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ALP - DAC

WENOYHASA ®OCOATA3A
KWUHETUYECKWUU METOA C AN3TAHONAMUHOM

ToNbKO ANA AMArHOCTUKK «in vitro»
XpaHutb npu 2-8°C

Koa 2005A100 100 mn
NPUHUMN METOOA
LlenoyHas ¢occdatasa (ALP) B LIeNOYHOW cpepe KaTanmsmpyer
nepeHoc  docdaTtHoi  rpynnbl  OT  4-HUTpodeHundocdata K
AnaTaHonamuHy (DEA), ¢ BbICBOBOXAEHUEM 4-HUTpOobeHoNa.
WNHTEHCMBHOCTL 06pasylolleiics OKpacku, M3MEpeHHOW Npu AnuHe
BONHbI 405 - 410 nm, NPONOpUMOHasbHA aKTUBHOCTU ALPL-2,

4-nutpodernn dochaT+DEA — APy DEA-docdat + 4-HuTpoteHon
COCTAB HABOPA
Reagent A 2x50 ml pH 10,2
[OvataHonamuH 1,25 mol/I
MarHus xnopug 0,625 mmol/I
Reagent B 2x0,225 g Mpu pacTBopeHumn:
4-HuTpoceHuncdochart 10 mmol/I

SAgoBut! He gonyckarb nonagaHnsl Ha KOXy U CAN3NUCTBIE.

XPAHEHWE N CTABUJIbHOCTb PEATEHTOB

PeareHTbl cTabunbHbl Npn 2-8°C [0 CpoKa, yKasaHHOro Ha 3TUKETKeE.
MpU3HaKN HENPUrOAHOCTH peareHToB:

npuUcyTCTBME B3BECM, MYTHOCTb, abcopbuus Pabouero peareHTa
> 1,30 npu 405(+10) nm (KtoBETLI Ha 1 cm).

OBPA3Lbl ANA UCCNEAOBAHUSA
CbIBOpPOTKA, CBOGOAHASA OT reMonusa.
ALP B cbiBOpoTKe npu 2- 8°C cTabunbHa 7 aHeil.

PE®EPEHTHbIE BETUMUHbDI

Aetn®: 180 - 1200 U/I

Bapocnbie®: 98 - 279 U/I

[aHHble BEAMYMHBI OPUEHTUPOBOYHLI, PEKOMEHAYETCS OnpejeneHue
coBCTBEHHbIX pedepeHTHbIX 3Ha4YeHWUI B Kaxaoi nabopaTtopuu.

KOHTPOJIb KAYECTBA

[Ona  KOHTpOAs  Xxo4a peakuuu UM npouesypbl  MU3MepeHus
peKoMeHAyeTCs WUCMonb3oBaTb HOPManbHbIE W MaTonoruyeckue
KOHTPOJIbHbIE CbIBOPOTKM.

Kaxpass ~ nabopatopus  [O/KHA  YCTAHOBWUTb  COBCTBEHHYIO

BHYTPEHHIOI0 CUCTEMY KOHTPONS Ka4yecTBa.

AONOJIHUTENbHOE OBOPYAOBAHUE

AHanusatop, cnekTpodOTOMETP MM TEpPMOCTaTUPYHOLWKI hoTOMETp
37°C, ¢ ¢hunbTpoM 405 - 410 nm.

[losaTtopbl Ha 20 ul n 1,0 ml.

MEPbI NPEAOCTOPOXHOCTH

Habop npeaHa3HayeH TONbKO AN AMArHOCTUKM in vitro.

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

NMPUTOTOBJIEHUE PABOYNX PEATEHTOB

Bo dnakoH c Reagent B Haneiite 50 ml
nepemeLuaiire.

Pa6ouuit PeareHT cTabuneH 2 Hegenu npn 2-8°C.

Reagent A #

NMPOLUEAYPA ONPERENEHUA

Metoa: KUHETUYECKMit

[nuHa BOMHbLI: 405-410 nm

Temnepatypa: 37°C

BnaHk: o BO3AyXY MW AUCTUINWMPOBAHHON BoAE

1. [loeaute TemnepaTypy Pa6ouero peareHTa u hotoMeTpa A0
TemnepaTypbl peakuun (37°C).
2. BHecuTe B KIOBETY C A/IMHOI ONTUYECKOro NyTn 1 cm*:
Pa6ouuii peareHT 1,0 ml
O6paseu, CraHpapt 20 pl
*NB: O6beMbl peareHTa M obpa3uya MoryT 6biTb MPONOPLUOHANTLHO

U3MEHEHbl B COOTBETCTBMM C  paboynm O06LEMOM  KIOBETHI
UCMO/Ib3yEMOro aHam3arTopa.
3. CwmewaiiTe W nomecTuTe KioBeTy B doToMeTp. Bkntouute

ceKyHAoMep.

4. Cnycta 60 CceKyHA M3MepbTe HauanbHyl abcopbumio npoTus
OWCTUANMPOBAHHOW BOAbl, 3aTeM W3Mepsiite abcopbumio uepes
KaxAayl 1 MUHYTY B TEYEHUE 2 MUHYT.

5. BbluncinTe pasHULY MexXAy nocnefoBaTesibHbIMA abcopbumsmu n
cpefHIol0 pasHuLy abcopbuun 3a 1 MUHYTY (AA/min).

BbIMUCNEHUNSA

CopepxaHue ALP B ob6pa3ue (U/1) onpeaensietcs no cdopmyne:
AA/mings Co = C
AA/ming: X Lor = Cos

BbluncneHue no gakropy:
405 nm: AktnBHOCTb (U/1) = AA/minge X 3000

METPOJIOTMYECKUE XAPAKTEPUCTUKN
Mpeaen uyscTBuTeNnbHoCTU: 3,0 U/I.
Mpepen nuHeitHocTM: 1800 U/I.
BocnpousBoAUMOCTb B Npefenax Nepuoaa:

CpenHss KOHUEHTpayms CcV* n*
191U/1 0,91 % 20
642 U/ 0,96 % 20

Bocnpon3BoaUMOCTb OT Nepuoaa K nepuoay:

CpeaHsAs KOHUEHTpauus cv* n*
176 U/I 2,29 % 25
416 U/1 1,43 % 25

CV-k03(hdULUMEHT BapuaLmnm; N-KONMYeCTBO OnpeAeneHnil.
WHTepdepeHuma: bunupybuH go 128,3 umol/l (0,075 g/l), navnuabl
o 10 g/, rnwkosa Ao 55,5 mmol/l (10 g/l) n ackopbuHoBas Kucno
Ta Ao 2,84 mmol/l (0,5 g/l) He BANUSAIOT Ha pe3ynbTaT onpefeneHuns.
[pyrve nekapcTBeHHble npenapatbl U Cy6CTaHLMM MOFYT BAMSITH Ha
pesynbrar*S.

[aHHble MeTpONOrnyeckne XapakTepucTUKM 6biu MONMyYeHbl Ha
aHanusatope. Pe3ynbTaThl MOryT BapbMpoBaTb B 3aBUCMMOCTU OT
1Ccnonb3yemMoro 060py/J0BaHUs MW NPOLEAYPbI ONpeaeneHus.

AWATHOCTUYECKUE XAPAKTEPUCTUKHU

LlenoyHas  docdaTasa KkaTanMsMpyeT  MAPONN3  MOHO3(UPOB
opraHuyeckoro docdarta B WeNOYHON cpefe. DepMeHT npucyTcTyeT
NpaKkTUYECKW BO BCEX TKaHAX OpraHW3Ma, HO OCOBEHHO OKONo U
BHYTPU KNETOYHbIX MeMBpaH, a TakXe B NnaueHTe, 3NUTENUM
KWWEYHMKa, MOYeYHbIX KaHanbLax, ocTeobnactax U NeyeHu.
WCTOYHMKOM CbIBOPOTOYHOI LWENoYHOM hocdaTasbl SBNSIOTCA NeYeHb
1 KOCTH.

MoBbIWEHWE COAEPXaHUS CbIBOPOTOYHON ALP MOXET 6biTb BbI3BAaHO
CneaylowmMn NpuuMHamMm:  3aboneBaHnst KOCTHOM TKaHW, COMpo-
BOXAAIOWMECS MOBBIWEHHOM aKTUBHOCTbIO 0CTe061acToB (60ne3Hb
MeAXxeTa, NepBUYHbIA U BTOPUYHBIA rMNepnapaTMpeouanam, onyxonm
KOCTM, paxuT, OCTeOMansuusi, nepenoMbl KOCTM), PasfUUHbIMMU
3360NeBaHUAMM  MEYEHW: renaTut, OBCTPYKTUBHAs  XKenTyxa,
TOKCMYECKUE MEAMKAMEHTO3HbIE MOPAXEHUsI MEYEHW, paK MeyeHu.
®U3MONOrMUeckMe M3MEHeHWsl, TakMe Kak pocT  KOCTU  Wn
6epeMEHHOCTb, TakKe MOTYT Bbi3BaTb NOBbILEHUE YPOBHSA ALPS.
KNMHWYECKUMI  AMarHo3 [OMKEH YCTaHaBAMBAaTbCs HA  OCHOBe
MHTErpaLmnu KIMHUYECKMUX U N1abopaTopHbIX AaHHbIX.
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ACTIVITATEA FOSFOTAZEI ALCALINE
METODA CINETICA CU DIETANOLAMIN

Numai pentru diagnosticare «in vitro»
Ase pastrala 2-8°C

Cod 2005A100 100 ml
PRINCIPIUL METODEI
Fosfotaza alcalind (ALP) in mediu alcalin catilizeaza trecerea grupei
fosfatice de la 4-nitrofenilfosfat la dietanolamin (DEA), eliberind 4-
nitrofenol.
Intensitatea culorii, masuratd la 405 - 410 nm, este proportionald
activittii ALPY2,

4-nitrofenil fosfat + DEA — ﬂ—) DEA - fosfat + 4-nitrofenol
COMPONENTA SETULUI
Reagent A 2x50 ml pH 10,2
Dietanolamin 1,25 mol/I
Clorurd de magneziu 0,625 mmol/I
Reagent B 2x0,225 g La diluare:
4-nitrofenilfosfat 10 mmol/I

Toxic ! Nu se permite patrunderea pe piele si mucoase.

PASTRARAEA S1 STABILITATEA REAGENTILOR

Reagentii sunt stabili la 2-8°C pind la data indicatd pe etichetd.
Semne de deteriorare: prezenta particulelor materiale, turbiditate
absorbtia Reagentului de lucru mai mult 1,30 la 405 nm (cuva 1 cm).

PROBE
Ser. Nu se va utiliza ser hemolizat.
ALP in ser este stabild la 2- 8°C 7 zile.

VALORI DE REFERIN]’;\

Copii®: 180 - 1200 U/I

Maturi®: 98 - 279 U/I

Aceste valori sunt orientative. Se recomandd stabilirea diapazonului
de referintd in laboratorul dat

CONTROLUL CALIT;\]'II

Pentru controlul mersului reactiei si a procedurii de mdsurare se
recomandad de folosit seruri normale si patologice pentru
control.

Se recomandd stabilirea sistemului intern de control in laboratorul
dat.

ECHIPAMENT ADITIONAL

Analizator, spectrofotometru sau fotometru cu filtru 405 - 410 nm
termostatic la 37°C.

Dozatoare la 20 pl i 1,0 ml.

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
Tn flaconul cu Reagent B turnati 50 ml Reagent A si amestecati.
Reagentul de lucru este stabil 2 sdptdmini la 2-8°C.

METODA DE LUCRU

Metoda: cinetic
Lungimea de unda: 405-410 nm
Temperatura: 37°C

Instalarea zero: dupa aer sau apad distilatd

1. Reagentul de lucru si fotometrul se vor incdlzi pind la
temperatura reactiei (37°C).

2. Se va pipeta n cuva cu lungimea drumului optic 1 cm*:

Reagentul de lucru 1,0 ml
Proba, Standard 20 pl
* NB: Volumul reagentului gi probei pot fi schimbate

proportional conform volumului de lucru a cuvei analizatorului
folosit.

3. Se va amesteca, cuva se va inserta in fotometru. Se va declansa
cronometrul.

4. Dupad 60 secunde masurati absorbtia initiald contra apei distilate,
apoi masurati absorbtia peste fiecare 1 minut timp de 2 minute.

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

CALCULE
Continutul ALP in probd (U/I) se va calcula utilizind formula:

AA/ming,
AA/ming;

X Cs¢ = Cpr

Calcul dupa factor:
405 nm: Activitatea (U/1) = AA/minp, x 3000

CARACTERISTICI METROLOGICE
Limita sensibilitatii: 3,0 U/I.

Limita linearitatii: 1800 U/I.
Reproductibilitatea in limitele perioadei:

Concentratia medie Cv* n*
191U/1 0,91 % 20
642 U/1 0,96 % 20

Reproductibilitatea de la perioadd la perioada:

Concentratia medie Cv* n*
176 U/I 2,29 % 25
416 U/1 1,43 % 25

* CV—coeficientul de variatie; n-numarul de determinari.
Interferente: Bilirubina pind la 128,3 umol/l (0,075 g/l), lipidele
pind la 10 g/I, glucoza pind la 55,5 mmol/l (10 g/1) si acidul ascorbic
pind la 2,84 mmol/l (0,5 g/l) nu influienteazd la rezultatele
determindrii. Se va tine cont de posibila interferentd
medicamentoasd, cit si de interferenta altor substante *.

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

CARACTERISTICI DIAGNOSTICE

Fosfotaza alcalind catalizeazd hidroliza monoeterilor fosfatului
organic Tn mediu alcalin. Practic toate tesuturile organismului contin
acest ferment, dar mai ales se intilneste lingd si n interiorul
membranele celulare, in placentd, in epiteliul intestinului, tuburile
renale, osteoblast si ficat.

Cresterea continutului de ALP in ser poate fi cauzatd de urmdtorii
factori: maladii ale tesutului osos, urmate de activitatea inaltd a
osteoblastelor (boala Pedget, hiperparatireoidism primar si secundar,
tumori osoase, rahitism, osteomalacia, fracturarea oaselor), diferite
boli ale ficatului: hepatitd, icter  obstructiv, afectarea
medicamentoasd toxicd a ficatului, cancerul ficatului. Schimbarile
fiziologice, asa ca cregterea osului sau sarcina, deasemenea pot duce
la cregterea nivelului de ALP®.

Diagnosticul clinic se va stabili in baza integrarii datelor clinice si de
laborator.
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ALKALINE PHOSPHATASE
KINETIC TEST WITH DIETHANOLAMINE BUFFER

For «in vitro» diagnostic use only
Store at 2-8°C
Cod 2005A100 100 ml
PRINCIPLE
Alkaline phosphatase (ALP) catalyzes in alkaline medium the
transfer of the phosphate group from 4-nitrophenylphosphate to
diethanolamine (DEA), liberating 4-nitrophenol. The catalytic

concentration is determined from the rate of 4-nitrophenol
formation, measured at 405-410 nm*2.

4-Nitrophenylphosphate + DEA —AP__y DEA-phosphate + 4-Nitrophenol

CONTENTS AND COMPOSITION

Reagent A 2 x50 ml pH 10,2
Diethanolamine 1,0 mol/I
Magnesium chloride 0,6 mmol/|
Reagent B 2x0,225 g

4-nitrophenylphosphate 10 mmol/I

Harmful! Harmful if swallowed

STORAGE AND STABILITY OF REAGENTS

Reagents are stable at 2-8°C until the expiry date shown on the
label.

Indications of deterioration:

Reagents: presence of particulate material, turbidity, absorbance of
the blank over 1,30 at 405(+10) nm (1 cm cuvette).

SAMPLES

Serum free of Hemolysis.

Alkaline Phosphatase in serum or plasma is stable for 7 days at
2-8°C.

REFERENCE VALUES

Children: 180-1200 U/I.

Adult: 98-279 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 for corrective action if controls do not
recover within the acceptable tolerances.

ADDITIONAL EQUIPMENT

Analyzer, spectrophotometer or photometer with cell
thermostatable at 37°C and able to read at 405-410 nm.
Cuvettes with 1 cm light path.

Pipettes for 20 pl and 1,0 ml.

holder

PRECAUTION

For in vitro diagnostics only.

Handle all patients’ samples as potentially dangerous and treat as
infectious.

REAGENT PREPARATION
Working Reagent:

0,225 g Reagent B + 50 ml Reagent A. Mix gently.
Working Reagent is stable for 2 weeks at 2-8°C.

PROCEDURE

Assay conditions

Wavelength: 405-410 nm
Temperature: 37°C

Cuvette: 1 cm light path
Read against: distilled water
Method: kinetic (increasing)

1. Bring the Working Reagent and the instrument to reaction
temperature (37°C).
2. Pipette into a cuvette 1 cm light path:

Working Reagent 1,0 ml

Sample or Standard 20 pl
3. Mix and insert the cuvette into the photometer. Start the stopwatch.
4. After 60 sec record initial absorbance and record absorbance at
1 minute intervals thereafter for 2 minutes.
5. Calculate the difference between consecutive absorbances, and the
average absorbance difference per minute (AA/min).

CALCULATIONS
The ALP concentration in the sample is calculated using the following
general formula:

AA/minsam

AA/ming;
Calculation using factor
405 nm: Activity (U/l) = AA/minsam X 3000

X Cs¢ = Csam

METROLOGICAL CHARACTERISTICS

Detection limit: 3,0 U/I.
Linearity limit: 1800 U/I.
Repeatability (within run):

Mean Concentration cv n
191U/1 0,91 % 20
642 U/1 0,96 % 20

Reproducibility (run to run):

Mean Concentration cv n
176 U/I 2,29 % 25
416 U/1 1,43 % 25

CV - coefficient of variation n — number of determinations

Interferences: Bilirubin 128,3 pmol/l (0,075 g/l), lipid 10 o/l,
glucose 55,5 mmol/I (10 g/l) and ascorbic acid 2,84 mmol/I (0,5 g/I) do
not interfere. Other drugs and substances may interfere®.

These metrological characteristics have been obtained using an
analyzer. Results may vary if a different instrument or manual
procedures are used.

DIAGNOSTIC CHARACTERISTICS

Alkaline Phosphatase catalyzes the hydrolysis of organic phosphate
monoesters at alkaline pH. The enzyme is present in practically all
tissues of the body, especially at or in the cell membranes, and it
occurs at particularly high concentrations in placenta, intestinal
epithelium, kidney tubules, osteoblasts and liver. The form present in
the sera of normal adults originates mainly in the liver and bone.
Elevated serum ALP is found in patients with bone disease associated
with increased osteoblastic activity (Paget's disease, primary and
secondary hyperparathyroidism, bone tumors, rickets, osteomalacia,
bone fractures) and also in patients with hepatobiliary disease
(obstructive jaundice, hepatitis, hepatotoxicity caused by drugs, liver
cancer). Physiological changes, such as bone growth and pregnancy,
may cause increases in ALP levels®®.

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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