distilate, apoi se va
mdsura absorbtia in intervale de 1 minut pe parcursul a 3 minute.

5. Se va calcula diferenta dintre absorbtiile consecutive si diferenta
medie a absorbtiei pe 1 minut (AA/min).

CALCULE
Activitatea amilazei in proba (U/I) se va determina utilizind formula:

Activitatea (U/1) = AA/min x 5670
CARACTERISTICI METROLOGICE
Limita sensibilitatii: 5 U/I.
Limita linearitatii: AA/MnH = 0,350. Tn cazul in care valoarea datd

este depdsitd, proba ar trebui sa fie diluatd 1:10 cu concentratia de
clorurd de sodium 9g/L. Rezultatul ar trebui sa fie inmultit cu 11.

Reproductibilitatea pe parcursul perioadei:

Concentratia medie Cv* n*
69,7 U/I 3,13 20
207 U/l 1,26 20
370 U/1 0,91 20

Reproductibilitatea de la perioadd la perioada:

Concentratia medie Cv* n*
68,3 U/I 2,17 20
204 U/l 0,79 20
371 U/1 0,85 20

CV—coeficientul variatiei; n—numarul de determinari.

Interferente: Bilirubin (pind 40 mg/dl), lipemie (trigliceride pind la
2000 mg/dl) si acidul ascorbic (pind la 30 mg/d)l nu influenteazd la
rezultatul determindrii. Se va tine cont de posibila interferentd a
hemoglobinei la concentratia minima. Alte medicamente si substante
pot afecta la rezultat>®.

Aceste caracteristici metrologice au fost obtinute la utilizarea
analizorului. Rezultatele pot varia in dependentd de echipamentul
utilizat sau procedura de determinare.

CARACTERISTICI DIAGNOSTICE

Determinarea nivelului amilazei se foloseste pe larg pentru
diagnosticarea si tratatrea bolilor pancreasului si glandelor parotide.
Amilaza este produsd de pancreas si glanda salivard, este secretatd
in tractul digestiv hidrolizind amidonului.

Determinarea nivelului amilazei este necesar pentru diagnosticarea
bolilor de pancreas si glandelor parotide.

Nivelul inalt al amilazei in ser poate fi cauzat de pancreatitd acutd i
alte deregldri ale pancreasului cit si de parotide infectioase si
epidemice.

Diagnosticul clinic se va stabili in baza integrarii datelor clinice si de
laborator.

NOTE

Activitatea reziduald a-amilazei salivare este pind la 3%.

Valorile foarte ridicate o-amilazei salivare pot afecta la cresterea
rezultatelor a-amilazei pancreatice. Tn salivd si piele se contine o-
amilaza, din aceastd cauzd ar trebui sd evitati contactul pielii cu
reagentii. Pipetarea orald este strict interzisa.
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Amylo Pancrea-DAC.Lq
PANCREATIC a-AMYLASE IN SERUM AND URINE
KINETIC TEST WITH EPS-G7 SUBSTRATE

For «in vitro» diagnostic use only
Store at 2-8°C

Code 2021A75 75 ml
METHOD PRINCIPLE
Enzymatic photometric test where 4.6-ethylidene-(G7)-p-nitropenyl-
(G1)-a-D-maltoheptaoside (EPS-G7) substrate is decomposed into
different fragments by oa-Amylase. These fragments are further
hydrolyzed by a-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/I

Sodium chloride 62.5 mmol/I

Magnesium chloride 12.5 mmol/I

Glucose oxidase = 2KU/I

Monoclonal antibodies > 25 mg/|

Reagent B pH=7,15 1x15 ml
Good's buffer 0.1 mol/I

EPS-G7 8.5 mmol/I

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

SAMPLES

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

REFERENCE VALUES

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

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 37°C and able to read at 405 (400-420) nm.
Pipettes for 10, 20, 250 and 1000 pl.

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 pl 10 pl
Reagent A 1000 pl 1000 pl 1000 pl
2. Mix the contents, incubate for 3 minutes, then add:
Reagent A 250 pl 250 pl 250 pl

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 37°C.

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 (AA/min).

CALCULATIONS
a-Amylase activity in sample is calculated by formula:

Activity (U/1) = AA/min x 5670

METROLOGICAL CHARACTERISTICS

Detection limit: 5 U/I

Linearity limit: AA/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/I 3.13 20
207 U/l 1.26 20
370 U/1 0.91 20
Inter-assay reproducibility:
Mean concentration Cv* n*
68.3 U/I 2.17 20
204 u/1 0.79 20
371 U/1 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 a-amylase is up to 3%. Elevated levels of
salivary o-amylase may lead to elevated results of pancreatic -
amylase activity. Saliva and skin contain oa-amylase, that's why
reagents should not come into contact with skin and be pipette by
mouth.
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