PANCREATIC AMYLASE

Cat. No.

Pack Name

Packaging (Content)

BLT00067

P AMY 100

R1:4 x 20 ml, R2: 1 x 20 ml

&

INTENDED USE

CE€ o]

Diagnostic reagent for quantitative in vitro determination of pancreatic alpha-Amylase in human
serum, plasma and urine.

CLINICAL SIGNIFICANCE

a-Amylases are hydrolytic enzymes, which break down starch into maltose. In the human body
a-amylases originate from various organs: the pancreatic amylase is produced by the pancreas
and released into the intestinal tract, the salivary amylase is synthesized in the salivary glands
and secreted into saliva. The amylase present in the blood is eliminated through the kidney and
excreted into the urine. Therefore, elevation of serum activity is reflected in a rise of urinary
amylase activity.

Measurement of a-amylase in serum and urine is mainly used for the diagnosis of pancreatic
disorders as well as for detecting the development of complications. In acute pancreatitis the
blood amylase activity increases within few hours after onset of abdominal pain, peaks after
approx. 12 hours and returns to values within the reference range at the latest after 5 days. The
specificity of a-amylase for pancreatic disorders is not very high as elevated levels are measu-
red also in various non-pancreatic diseases, e.g. parotitis and renal insufficiency. Therefore, for
confirmation of an acute pancreatitis measurement of lipase should be additionally performed.

PRINCIPLE

Salivary isoenzyme of alpha-amylase is inhibited by two different monoclonal antibodies. The
remaining activity of the pancreatic enzyme is then determined photometrically. P-nitrophe-
nyl-a-D-maltoheptaoside serves as the substrate for determination of the catalytic concentra-
tion of alpha-amylase. After hydrolysis of the internal part of the chain of AMS and the rest of
the chain by glukosidase, p-nitrophenol is gradually released. Its absorbance is measuredat
405 nm. The absorbance increase is proportional to the catalytic concentration of alpha-
-amylase in the sample.

REAGENT COMPOSITION

R1 Buffer

Good’s buffer, pH 7.10 125 mmol/l
NaCl 62.5 mmol/l
MgCl, 12.5 mmol/l
a-glukosidase > 42 pkat/l
Monoclonal antibodies > 31 mg/l

R2 Substrate

Good’s buffer, pH 7.10 500 mmol/l

4,6 —Ethyliden — 4-nitrophenyl-maltoheptaoside 8 mmol/l

REAGENT PREPARATION
Reagents are liquid, ready for use.

STABILITY AND STORAGE

The unopened reagents are stable till the expiry date stated on the bottle and kit label when
stored at 2-8°C.

After opening, reagents are stable until expiry date at 2-8°C if stored at appropriate condi-
tions, closed carefully and without any contamination.

SPECIMEN COLLECTION & HANDLING

It is recommended to follow NCCLS procedures (or similar standardized conditions).
Serum, plasma (heparin, EDTA), urine.

Stability in serum / plasma:

7 days at 20-25°C
7 days at4-8°C

1 year at -20°C
in urine:

2 days at 20-25°C
10days at4-8°C

3 weeks at-20°C

Discard contaminated specimens.
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CALIBRATION
Calibration with Lyonorm Calibrator is recommended.

QUALITY CONTROL
For quality control Lyonorm HUM N and Lyonorm HUM P are recommended.

UNIT CONVERSION
U/l x 0.017 = pkat/I

EXPECTED VALUES *

fS pankreatic alpha-amylase (ukat/l) 37 °C  0.13-0.88

fU pankreatic alpha-amylase (pkat/l) 37 °C  upto 6.17

The range of reference values is only approximate; it is recommended that each labora-
tory verify the extent of the reference interval for their particular examined population.

PERFORMANCES
Data contained within this section is representative of performance on ERBA XL systems. Data
obtained in your laboratory may differ from these values.

Two reagents method - substrate start

€rba

Limit of quantification: 0.19 pkat/l
Linearity: 30 pkat/l
Measuring range: 0.19 — 30 pkat/I
PRECISION
_ Mean SD Ccv
Intra-assay (n=20) (ukat/l) (ukat/l) %)
Sample 1 3.46 0.040 1.06
Sample 2 3.61 0.040 1.09
_ Mean SD cv
Inter-assay (n=20) (ukat/l) (ukat/l) (%)
Sample 1 0.66 0.020 3.38
Sample 2 1.68 0.040 212
COMPARISON

A comparison between XL-Systems Amylase (y) and a commercially available test (x) using 40
samples gave following results:

N =40

r= 1.000

y =0.972 x — 0.0750 pkat/l

INTERFERENCES
Following substances do not interfere:
haemoglobin up to 5 g/I, bilirubin up to 40 mg/dl, triglycerides up to 2000 mg/dl.

HEALTH PROTECTION
For in vitro diagnostic use. To be handled by entitled and professionally educated person. Rea-
gents of the kit are not classified like dangerous.

FIRST AID
In case of an accidental ingestion, wash up the mouth and drink about 0.5 | of water. On eye
contact rinse the eye quickly and thoroughly with the jet of tap of water. Contaminated skin
should be washed with warm water and soap. In all serious cases of health damage consult
a physician.

WASTE DISPOSAL

All tested samples should be treated as potentially infectious and with an eventual rest of re-
agents should be disposed in accordance with the internal regulations for dangerous waste,
in compliance with local and national regulations relating to the safe handling of dangerous
materials. Paper packing and others should be handed over for recycling or discarded as sorted
waste (paper, glass, plastic).

ASSAY PROCEDURE

Wavelength 405 (400-420) nm
Cuvette 1cm

Temperature 37°C

Serum/reaction mixture ratio  1/51
Reagents and sample volume can be modified, by respecting reagents/sample volume ratio.

Reagent blank Calibrator Sample
Reagent 1 0.800 ml 0.800 ml 0.800 ml
Sample - - 0.020 ml
Calibrator - 0.020 ml -
Distilled water 0.020 ml - -
Mix and after 1 min. incubation (at 37 °C) and
Reagent 2 0200m | 0.200ml 0.200 mi

Mix and measure the initial absorbance after 2 minutes from the addition of the reagent 2
(at 37 °C). Measure the absorbance change exactly after 1, 2 and 3 min. Calculate 1 minute
absorbance change (AA).

CALCULATION
AA

1. pancreatic alpha-amylase (pkat/l) = =" sc
A

cal

cal CCal = calibrator concentration

2. Using factor:
pancreatic alpha-amylase (pkat/l) = f x AA/min.
f = factor:

405 nm
Substrate start

Serum/plasma
94.5

NOTE
Saliva and skin contain alpha-amylase therefore never pipette reagents by mouth and avoid
contamination of samples and reagents. Even trace contamination can affected results.

Applications for automatic analysers will be supplied on request.

M Erba Lachema s.r.o0., Karasek 1d, 621 00 Brno, CZ
e-mail: diagnostics@erbalachema.com, www.erbamannheim.com
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NMAHKPEATUYECKASA AMUITA3A

Kat. Ne Ha3sBaHue Ha ynakoBke ®dacoBka
BLT00067 | M-AMWIT 100 R1:4 x 20 mn, R2: 1 x 20 mn
MpumeHeHne

PeareHT npegHasHayeH Ona in vitro ANarHoCcTukn I'IaHeraTI/I“IeCKOVI anbcba—ammnaabl B
CbIBOPOTKE, Nriasme n moye.

KnuHuyeckoe 3HaveHne

B opraHu3ame yenoseka anbta-amunasa MMEET pasnuyHoe NPOUCXOXAEHWe: NaHKpeaTuyeckas
amMunasa CUHTE3NPYeTCsi NOAXKeNy/AOHHOMN Xene3oMn U BbIXOAUT B KULIEYHbIA TPaKT, CrIOHHas
amunasa CUHTE3UPYETCS B CIIIOHHBIX XKenesax U CeKPeTUPYETCS B CIIOHY.

Anbda-amunasa katanusupyeT ruaponua a-1-4-rmuko3unaHbiX CBs3ei Kpaxmana v Apyrux
POACTBEHHBIX MONMUcaxapuaoBs, [0 ManbTo3bl U APYrMX onurocaxapuaos. PepmMeHT anbda-
-amunasa - OTHOCUTENbHO HeGonbluas Monekyna, Kotopasi GbICTPO BbIBOAUTCS NOYKamMu v
BbIAENSETCS C MOYOWA.

AKTVUBHOCTb anba-amunasbl B CbIBOPOTKE UMEET GorbLLoe 3HauYeHWe Ans AnddepeHLnanbHon
[NarHOCTUKM OCTPOTO UIN XPOHUYECKOTO NaHKpeaTuTa.

AKWBHOCTb  anbga-amunasbl HauGonee 4acto M3MepsieTcsi ANs AUarHoCTUKU OCTPOro
naHKkpeaTuTa, Kora ee YpoBeHb B CbiBOPOTKE YBENMUMBAETCs BO MHOrO pas. Bo Bpems
OCTPOro naHkpeaTtuTa anbga-amunasa yBeNMYMBAETCS NMPUMEPHO Yepe3 HECKOMbKO 4acoB
nocne Hayana 6onu, AocTUraeT nuka Yepes 12 Yaca U OCTAETCs MOBLILEHHON B TeYeHne 5
AHen.

He naHkpeaTuyeckue NpUYMHBI YBENUYEHWS! aKTUBHOCTW amunasbl CbIBOPOTKW: NapatwT,
paK CIOHbIX Xene3 unu GPOHXOB, HEMPOXOAUMOCTb KULIEYHUKA, MEPUTOHUT, AMaBETUYECKUi
KETOaLMA03, ankororbHasi MUHTOKCUKALMS, OCTPbIA anneHAULMUT, MOYEBbIE KaMHM, NepdopaLivs
NenTU4Yeckon $i3Bbl, NaTonorus 6GunuapHoro TpakTa, paspbie Tpy6G npu BHEMaTOYHON
6epeMeHHOCTU. AKTUBHOCTL aMUNaskl B CbIBOPOTKE yBENuUMBaEeTCs B 1-2 pasa npu noyeyHoi
HEeA0CTaTOYHOCTU.

MpuHUMN peakunn

CnitoHHOW  nM3ohepMeHT  anba-amunasbl  MNOMHOCTbIO  MHMMBUpYeTcs  KOMOUHauuen
ABYX MOHOKMNOHAamNbHbIX aHTUTenN. AKTUBHOCTb ﬂaHeraTI/I‘-IeCKOVI aMmunasbl M3MmepsieTca
doTtomeTpuyecku. Cy6CcTpatom Ans onpeaeneHusl akTUBHOCTU NaHKpeaTWyeckoi amunasbl
cnyxut  4,6-OtunuaeH-4-vutpodenun-a-D-manstorentaosng (EPS). TMog  pencteuem
anbga-amMunasbl BHYTPEHHAS 4acTb Lenu cybcTpaTa pacluennsietca ¢ obpasoBaHUEM
HUTPOPEHNNMAnLTOreNTao3naoB, KOTOpblE MOA AEWCTBMEM a-MoKo3nAasbl MMAponu3yTcs
[0 [MIOKO3bl U OKPALIEHHOrO B JKeNTbl LBET p.-HATpOheHona, WUMEILero MakCMMym
nornowiexHns npu 405 HM. Bo3pacTtaHue MornoLeHnst NPSAMO NPONOPLMOHANBHO aKTUBHOCTU
naHKpeaTu4eckoii amunasbl B obpasLie.

CocrtaB peareHTOB

R1 Bydep

l'ynca 6ycep, pH 7,1
Xnopwva HaTpus

Xnopug markus
a-Inoko3ngasa
MoHoKroHanbHbIe aHTUTENa

125 mmons/n
62,5 mMonb/n
12,5 mmonb/n
> 42 mkkat/n
> 31 mr/n

R2 Cy6eTtpar
l'yaca 6ycep, pH 7,1 500 mmMonb/n
4,6 —3TunuaeH — 4- HUTPodeHUn-mansTorentTao3ng 8 MMons/n

MpurotoBneHue pa6ounx peareHTOB
PeareHTbl XUAKWUE, FOTOBbIE K UCMOMb30BAHMIO.

XpaHeHue 1 cTabunbHOCTL
He BckpbiThble peareHTbl CTabuIibHbI [0 AOCTVWXKEHWSI YKa3aHHOTO Cpoka TFOAHOCTM, eCrn
xpaHaTcsa npu 2-8°C.

O6pasubl
CblBOpoTKa 6e3 remonuaa, renapuHuavpoarHasi, O TA nna3ma, mova.
WccnepoBaHve npoBoanTb B cooTBETCTBUM € npoTokoniom NCCLS (unu aHanoros).
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CrtabuneHocTb

B CbiBOpOTKe / Nnasme:

7 nHew npu 20-25°C
7 nHewn npu 4-8°C

1 rop npu -20°C

B Moue:

2 OHs npu 20-25° C
10 aHen npu4-8°C

3 Hepenun npu -20° C

3arpsizHeHHble 06pa3Libl He UCMOoMNb30BaTh.

Kanu6poBka
Mol pekomeHayeM Ans kanubpoBku ncnonb3oeatk JinoHopm Kanubpatop.

KoHTponb kavecTBa
ﬂ]‘lﬂ npoBeAeHNsa KOHTPONsA KaydecTBa PEKOMEHAYHTCA KOHTPOSbHble CbIBOPOTKW: ﬂl/lOHOpM
'YM HOPMA, Nuoxopm NYM MATONOMUA.

KoadhcdmumeHT nepecyera
E/n x 0,017 = mkkat/n

HopmanbHble BenUMYUHBI 3

CbiBopotka / Mna3ma (37°C)

0,13 — 0,88 mkkat/n (7,64 — 51,76 E/n)

Moua

[o 6,17 mkkat/n (363 E/n)

I'IpleeAeHthe AVana3oHbl BeNIMYUH creayeT paccMmaTpuBaTb Kak OPUEHTUPOBOYHLIE.
Kaxpow naboparopuun Heo6xoAMMO onpeaensiTb CBOM AnanasoHbl.

3HavyeHusA BeNUYUH

3TN 3HayYeHWs HOpMarnbHbIX BENUYWH Obinu MonyveHbl Ha aBTOMaTWYeCKUX aHanusatopax
cepun ERBA XL. Pe3ynbraTbl MOTyT OTNMYaTLCS, €CNW OonpeaeneHne nNpoBoaunu Ha Apyrom
TWNe aHanuaaTopa.

Pa6ouue xapaKkTepucTuku

€rba

YTUAU3aLMA UCNONb30BaHHLIX MaTepuanos

Bce 06pasLibl TeCTa AOMKHBI PACCMATPUBATLCS KaK MOTEHLMamNbHO MHULMPOBAHHLIE 1 BMECTe
C OCTanbHbLIMU peareHTamMu LOSMKHbI BbiTb YHUYTOXKEHBI B COOTBETCTBUM C CYLUECTBYIOLMMU B
KaXKOoM cTpaHe npasunamu Ans 4aHHOMo BUAA Matepuanos.

BymarkHas ynakoska 1 apyroe (6ymara, CTekmno, niactuk) AOMKHbI GbITb PacCoOpTUPOBaHbLI Ans
BbIGPOCA C MYCOPOM WM OTNPABIeHUs Ha NepepaGoTKy.

MNpoBeneHve aHanusa

[nnHa BONHbI: 405 (400-420) Hm

OnTnyeckuin NyTb: 1cm

Temnepatypa: 37°C

CbIBOpOTKa/peakLmMoHHasi CMecb - CooTHoleHune 1/51

O6bembl o6pasua M peareHToB MOryT GbiTb M3MEHEHbI MPU COXPAHEHWWM COOTHOLLEHMUS
peareHT/06pasel

[IByXpeareHTHbIN MeTo — CTapT cy6cTpaTom

BnaHk no peareHTy Kanubpatop O6paseL,
PeareHt 1 0,800 mn 0,800 mn 0,800 mn
O6pasel, - - 0,020 mn
Kanu6patop - 0,020 mn -
[Ouctun. Boga 0,020 mn - -
CwmeLaTb, UHKY6upoBaTb 1 MuH. [lo6aBuThb:
PeareHT 2 0,200 mn | 0,200 mn 0,200 mn

Mocne po6aBnexus peareHTa 2 cMelLaThb, Yepes 2 MUH. U3MepUTb nornolueHne npu (37°C).
N3mepuTb normowieHne TouHo 4depe3 1, 2 u 3 MuHyTbl. lNocne u3mepeHus paccuutaTb
cpeaHee N3MEHEeHe MOTMOLLEHNA B MUHYTY (AA).

PacueTb!

PaccuuTaiite akTMBHOCTb ﬂaHeraTVNeCKOIZ amunasbl B I'Ip06e, ncnonbaya

UyBCTBUTENBHOCTb: 0,19 mkkat/n (11,18 E/n) 1. KanuGpatop
JnHeiHoCTb: po 30 mkkat/n (1765 E/n) AA
[vnana3oH namepenuin: 0,19 — 30 mkkat/n (11,18 — 1765 E/n) naHkpeatuyeckasi amvnasa (E/n; mkkat/n) = CKan x — 22
AA
Kan
e I C\an, — 3HAYEHME BKTUBHOCTV NAaHKPEATUHECKOI amMunasel B kanubparope
B e CpenHeapudmeTnyeckoe SD cv ’
DIy 3HayeHue (MKkaTt/n) MKKaT/n (%) 2. dakTop:
O6pasey 1 20 3,46 0,040 1,06 naHkpeatuyeckas amunasa = & x AA/MuH
O6pazey 2 20 3,61 0,040 1,09 ﬁp— cbakTop nepecyera = 5559 (E/n); 94,5 (mkkat/n) (npwu 405 Hm)
N CpeaHeapudmeTuyeckoe SD cV CrioHa 1 koxa cofepxar anbda-amunasy, nostomy nsberatb NMNETUPOBaHUS peareHTa pToMm
Mesxcepuiinas N 1 KOHTaKTa peareHTa C Koxeii. [laxe CriefloBble KONMYecTsa MoryT NOBAWSTL HA PE3ynbTaT.
3HaveHue (MKKat/n) MKKaTt/n (%) P b A Yy peay. .
O6pasey 1 20 0,66 0,020 3,38 MpoTokonbl ANA MCNONb3oBaHWA Ha aBTOMaTUYECKUX aHanusaTopax MOryT ObiThb
O6pasey 2 20 1,68 0,040 2,12 IEMEAIGIE D Sl 1ol

CpaBHeHue MeToAoB

CpaBHeHve 6bino npoBedeHo Ha 40 obpasuax C Mcrnonb3oBaHUMEM peareHToB cepun BIT:
MaHkpeaTnyeckasi a-Amunasaly) ¥ WMelLMXCH B NpoAaxe peareHToB C KOMMEepYecku
[[OCTYNHOW METOANKOI (X).

Pesynbratbl:  y = 0,972 x -0,0750 mkkat/n r=1,000

CneundmyHocTs / Bnusiouwume BelecTBa
Femorno6ux go 5 r/n, Bunupyoun go 40 mr/an, Tpurnuuepuabl Ao 2000 mr/an He BAMSIIOT
Ha pesynbTaThl.

npe,qynpem.qeuun U Mepbl NPpeJoCTOPOXXHOCTU
Ha6op peareHTOoB mpegHa3HayeH ANs in vitro AWarHoCTUKM MpodeccroHanbHO 0ByYeHHbIM
nabopaHToMm. PeareHTbl, Bxoaswme B Habop, He coepxaT onacHble BellecTsa.

MepBasa nomolyb

Mpu Nnpueme BHYTPL CriedyeT nporonockarb PoT BoAoW, BbinuTb 0,5 N Boabl 1 Bbi3BaTh pBoTY. Mpun
nonaaaHum B rnasa GbICTPO MPOMBITH MX MPOTO4HOM BoAoK. [py nonaaaHuM Ha Koxy Heobxoanmo
NPOMbITb TEeNMoi BOAoW C MbirioM. Bo Bcex cepbe3Hbix cryqasx 06patuTbest K Bpady.

M Erba Lachema s.r.o0., Karasek 1d, 621 00 Brno, CZ
e-mail: diagnostics@erbalachema.com, www.erbamannheim.com

N/94/14/A/INT  [dama npoeedeHusi nocnedHe2o koHmporsi: 27. 6. 2014



PANCREATIC AMYLASE

Kat. €. Nazev baleni Obsah baleni

BLT00067 | PAMY 100 R1: 4 x 20 ml, R2: 1x20 ml
© C€
POUZIT

Diagnosticka souprava pro kvantitativni in vitro stanoveni pankreatické alfa-amylasy v lidském
séru, plazmé nebo modi.

KLINICKY VYZNAM

a-amylazy jsou hydrolytické enzymy, které rozkladaji Skrob na maltézu. V lidském téle vznikaji
a-amylazy v rznych organech: pankreatickou amylédzu produkuije slinivka bfi$ni a uvoliiuje ji do
stfevniho traktu, slinna amylaza se syntetizuje ve slinnych Zlazach a vyluéuje se do slin. Protoze
pankreaticka i slinna amyldza maji strukturalni homologii 97%, jedinou metodou, jak je rozliit,
je pouziti testu, ktery je zaloZen na monoklonalnich protilatkach, aby se inhiboval slinny enzym.
Amylaza, ktera je pritomna v krvi, se eliminuje pres ledviny a vylucuje se do moci. Proto zvySena
sérova aktivita odrazi vzestup aktivity moCové amylazy. Méreni pankreatické amylazy v séru a
moci se aplikuje zejména u diagndéz poruch slinivky bfiSni a rovnéz pfi sledovani vyvoje kom-
plikaci. Pfi akutni pankreatitidé se ¢innost krevni amylazy zvySuje v pribéhu nékolika hodin po
nastupu bolesti v biisni krajing, vrcholi asi po 12 hodinach a vraci se na hodnoty referen¢niho
rozpéti nejpozdéji do péti dnu.

PRINCIP METODY

Slinny isoenzym alfa-amylasy je inhibovan dvéma monoklonalnimi protilatkami. Zbyvajici ak-
tivita pankreatického izoenzymu se stanovi fotometricky.Substratem pro stanoveni katalytické
koncentrace alfa-amylasy je p-nitrofenyl-a-D-maltoheptaosid.

Po hydrolyze vnitini ¢asti fetézce AMS a zbytku fetézce glukosidasou se postupné uvolni
p-nitrofenol, jehoz absorbance se méfi pfi 405 nm. Narust absorbance je tmérny katalytické
koncentraci alfa-amylasy ve vzorku.

SLOZENI CINIDEL

R1 Pufr

Gooduv pufr, pH 7,10 125 mmol/l
NaCl 62,5 mmol/l
MgCl, 12,5 mmol/ll
a-glukosidasa > 42 pkat/l
Monoklonalni protilatka > 31 mg/l

R2 Substrat

Gooduv pufr, pH 7,10 500 mmol/l
4,6 —Etyliden — 4-nitrofenyl-maltoheptaqosid 8 mmol/l
Slozeni reakéni smési

Gooduv pufr, pH 7,10 200 mmol/l
NaCl 50 mmol/l
MgCl, 10 mmol/l
a-glukosidasa > 33,3 pkat/l
4,6 —Etyliden — 4-nitrofenyl-maltoheptaqosid 1,6 mmol/l
Monoklonalni protilatka > 25 mg/l

PRIPRAVA PRACOVNICH ROZTOKU

Cinidla jsou kapalna, pfipravena k pouZiti.

SKLADOVANI A STABILITA PRACOVNICH ROZTOKU

Cinidla R1 a R2 jsou kapalna a pfipravena k pouziti, skladovana pfed i po otevfeni pfi
2-8°C a chranéna pred svétlem a kontaminaci jsou stabilni do doby exspirace vyzna¢ené
na obale.

VZORKY
Sérum, plazma (EDTA, heparin), mog¢.
Doporuéujeme postupovat dle NCCLS (nebo podobnych standardu).

Stabilita v séru, plasmé:

1tyden pfi 20-25°C
1tyden pfi4-8°C

1 rok pfi -20°C
Stabilita v moéi:

2 dny pfi 20-25°C
10dni  pfi4-8°C

3 tydny pfi-20°C

Nepouzivejte kontaminované vzorky.
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KALIBRACE
Ke kalibraci se doporucuje Lyonorm Kalibrator.

KONTROLA KVALITY
Ke kontrole se doporucuje Lyonorm HUM N a Lyonorm HUM P.

PREPOCET JEDNOTEK
U/l x 0,017 = pkat/|

REFERENCNi HODNOTY 3

fS pankreaticka alfa-amylasa (pkat/l) 37°C 0,13 - 0,88

fU pankreaticka alfa-amylasa (pkat/l) 37°C  do 6,17

Referenéni rozmezi je pouze orientacni, doporucuje se, aby si kazda laboratoi ovéfila
rozsah referenéniho intervalu pro populaci, pro kterou zajistuje laboratorni vysetieni.

VYKONNOSTNi CHARAKTERISTIKY
Vykonnostni charakteristiky byly ziskany na automatickych analyzatorech ERBA XL. Data zis-
kana ve vasi laboratofi se mohou od téchto hodnot liSit.

Dolni mez stanovitelnosti: 0,19 pkat/|
Linearita: 30 pkat/l
Pracovni rozsah: 0,19 — 30 pkat/l
PRESNOST
_ Pramér SD cv
Intra-assay (n=20) (kat/l) (ukat/l) %)
Vzorek 1 3,46 0,040 1,06
Vzorek 2 3,61 0,040 1,09
_ Pramér SD cv
Inter-assay (n=20) (ukat/l) (ukat/l) (%)
Vzorek 1 0,66 0,020 3,38
Vzorek 2 1,68 0,040 2,12

SROVNANI S KOMERCNE DOSTUPNOU METODOU
Linearni regrese:

N =40 r= 1,000 y =0,972 x - 0,0750 pkat/l
INTERFERENCE

Nasledujici analyty neinterferuji:

hemoglobin do 5 g/I, bilirubin do 40 mg/dl, triglyceridy do 2000 mg/dI.

BEZPECNOSTNi CHARAKTERISTIKY ;
Urceno pro in vitro diagnostické pouziti opravnénou a profesionalné vyskolenou osobou. Cini-
dla soupravy nejsou klasifikovana jako nebezpecna.

PRVNi POMOC

Pfi nahodném poziti vyplachnout usta a vypit asi 0.5 | vody, pfi vniknuti do oka provést rychly a
dukladny vyplach proudem &isté vody. Pfi potfisnéni omyt pokozku teplou vodou a mydlem. Ve
vaznych pripadech poskozeni zdravi vyhledat Iékafskou pomoc.

NAKLADANI S ODPADY

Na vSechny zpracované vzorky je nutno pohliZet jako na potencionalné infekéni a spolu s pfi-
padnymi zbytky cinidel je likvidovat podle vlastnich internich pfedpist jako nebezpecny odpad
v souladu se Zakonem o odpadech. Papirové a ostatni obaly se likviduji podle druhu materialu
jako tfidény odpad (papir, sklo, plasty).

POSTUP MERENI

Vinova délka: 405 (400 - 420) nm

Kyveta: 1cm

Teplota: 37°C

Objemovy pomér sérum/reakéni smés 1/51

Objem pracovnich roztoku a vzorku Ize ménit, pro garanci analytickych parametr(i vsak jejich
vzajemny pomér musi byt zachovan.

€rba

Dvoureagenéni metoda — start substratem

Reagenéni blank Kalibrator Vzorek
Cinidlo 1 0,800 ml 0,800 ml 0,800 ml
Vzorek - - 0,020 ml
Kalibrator - 0,020 ml -
Destilovana voda 0,020 mi - -
Promicha se a po inkubaci 1 min (37°C) se pfida:
Cinidlo 2 0,200 ml | 0,200 ml 0,200 ml

Promicha se a zméfi se poc¢ate¢ni absorbance po 2 minutach od pfidani ¢inidla 2 (pfi 37 °C).
Méfi se zména absorbance piesné po 1, 2 a 3 minutach. Vypocita se zména absorbance za
1 minutu (AA).

VYPOCET
AA,

1. Pankreatick alfa-amylasa (ukat/l) = ———— x C C,,, = koncentrace kalibratoru
A

kal
kal

2.V pfipadé kalibrace pomoci kalibraéniho faktoru pfes molarni absorbanci:
pankreaticka alfa-amylasa (pkat/l) = f x AA/min.
f = faktor:

405 nm

Start substratem

Serum/plazma
94,5

POZNAMKA
Sliny a pokoZka obsahuji a-amylasu, proto nikdy nepipetujte ¢inidla sty a zabrarite kontaminaci
vzorkU a ¢inidel. | stopova kontaminace muze ovlivnit vysledky.

Aplikace na automatické analyzatory jsou dodavany na vyzadani.

M Erba Lachema s.r.o0., Karasek 1d, 621 00 Brno, CZ
e-mail: diagnostics@erbalachema.com, www.erbamannheim.com

N/94/14/A/INT Datum revize: 27. 6. 2014



PANCREATIC AMYLASE

Kat. ¢. Nazov balenia Obsah balenia

BLT00067 | P AMY 100 R1:4 x20 ml, R2: 1 x 20 ml
60 C€
POUZITIE

Diagnosticka suprava na kvantitativne in vitro stanovenie pankreatickej alfa-amylazy v fudskom
sére, plazme alebo mogi.

KLINICKY VYZNAM

a-amylazy su hydrolytické enzymy, ktoré rozkladaju $krob na maltézu. V fudskom tele vznikaju
a-amylazy v réznych organoch: pankreatickii amylazu produkuje pankreas a uvoltiuje ju do ¢rev-
ného traktu, slinna amylaza sa syntetizuje v slinnych Zlazach a vylu€uje sa do slin. PretoZe pan-
kreaticka aj slinna amylaza maju Strukturalnu homolégiu 97%, jedinou metddou, ako ich rozlisit,
je pouzitie testu, ktory je zalozeny na monoklonalnych protilatkach, aby sa inhiboval slinny enzym.
Amylaza, ktora je pritomna v krvi, sa eliminuje cez fadviny a vylucuje sa do moca. Preto zvySena
sérova aktivita odraza vzostup aktivity mocovej amylazy.

Meranie pankreatickej amylazy v sére a moci sa aplikuje hlavne u diagndz portich pankreasu a
taktieZ pri sledovani vyvoja komplikacii. Pri akitnej pankreatitide sa ¢innost krvnej amylazy zvy-
Suje v priebehu niekolkych hodin po nastupe bolesti v brusnej oblasti, vrcholi asi po 12 hodinach
a vracia sa na hodnoty referenéného rozpatia najneskér do piatich dni.

PRINCIP METODY

Slinny izoenzym alfa-amylazy je inhibovany dvoma monoklonalnymi protilatkami. Zvysna ak-
tivita pankreatického izoenzymu sa stanovi fotometricky. Substratom stanovenia katalytickej
koncentracie alfa-amylazy je p-nitrofenyl-a-D-maltoheptaozid.

Po hydrolyze vnutornej ¢asti retazca AMS a zvysku retazca glukozidazou sa postupne uvolni
p-nitrofenol, ktorého absorbancia sa meria pri 405 nm. Narast absorbancie je tmerny kataly-
tickej koncentracii alfa-amylazy vo vzorke.

ZLOZENIE CINIDIEL

R1 Pufer

Goodov pufer, pH 7,10 125 mmol/l
NaCl 62,5 mmol/l
MgCl, 12,5 mmol/ll
a-glukozidaza > 42 pkat/l
Monoklonalna protilatka > 31 mg/l

R2 Substrat

Goodov pufer, pH 7,10 500 mmol/l
4,6 —Etyliden — 4-nitrofenyl-maltoheptaozid 8 mmol/l
Zlozenie reakénej zmesi

Gooduv pufr, pH 7,10 200 mmol/I
NaCl 50 mmol/l
MgCl, 10 mmol/l
a-glukozidaza > 33,3 pkat/l
4,6 —Etyliden — 4-nitrofenyl-maltoheptaozid 1,6 mmol/l
Monoklonalna protilatka > 25 mg/l

PRIPRAVA PRACOVNYCH ROZTOKOV

Cinidla st kvapalné, pripravené na pouZitie.

SKLADOVANIE A STABILITA PRACOVNYCH ROZTOKOV
Cinidla R1 a R2 st kvapalné a st uréené na priame pouzitie. Skladované pred i po otvoreni
pri 2-8°C a chranené pred svetlom a kontaminaciou su ¢inidla stabilné do datumu expiracie

uvedeného na obale.

VZORKY
Sérum, plazma (EDTA, heparin), moc.

Doporuéujeme postupovat podla NCCLS (alebo podobnych standardov).

Stabilita v sére, plazme:

1tyzderi  pri 20-25°C
1tyzderi  pri 4-8°C

1 rok pri -20°C
Stabilita v mo¢i:

2 dni pri 20-25°C
10 dni pri 4-8°C

3 tyzdne pri -20°C

Nepouzivajte kontaminované vzorky.

12000190

KALIBRACIA
Na kalibraciu sa doporucuje Lyonorm Kalibrator.

KONTROLA KVALITY
Na kontrolu sa doporucéuje Lyonorm HUM N a Lyonorm HUM P.

PREPOCET JEDNOTIEK
U/l x 0,017 = pkat/|

REFERENCNE HODNOTY *

fS pankreaticka alfa-amylaza (pkat/l) 37°C 0,13-10,88

fU pankreaticka alfa-amylaza (ukat/l) 37°C  do 6,17

Referenéné rozmedzie je iba orientacné, doporucuje sa, aby si kazdé laboratérium overilo
rozsah referenéného intervalu pre populaciu, pre ktori zabezpecuje laboratérne vyse-
trenie.

VYKONNOSTNE CHARAKTERISTIKY )
Vykonnostné charakteristiky boli ziskané na automatickych analyzatoroch ERBA XL. Udaje zis-
kané vo vasom laboratdriu sa mdzu od tychto hodnét lisit.

Dolna medza stanovitelnosti: 0,19 pkat/l

Linearita: 30 pkat/l

Pracovny rozsah: 0,19 — 30 pkat/l

PRESNOST
Intra-assay (n=20) F(,;ilfamtl(le)r (piz?tll) ((3/:/)
Vzorka 1 3,46 0,040 1,06
Vzorka 2 3,61 0,040 1,09
Inter-assay (n=20) ?;i:;';:)r (p::t ) (C,,/:I)
Vzorka 1 0,66 0,020 3,38
Vzorka 2 1,68 0,040 2,12

POROVNANIE S KOMERCNE DOSTUPNOU METODOU
Linearna regresia:

N =40

r= 1,000

y =0,972 x - 0,0750 pkat/l

INTERFERENCIE
Nasledujlce analyty neinterferuju:
hemoglobin do 5 g/l, bilirubin do 40 mg/dl, triglyceridy do 2000 mg/dl.

BEZPECNOSTNE CHARAKTERISTIKY ;
Uréené na in vitro diagnostické pouzitie opravnenou a profesionalne vyskolenou osobou. Cini-
dla supravy nie su klasifikované ako nebezpecné.

PRVA POMOC

Pri nahodnom poziti vyplachnut usta a vypit' asi 0,5 | vody, pri vniknuti do oka vykonat rychly a
dokladny vyplach pradom ¢istej vody. Pri postriekani umyt pokozku teplou vodou a mydlom. Vo
vaznych pripadoch poskodenia zdravia vyhladat' lekarsku pomoc.

NAKLADANIE S ODPADMI

Vsetky spracované vzorky je nutné povazovat ako potencialne infekéné a spolu s pripadnymi
zvySkami €inidiel ich likvidovat podla vlastnych internych predpisov ako nebezpeény odpad v
stlade so Zakonom o odpadoch.

Papierové a ostatné obaly sa likviduji podia druhu materialu ako triedeny odpad (papier, sklo,
plasty).

POSTUP MERANIA

Vinova dizka: 405 (400 - 420) nm

Kyveta: 1cm

Teplota: 37°C

Objemovy pomer sérum/reakéna zmes (Start substratom) 1/51

Objem pracovnych roztokov a vzoriek je mozné menit, pre garanciu analytickych parametrov
vsak ich vzajomny pomer musi byt zachovany.

€rba

Dvojreagenéna metéda — Start substratom

Reagen¢ny blank Kalibrator Vzorka
Cinidlo 1 0,800 ml 0,800 ml 0,800 ml
Vzorka - - 0,020 mi
Kalibrator - 0,020 mi -
Destilovana voda 0,020 mi - -
Premie$a sa a po inkubacii 1 min (37°C) sa prida:
Cinidlo 2 0,200 ml | 0,200 ml 0,200 ml

Premie$a sa a zmeria sa pociato¢na absorbancia po 2 minutach od pridania ¢inidla 2 (pri
37 °C). Meria sa zmena absorbancie presne po 1, 2 a 3 minutach. Vypodita sa zmena
absorbancie za 1 minutu (AA).

VYPOCET
AA

1. Pankreaticka alfa-amylaza (pkat/l) = —® xc

kal

al Cya = koncentracia kalibratora

2.V pripade kalibracie pomocou kalibra¢ného faktoru cez molarnu absorbanciu:
pankreaticka alfa-amylaza (pkat/l) = f x AA/min.
f = faktor:

405 nm
Start substratom 94,5

Sérum/plazma

POZNAMKA
Sliny a pokoZzka obsahuju a-amylasu, preto nikdy nepipetujte ¢inidla Gstami a zabrarite kontami-
nacii vzoriek a ¢inidiel. Aj stopova kontaminacia méze ovplyvnit vysledky.

Aplikacie na automatické analyzatory su dodavané na vyziadanie.

M Erba Lachema s.r.o0., Karasek 1d, 621 00 Brno, CZ
e-mail: diagnostics@erbalachema.com, www.erbamannheim.com

N/94/14/A/INT Déatum revizie: 27. 6. 2014
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