ALKALINE PHOSPHATASE

Cat. No.

Pack Name Packaging (Content)

X8YS0002

R1:2x44 ml, R2: 2 x 11 ml
END C € [v]
INTENDED USE

This reagent is intended for in vitro quantitative determination of ALP in human
serum or plasma.

ALP 110

CLINICAL SIGNIFICANCE

Human ALP consists of a group of enzymes which hydrolyse phosphates at an
alkaline pH. ALP is found in practically all tissues of the body but in high concent-
rations in the osteoblasts of bone, liver, placenta, kidney, intestinal wall and lacta-
ting mammary glands. In adults the ALP normally found circulating in the serum is
largely derived from the liver. In children or in adolescents going through pubertal
growth spurts, there is an additional contribution from bone and this accounts for
the higher reference interval for these groups. Pregnancy also raises the normal
values of ALP.

Raised ALP levels are often observed in bone di or liver di involving
the biliary tract. If the source of the isoenzyme is not apparent then estimation of
GGT may help differentiate between the two. A raised GGT in the presence of a
raised ALP would suggest the liver is the primary source.

Increased ALP (usually normal GGT) is seen in Osteomalacia and Rickets, pri-
mary hyperparathyroidism with bone involvement, Pagets disease, secondary
carcinoma in bone and some cases of osteogenic sarcoma. Increased levels of
ALP (usually with a raised GGT) is seen in cholestasis, hepatitis, cirrhosis, space
occupying lesions and malignancy with bone or liver involvement or direct produc-
tion. Low levels of ALP may be observed in conditions which cause arrested bone
growth or in hypophosphatasia.

PRINCIPLE

The method according to IFCC recommendation. This method utilises 4-nitrophe-
nyl phosphate as the substrate. Under optimised conditions ALP present in the
sample catalyses the following reaction.

ALP

AMP + 4-NPP + H,0 —————————>
Mg ?*/ Alkaline pH

4-nitrophenol + phosphate

At the pH of the reaction, 4-nitrophenol has an intense yellow colour. The reagent
also contains a metal ion buffer system to ensure that optimal concentrations of
Zinc and Magnesium are maintained. The metal ion buffer can also chelate other
potentially inhibitory ions which may be present. The reaction is monitored by me-
asuring the rate of increase in absorbance at 405 or 415 nm which is proportional
to the activity of ALP in the serum.

REAGENT COMPOSITION

R1

AMP buffer, pH 10.4 434 mmol/l
Magnesium acetate 2.48 mmol/l
Zinc sulfate 1.24 mmol/l
HEDTA 2.48 mmol/l
R2

p-nitrophenyl phosphate 81.6 mmol/l

REAGENT PREPARATION
Reagents are liquid, ready to use.
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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.

On board stability: min. 12 days if refrigerated (2—10°C) and not contaminated and
if chimneys are used.

Absorption of atmospheric CO, in open reagent bottle R1 leads to the reduced sta-
bility of reagents. To minimize the rate of absorption of CO, the use of “chimneys”
provided with the kit is recommended. Use of chimneys has shown improvement in
calibration stability, provided the storage and use of reagents is as per instructions.
Chimneys provided with the kit are to be placed directly into the reagent bottle imme-
diately after opening the cap.

Chimneys can be re-used again for the bottle of the same kit.

Before using the chimney in a new bottle, it is recommended to wash chimneys well
with distilled water and dry them thoroughly.

SPECIMEN COLLECTION AND HANDLING

Use serum, plasma (heparin, EDTA).

It is recommended to follow NCCLS procedures (or similar standardized conditions).
Stability

in serum / plasma: 4 hours at 20-25°C
3 days at4-8°C
2 months at-20°C

Discard contaminated specimens.

CALIBRATION

Calibration with calibrator XL MULTICAL, Cat. No. XSYS0034 is recommended.
Calibration frequency: it is recommended to do a calibration

« after reagent lot change

« as required by internal quality control procedures

Traceability:

This calibrator has been standardized to original method IFCC.

QUALITY CONTROL
For quality control ERBA NORM, Cat. No. BLT0O0080 and ERBA PATH, Cat. No.
BLT00081 are recommended.

CALCULATION
Results are calculated automatically by the instrument.

UNIT CONVERSION
U/l x 0.017 = pkat/l

EXPECTED VALUES *

At 37°C

Females: 4-15 years: 54-369 U/I
20-50 years: 42-98 U/l
> 60 years: 53-141 U/l

Males: 1-12 years: 54-369 U/I
20-50 years: 53-128 U/l
> 60 years: 56-119 U/I

It is recommended that each laboratory verify this range or derives reference
interval for the population it serves.

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

€rba’

Limit of quantification: 4.5 U/l

Linearity: 1300 U/l

Measuring range: 4.5-1300 U/l
Intra-assay precision Mean SD cv
Within run (n=20) un uny (%)
Sample 1 84.2 0.58 0.69
Sample 2 217.8 2.34 1.07
Inter-assay precision Mean SD cv
Run to run (n=20) (un) (un) (%)
Sample 1 84.6 1.98 2.34
Sample 2 205.2 2.80 1.37

COMPARISON

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

y =0.965 x - 1.68 U/l

r=0.998

INTERFERENCES

Following substances do not interfere:

haemoglobin up to 5 g/l, bilirubin up to 40 mg/d|, triglycerides up to 2000 mg/dl.

WARNING AND PRECAUTIONS

For in vitro diagnostic use. To be handled by entitied and professionally educated
person.

Reagent R2 also contains < 0.7 % KOH and is classified as irritant.

Warning
Hazard statement:
H315 Causes skin irritation.
H319 Causes serious eye irritation.
Precautionary statement:
P280 Wear protective gloves/protective clothing/eye protection.
P302+P352 IF ON SKIN: Wash with plenty of water.
P305+P351+P338 IF IN EYES: Rinse cautiously with water for several minutes.
Remove contact lenses, if present and easy to do. Continue rinsing.
WASTE MANAGEMENT
Please refer to local legal requirements.

Erba Lachemas.r.0., Karasek 2219/1d, 621 00 Brno, CZ
e-mail: diagnostics@erbamannheim.com, www.erbamannheim.com

N/16/19/l/INT Date of revision: 27. 2. 2019



Leno4yHan chocaTaza IPBA CucremMHbin PeareHT

Kat.Ne ®dacoBka

XSYS0002 R1:2 x44 mn, R2: 2 x 11 mn
1
MpumeHeHne

PeareHT npegHasHavyeH Ans in Vvitro guarHOCTMKM  LWenodHon dhocdarasbl
B CbIBOPOTKE ¥ Nna3me.

KnuHuyeckoe 3HauyeHune

LLlenoyHas docdataza cogepKUTCs B BbICOKOW KOHUEHTpauuuM B MeYeHwu,
B KOCTSX, NNaLeHTe, B KALLEYHWKE, 31I0KaYE€CTBEHHBIX OMyXOMsiX.

Hopma: ®usmonorvyeckoe noBbILEHNE LLEMOYHON docdaTtasbl B CbIBOPOTKE
6biBaeT y GEPEMEHHbIX XEHLLWH U Y pacTyLLuX AeTen.

MoBbIWeHe aKTUBHOCTM LenoyHoun docdaTasbl (Mpy HOpManbHOM akTUBHOCTU
GGT) Habntopgaetcst npy 3aboneBaHusix nevyeHu, 3aborneBaHnsix KOCTEN (paxuT,
ocTteomansumsi, numdorpaHyrnemartos, capkoma), npu 6onesuun Hodgkins wnu
npu 3akynopke ¥ ocTaHoBke cepAua. [loBbILLEHWE aKTMBHOCTU  LLEMNOYHON
hocdhaTasbl (Npy NoBbILEHHON akTuBHOCTM GGT) HabnogaeTcst npu renatute,
LmMppo3e, xorecTase, 3110Kka4eCTBEHHbIX HOBOOOPA3oBaHWSIX B KOCTSIX U NEYEHW.
CHuxeHWe ypoBHS HabntogaeTcs npy HeOCTaTOMHOM NUTaHWUK

MpuHUKMN peakuun
B cooTBeTcTBMM C pekoMeHAaLMAMU
KnnHuyeckon Xummn)

IFCC (MexgyHapogHoe O6LuecTBoO

2-amuHo-2-meTun-1-nponaHon + napa-HuTpoenundocdar + H,0

uo —
Mg #* / WenoyHon pH

4-HuTpodeHon + 2-aMuHO-2-meTun-1-nponaHon gocdar
L : WenoyHas docdartaza

CkopocTb 06pa3oBaHUsi OKPALLUEHHOro 4-HUTpodbeHona nponopuMoHanbHa
aKTMBHOCTU LLENoYHoi docchaTtasbl U U3MepsieTCst MO U3MEHEHMIO MOTMOLLEHNS
npu 405 — 415 Hm.

CocTaB peareHToB

R1
2-amnHo-2-meTtun-1-nponaxon (AMI) pH10.4 434 mmonb/n
Mg auetata 2,48 mmonb/n
Zn cynbata 1,24 mmonb/n
HEDTA 2,48 mmonb/n
R2

p-napaHuTpodeHundocdar 81,6 mmonb/n

MpurotoBneHue pabounx peareHToB
PeareHTbl R1 1 R2 Xunakue, rotoBble K MCNOMb30BaHMIO.

peareHTOB TOWN e cepum Habopa. MNepen uvcnonb3oBaHWEM TPyGOK — BCTaBOK
B HOBOM (prlaKkoHe, PEKOMEHOYETCS XOPOLLO MPOMbITb UX AUCTUIINMPOBaHHON BOZOW
M TLWATENMbHO BbICYLUNTD.

O6pas3subl

CbIBOpoTKa Unu nnasma (renapuH, ATA).

WccnenosaHwe npoBoamnTh B cooTBeTCTBUM C NpoTokoniom NCCLS (unu aHanoros)
CTabunbHOCTb:

B cbiBopoTke / nnasme: 4 vyaca npu 20-25°C
3 oHsa npu 4-8°C

2 mecsaua npu -20°C
[onyckaeTcsi 0o4HOPa30BOE 3aMOpaXUBaHMe.
3arpsisHeHHble 0bpasLbl He UCMONb30BaTb.

Kann6poska

MbI pekomeHayem ans kanubposku ncnonb3osate XL MynstuKanubpatop, Kat.
Ne XSYS0034

MepuoanyHOCTb KannBpoBKU:

* nnocre “3MeHeHns napTum (cepumn) peareHTa

* B COOTBETCTBUW C BHYTPEHHUMW TPeBOBaHUAMMN KOHTPONS KavyecTsa
TpaccupoBka

Kanubpatop 6bin cTaHAapTM3MPOBaH B COOTBETCTBUM C pekomeHgaumsmm IFCC
(MexxgyHapopHoe obLectBo KnuHnyeckon Xumum).

KoHTponb kauectsa
[ins npoBeaeHns KOHTPOISA KavecTBa PEKOMEHAYITCA KOHTPOSbHbIE ChIBOPOTKM:
OPBA HOPMA, Kat. No. BLT00080, 3PBA MATONOIMMA, Kat. No. BLT00081.

Pacuer
PesynbTaThl paccunTbIBaOTCS aBTOMATUYECKW aHann3aTopoM.

KoadpcpmumeHT nepecuyeta
E/n x 0,017 = mkkat/n

HopmanbHble BenuumnHbl *

CbiBopoTka/ lMnasma 37°C
[eBoukn 1-15 net: 54-369 E/n
YKeHLWUHbI 20-50 ner: 42-98 E/n
2 60 net: 53-141 E/n
Manbuuku 1-12 net: 54-369 E/n
My>X4nHbI 20-50 net: 53-128 E/n
260 net: 56-119 E/n
MNpuBedeHHble AOMana3oHbl BeNUYUH criegyeT paccMmaTpuBaTb — Kak

opueHTUpoBoO4Hble. Kaxxaon nabopatopun Heo6xoaMMo onpenensATb CBOU
AnanasoHbl.

3HayeHusA BeNUYNH

OTVN 3HaYeHVs HOpMarnbHbIX BENWYMH ObiNyM NOMyYeHbl Ha aBTOMATUYECKUX
aHanusatopax cepun ERBA XL. PedynbsraTbl MOryT OTIMYaThCSl, €CNn onpeaenexvie
NPOBOAWNYV Ha APYrom Turne aHanmsaropa.

YyBCTBUTENBLHOCTD: 4,5E/n

XpaHeHue n cTabunbHOCTb . K
He BckpbIThble peareHTbl cTaburibHbI 40 AOCTUXKEHUS YKa3aHHOTO Cpoka roAHOCTU UL S o UEYD Er

o ’ [Ovnana3oH usmepenunii: 4,5-1300 E/n
IR EIER W 2 EE. Bocnpoussogumoctb:  37°C
XpaHeHue Ha 6opty: MuH. 12 gHen (npu Temnepatype 2—-10°C B xonogwnbHuke .
npmbopa), 6e3 KOHTaM1HALMM 1 MPU UCMOMb30BaHWK TPYOOK -BCTABOK. BHyTpucepuitHaa | CpegHeapudmeTnyeckoe sD cVv
Heobxoavmo nocrne BCKpbITUS, cpasy MOMecTUTb TpyGKy-BCTaBky BO (hriakoH C (n=20) 3HaueHue (E/n) (E/n) (%)
peareHToM, T.k. nonagaHme CO, 13 aTMoCcthepHOro Bo3ayxa CoKpalLaeT cTabnibHOCTL
peareHTa. VlccnenoBaHusi nokasanu, YTO WCMOMb30BaHWE TPyOOK-BCTABOK OaeT YpoBeHb — 1 84,2 0,58 0,69
ynydlleHne KanvbpoBku, MpoAneBaeT CPOK WCMONb3oBaHWUs peareHTa. Tpy6ku
— BCTaBKV MOCTaBMSAOTCS BMECTe C HABOPOM U MOryT UCMOMb30BaTbCS TOMLKO C YpoBeHb — 2 217,8 2,34 1,07
OaHHon cepuent Habopa. MoxHO TpyGku — BCTaBKM MCMOMb30BaThb MOBTOPHO AMs
2 ApTukyn HanmeHoBaHue kak B PY Homep PY [ata Bbigauun PY
S
S
S enoyHas pocpatasza SPBA
g XSYS0002 tllenouian chochatasa 3 ®C3 2011/09958 ot 21.06.2011

MexcepuiiHas CpeaHeapudmeTuyeckoe SD cv
(n=20) 3Ha4eHue (E/n) (E/n) (%)
YpoBeHb — 1 84,6 1,98 2,34
YpoBeHb — 2 205,2 2,80 1,37

CpaBHeHue MeToaoB

CpaBHeHve 6bino npoeefeHo Ha 40 obpasuax ¢ ucronb3oBaHveM XL-cuctem
LD (y) n umetowmxcs

B Npofaxe peareHToB C KOMMEePYeCKkN JOCTYMHON METOANKON (X).

Pesynerartbi:

y =0,965x - 1,68 E/n

r = 0,998 (r — k0adhPMLMEHT KOpPeNnALMM)

CneuudmyHocTb / Bnusawwme BewecTBa

emorno6buH go 5 r/ign, 6Gunupy6uH o 40 mr/an n Tpurnuuepuael Ao 2000 mr/an
He BMUSIOT Ha pe3ynbTaThbl aHanusa.

MpeaynpexaeHus U Mepbl NPeAOCTOPOXKHOCTN

Ha6op peareHTOB npeaHa3HaveH ans in vitro AnarHoCcTMkn NpogeccuoHanbLHo
06yYeHHbIM nabopaHToM.

PeareHt R2 Takke cogepxut < 0,7 % KOH u knaccuduumpyetcs kak pasg-
paxuTens.

MpeaynpexaexHune

O6o3Ha4eHMe onacHoOCTH:

H315 Bbi3biBaeT pasapaxeHne KOXu.

H319 Bbi3biBaeT cepbesHoe pasgpaxeHue rmas.

Mepbl NpeaAoCTOPOXKHOCTH:

P280 Monb3oBaTbCs 3aLLMTHBIMY NepyaTkaMu/3aLUTHOW oaexaoi/ cpeacTsamm
3almThl rnas.

P302+P352 MPU MOMNAJAHN HA KOXY: MpombiTb GonblunM KOnM4ecTBOM
BOAbI.

P305+P351+P338 MNP NMOMAJAHNN B TTIA3A: OCTOPOXHO NPOMbITL rnasa
BOAON B TeYeHUe HEeCKONMbKMX MWHYT. CHATb KOHTaKTHble NWH3bl, €Crnn Bbl
nonb3yeTecb UMW U ecnun 3To Nnerko caenatb. MNpoaomknTs NPOMbIBaHME rnas.
YTunusaums ncnonb3oBaHHbIX MaTepuanos

B cooTBeTCTBUM C CYLLECTBYIOWMMN B KXKOOW CTpaHe npaBunaMu Ans AaHHoro
BMAa matepuana.

Erba Lachemas.r.o., Karasek 2219/1d, 621 00 Brno, CZ
e-mail: diagnostics@erbamannheim.com, www.erbamannheim.com

N/16/19/l/INT Hama nposedeHusi konmpons: 27. 2. 2019



NYXHA ®OCDATA3A

Kar. Homep HasBa ®dacyBaHHA

XSYS0002 o 110 R1:2x44 mn, R2: 2 x 11 mn
@ & C € [vD]
3acTocyBaHHA

Habip peareHTiB npu3HaveHuin ans in vitro BU3HadYeHHs nyxHoi cocdartasu (J10,
ALP) y cupoBaTLi i nna3mi KpoBi NioanHN.

KniHiuHe 3Ha4YeHHA

JlyxkHa docdaTasda y 3HAYHMX KOHLEHTpauUisX MICTUTbCA y MevdiHui, KicTkax,
NnaueHTi, Y KULLKIBHUKY, @ TaKOX Y 3MOSKICHUX NyXIMHaX.

Hopma: ®isionoriyHe nigBuLLEHHS akTUBHOCTI Ny>HOT dpocdaTasn cnocTepiraeTbes
y BariTHUX Ta y AiTen B nepiog pocTy.

MiaBWLLEHHSA akTMBHOCTI NMy>HOT poccaTtasn (Npu HopManbHi aktuBHocTi GGT)
cnocTepiraeTbCA Nig 4Yac xBopo6 MediHKW, Mpy 3axXBOPKOBAHHSIX KiCTOK (paxiT,
ocTeomansiuis, nimgorpaHynbomMaTos, capkoma), nig yac xBopobu XogxkiHca abo
npu 3akynopui i 3ynuHui cepus. MigBULLEHHS akTUBHOCTI Ny>KHOT dpocdhaTtasu (npu
nigBuLweHin aktneHocti GGT) cnocTepiraeTbCst Mpy renatuTi, UMpo3si, xonecrasi,
3M0SIKICHUX YTBOPEHHSX Y KICTKax Ta neviHLi.

SHWKEHHS PiBHSI CMOCTEPIraeTbCsl NPY HEHANEXHOMY Xap4yBaHHi.

MpuHUnn meToay
Y BignogigHocTi i3 pekomeHaauismu IFCC (MixkHapogHa ®enepadis KniHiyHoi Ximii)
2-amiHo-2-meTuni-1-nponaHon + napa-HitpoeHingocdar + H,0
o
Mg 2* / NyxHnit pH
4-HiTpodbeHon + 2-amiHo-2-meTun-1-nponaHon cocdart
J1® : nyxHa coccaTasa
LLBnakicTe yTBOpeHHs 3abapBrieHoro 4-HiTpodeHosny € NPonopLIiNHOK aKTUBHOCTI
NyXHoi dpochatasn i BUMIpOETLCA 3a 3MIHOI NOrMUHAHHA Ha 405-415 HM.

Cknap peareHTiB

R1

2-aMiHo-2-meTun-1-nponanHon (AMI) pH 10,4
Marhito auetat

434 mmonb/n
2,48 mmonb/n

LinHky cynbcpar 1,24 mmonb/n
HEDTA 2,48 mmonb/n
R2

p-napaniTpodeHindocdar 81,6 Mmornb/n

MpurotyBaHHA peareHTiB
PeareHnTtv R1 i R2 pigki, rotoBi 4O BUKOPUCTaHHS.

36epiraHHsa i cTabinbHiCTb

Hesigkputi peareHT € CTabinbHUMKW ax [0 BUYEPNaHHA BKa3aHOMO TEepPMiHY
NpUAATHOCTI 3a yMOBM 30epiraHHs 3a Temnepartypu 2—8 °C.

30epiraHHs  ,Ha GopTy“ aHanisatopa: LOHaliMeHWwe ynpodoBk 12 paHiB (3a
Temnepatypu 2—-10 °C B xonogvnbHWKy obrniagHaHHs), 3a BidCyTHOCTI KOHTaMiHaLii
i NPV BUKOPUCTaHHI TPyOOK-BCTaBOK.

Micns BiakpUTTS HeobXigHO ofpa3y MOMICTUTM TPyOKy-BCTaBKy Y (PrakoH, OCKiMbKu
notpannsHHs CO2 3 NOBITPS CKOPOYYE TEPMiH CTabINbHOCTI peareHTy.

KpiM LpOro, BMKOPUCTaHHA TPYOOK-BCTABOK MO3UTVMBHO BMMBAE Ha SKICTb
KanibpyBaHHs. TpybKku-BCTaBKM MOCTa4alOTbCA pa3oM i3 HabopoM i MoxyTb OyTn
BMKOPUCTaHI NuLLe 3 MOTOYHUM HOMEpOM napTii Habopy, TOGTO BUKOPUCTOBYIOTHCS
MOBTOPHO ANSA HLIMX peareHTiB 3 TiNbk1 TVM e HoMepoMm napTii. [Nepen NoBTOpHUM
BUKOPUCTaHHAM TPYOOK-BCTABOK iX HEOOXiOHO peTenbHO BUMWUTU AMCTUMBOBAHOK
BOZOIO i BUCYLLINTH.

12000016

3pasku

CwupoBatka abo nnasma (renapvi, E[TA).

[ocnigxeHHs npoBoauTk y BignosigHocTi Ao npotokony NCCLS (abo aHanoris).
CTtabinbHicTb:

Y cupoBarui / nnasmi: 4 roauHu npu 20-25 °C
3 gHi npn 4-8 °C

2 micsaui npu -20 °C
[lonyckaeTbcst OAHOKpPaTHE 3aMOPOXYBaAHHS.
3abpyaHeHi 3pa3kv He BUKOPUCTOBYBATMK.

Kani6pyBaHHs

[ns kanibpyBaHHA pekOMeHA0BaHe BUKOPUCTaHHSA MynbTukanibparopa XL MUL-
TICAL, kat. Homep XSYS0034.

MepiognyHicTb KanibpyBaHHS:

* Micns 3aMiHW peareHTy (iHWWiA HoMep napTii);

* 3riJHO BUMOT BHYTPILUHLOT CUCTEMU KOHTPOSIO SIKOCTi.

BigctexeHHs1 3Ha4YeHb
Kanibpatop cTaHgapTM3oBaHO Yy  BiAMOBIAHOCTI
(MixkHapoaHa ®epnepauis KniHivHoi Ximif).

no pekomeHpauin IFCC

KoHTponb sikocTi

[Ins NnpoBefeHHs1 KOHTPONMIO SIKOCTI peKOMEHJ0BaHe BUKOPUCTaHHS KOHTPOMbHNUX
cuposatok: ERBA NORM (kat. Homep BLT00080) i ERBA PATH (kaT. Homep
BLT00081).

Po3paxyHku
Pe3ynbraTti 064MCiooTbCS aHani3aaTopoM aBTOMaTUYHO.

Po3paxyHku
U/n x 0,017 = mkkaT/n

HopmanbHi Benuumnm 4

CupoBatka / NMnasma  37°C

Lisyatka 1 — 15 pokis: 54 — 369 U/n

HKiHkn 20 — 50 pokiB: 42 — 98 U/n
2 60 pokiB: 53 — 141 U/n

Xnonyuku 1 —12 pokis: 54 — 369 U/n

Yonosikn 20 — 50 pokie: 53 — 128 U/n

2 60 pokie: 56 — 119 U/n
HaBepeHi 3HayeHHA cnig BBaxatu opieHToBHUMMU. KoxHa naGopartopis
CaMOCTiHO BCTAHOBIIOE Aiana3oHN HOPMaribHUX 3Ha4YeHb.

MapameTpu peareHTiB
HaBeneHi 3Ha4yeHHs OTpMMyBanucs Ha aBTOMaTUYHUX aHanidatopax cepii ERBA
XL i MOXyYTb BiApI3HATUCS BiA OTPUMAaHWX Ha HLWIMX TUNaX aHani3aTopis.

YyTnueicTb: 4,5U/n
NiHeWHicTb: 1300 U/n
[iana3oH BumiptoBaHHa: 4,5 — 1300 U/n

BiaTBoptoBaHicTb (npu 37°C):

BHyTpilWHbOCepiiHa CepeagHboapuMeTUyHe SD cv
(n=20) 3HaveHHs (U/n) (U/n) (%)
3paszok 1 84,2 0,58 0,69
3pasok 2 217,8 2,34 1,07

€rba’

. - - CepepHboapudMeTUyHe SD CV
Mixcepiiina (n=20) 3HavenHs (Uln) (Uln) (%)
3pasok 1 84,6 1,98 2,34
3pasok 2 205,2 2,80 1,37

MopiBHsIHHA MeTOAIB

MopiBHsIHHS NpoBoannocs Ha 40 3pa3kax i3 BUKopucTaHHAM peareHTiB ERBA XL
TyxxHa dpocchaTtasa (y) Ta HasiBHUX Ha PUHKY peareHTiB i3 KOMePLiNHO JOCTYMNHOK
METOAMKOIO (X).

Pesyneratu:

y=0,965x - 1,68 U/n

r =0,998 (r — koediuieHT kopensuii)

CneuundpiyHicTb / ®akTopn BNNUBY

Femorno6iH go 5 r/gn, 6inipy6iH oo 40 mr/an i Tpurniuepuan o 2000 mr/an He
BNMBAIOTh Ha pe3ynbTaT BUBHAYEHHS.
MonepenxeHHs i 3axoaun 6e3nekn
Habip peareHTiB npusHadeHuh Ans
NiAroToBNEHNM NepPCoHanom.

PeareHT R2 micTnTb <0,7% KOH i knacudikyeTbcst ik noapasHuK.

in vitro piarHOCTUKM NpodeciiHo

MonepepxeHHA

Mo3Haykn HeGe3neku:

H315 Buknukae nogpasHeHHs LWKipn

H319 Buknukae 3HaqHi nogpasHeHHs oyeit

3axoau 6esneku:

P280 KopucTyBaTucs 3axucHumu nepyatkamu / 3axvcHuMm opasirom / 3acobamm
3axucTy oven

P302+P352 NPY NOTPAMNAHHI HA LLKIPY: MpomunTy Benukoto KinbkicTio Boan
P305+P351+P338 MPW MOTPAMNAHHI B O4l: O6epexHo npomuBaTV OMi
BOZIOI0 MPOTArOM KiNMbKOX XBWUMWH. 3a HasiBHOCTi i MOXIMBOCTi 3HATU KOHTaKTHi
NiH3M | NPOAOBXUTY NPOMMBAHHS 0Yel

YTunisauisa BUKOpucTaHux maTepianis
Y BiANOBIQHOCTI A0 AiloYnx NpaBun Ana AaHWX BUAIB MmaTepianis.

UA

YnoBHOBaXeHU NpeAcTaBHUK
B YKpaiHi: MNawkeBu4 A.I.
KuiB, Byn.KutaiBcbka 14-16, kB.12
Ten.+38-067-2097051
pashkevich@lachema.com.ua
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ALKALINE PHOSPHATASE

Kat. €. Nazev baleni Obsah baleni

XSYS0002 ALP 110 R1:2x44 ml, R2: 2 x 11 ml
3 C € [vo]
POUZITI

Diagnosticka souprava pro kvantitativni in vitro stanoveni katalytické koncentrace
ALP (alkalické fosfatasy) v séru a plazmé.

KLINICKY VYZNAM

Lidska ALP predstavuje skupinu hydrolytickych enzymu pusobicich pfi alkalickém
pH. Vyskytuje se prakticky ve vSech tkanich, ve vysokych koncentracich v osteob-
lastech, jatrech, placenté&, ledvinach, ve stfevech a mléénych zlazach. Fyziologické
zvySeni katalytické koncentrace ALP se vyskytuje u déti a adolescentu pfi ristu
kosti a b&hem té&hotenstvi.

Zvysené hladiny ALP €asto souvisi s onemocnénim kosti nebo jater, véetné Zluco-
vého traktu. ZvySena ¢innost ALP je také pozorovana u vSech forem cholestazy,
u Pagetovy choroby, hyperparathyreoidismu, kfivice, osteomalacie ¢i kostnich tu-
mor(.

PRINCIP METODY

Tato metoda vychazi z doporuéeni IFCC, vyuziva 4-nitrofenylfosfat jako substrat.

Za optimalnich podminek katalyzuje ALP pfitomna ve vzorku nasledujici reakci:

ALP

AMP + 4-NPP +H,0 ——»
Mg?* / alkalické pH

Alkalicka fosfatasa (alkalicka fosfohydrolasa monoestert kyseliny orthofosforec-

né, EC 3.1.3.1. - ALP) $tépi v alkalickém prostfedi 4-nitrofenylfosfat na 4-nitrofe-

nol a fosfat. Mirou katalytické koncentrace enzymu je mnozstvi uvolnéného 4-nit-

rofenolu, ktery se stanovuje fotometricky kinetickym postupem.

4-nitrofenol + fosfat

SLOZENI CINIDEL
R1

AMP pufr, pH 10,4 434 mmol/l
Octan horeénaty 2,48 mmol/l
Siran zine¢naty 1,24 mmol/l
HEDTA 2,48 mmol/l
R2

4-nitrofenylfosfat 81,6 mmol/l

PRIPRAVA PRACOVNICH ROZTOKU
Cinidla jsou kapalna, pfipravena k pouZiti.

SKLADOVANI A STABILITA PRACOVNICH ROZTOKU

Pokud jsou €inidla skladovana pfed otevienim pfi 2—8°C a chranéna pred svét-
lem a kontaminaci, jsou stabilni do doby exspirace vyznacené na obale. Rea-
gencie se nesmi zamrazit.

Stabilita na boardu analyzatoru: min. 12 dni v chlazeném prostoru (2-10°C)
a chranéné pred kontaminaci.

Absorpce atmosférického CO? v oteviené lahvicce ¢inidla R1 vede ke snize-
ni stability ¢inidla. Chcete-li minimalizovat miru absorpce CO?, doporucuje se
pouziti kominkd. Jejich pouziti vede ke zlepSeni stability kalibrace za pfedpo-
kladu, Ze skladovani a pouziti ¢inidel je podle pokynt uvedenych v navodu. Ko-
minky umistéte do lahvi¢ek bezprostfedné po jejich otevieni. Bily kominek se
pouziva pro ¢inidlo R1, €erny kominek pro €inidlo R2. Rozdilna barva kominku
zajistuje pouze to, aby nebyly mezi €inidly vyménovany. Kominky mohou byt
pouzity opakované pro lahvi¢ky ze stejné soupravy. Pfed pouzitim kominku
v nové lahviéce se doporucuje jej umyt destilovanou vodou a dikladné osusit.

VZORKY

Sérum, plazma (EDTA, heparin).

Doporucéujeme postupovat dle NCCLS (nebo podobnych standardu).
Stabilita ALP v séru, plazmé:

4 hodiny  pfi 20-25°C

3 dny pfi 4-8°C

2 mésice pfi-20°C

Nepouzivejte kontaminované vzorky.

KALIBRACE

Ke kalibraci se doporu¢uje XL Multical, kat. €. XSYS0034.
Frekvence kalibrace: doporucuje se kalibrovat v téchto pfipadech:
* po zméné Sarze reagencie

« jak vyzaduje proces interni kontroly kvality

Navaznost: kalibrator je standardizovan na IFCC formulaci.

KONTROLA KVALITY

Ke kontrole kvality se doporu¢uje ERBA NORM, kat. ¢. BLTO0080 a ERBA PATH,
kat. ¢. BLTO0081.

VYPOCET

Vypodet je proveden automaticky ANALYZATOREM XL.

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

REFERENCNi HODNOTY
fS ALP (ukat/l) 37°C

Muzi 0,73-2,60
Zeny 0,62-2,40
Déti (chlapci do 14 let, divky do 12 let) 2,35-8,00
Novorozenci 1,90-7,00

Referenéni rozmezi je pouze orientaéni, doporucuje se, aby si kazda labora-
tof ovéfila rozsah referenéniho intervalu pro populaci, pro kterou zajistuje
laboratorni vysSetreni.

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

Dolni mez stanovitelnosti: 0,075 pkat/I

Linearita: do 22 pkat/l

Pracovni rozsah: 0,075-22 pkat/I

PRESNOST
Intra-assay (n=20) ?;:::ﬁ)r (psz:ll) (E/:I)
Vzorek 1 1,43 0,010 0,69
Vzorek 2 3,63 0,039 1,07
Inter-assay (n=20) Z::::ﬁ)r (pia?t/l) (E/:I)
Vzorek 1 1,41 0,033 2,34
Vzorek 2 3,42 0,047 1,37

€rba’

SROVNANIi S KOMERCNE DOSTUPNOU METODOU
Linearni regrese:

N =40

y = 0,965x - 0,028 pkat/l

r=0,998

INTERFERENCE
Nasledujici analyty neinterferuji:
hemoglobin do 5 g/l, bilirubin do 40 mg/dI, triglyceridy do 2000 mg/dl.

BEZPECNOSTNi CHARAKTERISTIKY
Ur€eno pro in vitro diagnostické pouZziti opravnénou a odborné zplsobilou oso-
bou.

Varovani
Standardni véta o nebezpecnosti:
H315 Drazdi kazi.
H319 Zplsobuje vazné podrazdéni o¢i.
Pokyny pro bezpeéné zachazeni:
P280 Pouzivejte ochranné rukavice/ochranny odév/ochranné bryle.
P302 + P352 PRI STYKU S KUZi: Omyjte velkym mnoZstvim vody.
P305 + P351 + P338 PRI ZASAZENI| OCi: N&kolik minut opatrn& vyplachujte
vodou. Vyjméte kontaktni €ocky, jsou-li nasazeny a pokud je Ize vyjmout snadno.
Pokracujte ve vyplachovani.

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 po-
kozku teplou vodou a mydlem. Ve vaznych pfipadech poskozeni zdravi vyhledat
lékarskou pomoc.

NAKLADANI S ODPADY

Na vSechny zpracované vzorky je nutno pohlizet jako na potencionalné infekeni
a spolu s pfipadnymi zbytky ¢inidel je likvidovat podle vlastnich internich predpist
jako nebezpec¢ny odpad v souladu se Zakonem o odpadech. Papirové a ostatni
obaly se likviduji podle druhu materidlu jako tfidény odpad (papir, sklo, plasty).

Erba Lachemas.r.o., Karasek 2219/1d, 621 00 Brno, CZ
e-mail: diagnostics@erbamannheim.com, www.erbalachema.com

N/16/19/l/INT Datum revize: 27. 2. 2019
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ASSAY PARAMETERS (conventional units)

ASSAY PARAMETERS (Sl units)

Instrument | éh'ﬂ%% | I)E(II\;I-ZZ?)?) | XLE';?%%OO | XL-640 | XL-1000 | XL-180 | Instrument | é;‘_}%% | él\lﬁ-zz?)g | x:ﬁggoo | XL-640 | XL-1000 | XL-180 |
Test Details Test Details
Test ALP ALP ALP ALP ALP ALP Test ALP ALP ALP ALP ALP ALP
Test Code 4 4 4 4 4 4 Test Code 4 4 4 4 4 4
Report Name Alkaline Alkaline Alkaline Alkaline Alkaline Alkaline Report Name Alkaline Alkaline Alkaline Alkaline Alkaline Alkaline
Phosphatase | Phosphatase | Phosphatase | Phosphatase | Phosphatase | Phosphatase Phosphatase | Phosphatase | Phosphatase | Phosphatase | Phosphatase | Phosphatase

Unit ui u/l u/l u/l u/l u/ Unit pkat/l ukat/| ukat/| ukat/| ukat/| ukat/|
Decimal Places 0 0 0 0 0 0 Decimal Places 2 2 2 2 2 2
Wavelength-Primary 405 405 415 415 405 405 Wavelength-Primary 405 405 415 415 405 405
Wavelength-Secondary 700 700 700 700 700 700 Wavelength-Secondary 700 700 700 700 700 700
Assay type Rate A Rate A Rate A Rate A Rate A Rate A Assay type Rate A Rate A Rate A Rate A Rate A Rate A
Curve type Linear Linear Linear Linear Linear Linear Curve type Linear Linear Linear Linear Linear Linear
M1 Start 0 0 0 0 0 0 M1 Start 0 0 0 0 0 0
M1 End 0 0 0 0 0 0 M1 End 0 0 0 0 0 0
M2 Start 21 21 21 32 16 21 M2 Start 21 21 21 32 16 21
M2 End 31 31 39 52 26 25 M2 End 31 31 39 52 26 25
Sample replicates 1 1 1 1 1 1 Sample replicates 1 1 1 1 1 1
Standard replicates 3 ) 3 3 3 3 Standard replicates 3 3 3 3 3 3
Control replicates 1 1 1 1 1 1 Control replicates 1 1 1 1 1 1
Control interval 0 0 0 0 0 0 Control interval 0 0 0 0 0 0
Reaction Direction Increasing Increasing Increasing Increasing Increasing Increasing Reaction Direction Increasing Increasing Increasing Increasing Increasing Increasing
React. Abs. Limit 24 24 24 2.4 24 24 React. Abs. Limit 24 24 24 24 24 24
Prozone Limit % 0 0 0 0 0 0 Prozone Limit % 0 0 0 0 0 0
Prozone Check Lower Lower Lower Lower Lower Lower Prozone Check Lower Lower Lower Lower Lower Lower
Linearity Limit % 0 0 0 0 0 0 Linearity Limit % 0 0 0 0 0 0
Delta Abs/Min 0 0 0 0 0 0 Delta Abs/Min 0 0 0 0 0 0
Technical Minimum 4.5 4.5 4.5 4.5 4.5 4.5 Technical Minimum 0.075 0.075 0.075 0.075 0.075 0.075
Technical Maximum 1300 1300 1300 1300 1300 1300 Technical Maximum 22 22 22 22 22 22
Y=aX+b Y=aX+b
a= 1 1 1 1 1 1 a= 1 1 1 1 1 1
b= 0 0 0 0 0 0 b= 0 0 0 0 0 0
Reagent Abs Min 0 0 0 0 0 0 Reagent Abs Min 0 0 0 0 0 0
Reagent Abs Max 1.4 14 1.4 1.4 1.4 1.4 Reagent Abs Max 1.4 1.4 1.4 1.4 1.4 1.4
Auto Rerun No No No No No No Auto Rerun No No No No No No
Total Reagents 2 2 2 2 2 2 Total Reagents 2 2 2 2 2 2
Reagent R1 ALP R1 ALPR1 ALPR1 ALP R1 ALP R1 ALP R1 Reagent R1 ALP R1 ALP R1 ALP R1 ALP R1 ALP R1 ALP R1
Reagent R2 ALP R2 ALP R2 ALP R2 ALP R2 ALP R2 ALP R2 Reagent R2 ALP R2 ALP R2 ALP R2 ALP R2 ALP R2 ALP R2
Reagent R3 NA NA NA NA NA NA Reagent R3 NA NA NA NA NA NA
Test Volumes Test Volumes
Test | ALP | ALP | ALP | ALP N ALP Test AP | AP [ AP [ AP | AP | AP
Sample Type | SERUM | SERUM | SERUM | SERUM SERUM | SERUM Sample Type | SERUM | SERUM | SERUM | SERUM | SERUM | SERUM

ple Volumes Sample Volumes
Normal 4 4 4 4 3 4 Normal 4 4 4 4 3 4
Dilution Ratio 1 1 1 1 1 1 Dilution Ratio 1 1 1 1 1 1
Increase 8 8 8 8 6 8 Increase 8 8 8 8 6 8
pilitioniRatic g 1 1 1 1 1 Dilution Ratio 1 1 1 1 1 1
Decrease 2 2 2 2 3 2 Decrease 2 2 2 2 3 2
Dilution Ratio 5 5 5 5 5 5 Dilution Ratio 5 5 5 5 5 5
Standard volume 4 4 4 4 3 4 Standard volume 4 4 4 4 3 4
Reagent Volumes and Stirrer speed Reagent Volumes and Stirrer speed
RGT-1 Volume 160 160 160 160 120 160 RGT-1 Volume 160 160 160 160 120 160
R1 Stirrer Speed Medium Medium NA Medium Medium Medium R1 Stirrer Speed Medium Medium NA Medium Medium Medium
RGT-2 Volume 40 40 40 40 30 40 RGT-2 Volume 40 40 40 40 30 40
R2 Stirrer Speed High High High High High High R2 Stirrer Speed High High High High High High
RGT-3 Volume 0 0 0 0 0 0 RGT-3 Volume 0 0 0 0 0 0
R3 Stirrer Speed NA NA NA NA NA NA R3 Stirrer Speed NA NA NA NA NA NA
Reference Ranges Reference Ranges
Test ALP ALP ALP ALP ALP ALP Test ALP ALP ALP ALP ALP ALP
Sample Type SERUM SERUM SERUM SERUM SERUM SERUM Sample Type SERUM SERUM SERUM SERUM SERUM SERUM
Reference Range Default Default Default Default Default Default Reference Range Default Default Default Default Default Default
Category Male Category Male
Normal-Lower Limit 53 53 53 53 53 53 Normal-Lower Limit 0.90 0.90 0.90 0.90 0.90 0.90
Normal-Upper Limit 128 128 128 128 128 128 Normal-Upper Limit 2.18 2.18 2.18 2.18 2.18 2.18
Panic-Lower Limit NA NA NA NA NA NA Panic-Lower Limit NA NA NA NA NA NA
Panic-Upper Limit NA NA NA NA NA NA Panic-Upper Limit NA NA NA NA NA NA
Category Female Category Female
Normal-Lower Limit 42 42 42 42 42 42 Normal-Lower Limit 0.71 0.71 0.71 0.71 0.71 0.71
Normal-Upper Limit 98 98 98 98 98 98 Normal-Upper Limit 1.67 1.67 1.67 1.67 1.67 1.67
Panic-Lower Limit NA NA NA NA NA NA Panic-Lower Limit NA NA NA NA NA NA
Panic-Upper Limit NA NA NA NA NA NA Panic-Upper Limit NA NA NA NA NA NA
Revision Number Revision Number

<A-100- <A-200- <A-300/600- <A-640- <A-1000- <A-180 <ASI-100- <ASI-200- |<ASI-300/600-| <ASI-640- <ASI-1000- <ASI-180-
Revision ALP-2 ALP-2 -ALP-2 ALP-2 -ALP-2 -ALP-2 Revision ALP-2 ALP-2 ALP-2 ALP-2 ALP-2 ALP-2
01.03.2016> | 01.03.2016> | 01.03.2016> | 01.03.2016> | 01.03.2016> | 01.03.2016> 01.03.2016> | 01.03.2016> | 01.03.2016> | 01.03.2016> | 01.03.2016> | 01.03.2016>
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USED SYMBOLS / UCMNOJIb3YEMBIE CUMBOIbI / BUKOPUCTAHI MO3HAYKU
POUZITE SYMBOLY

Catalogue Number
Howmep kaTtanora
KaTtanoxHuin Homep
Katalogové ¢islo

Lot Number
Homep naptum
Homep naprii
Cislo arze

Expiry Date

Cpok rogHocTu
TepmiH npuaaTHoCTi
Datum expirace

QUALITY SYSTEM CERTIFIED
1SO 13485

sl

Manufacturer
MpoussoanTens
BupoGHuk
Vyrobce

In Vitro Diagnostics
73] BUTPO AMarHoCTuKa
In vitro piarHocTnka

In vitro diagnostikum

Content

NT | Conepxatue

Bwmict

Obsah

See Instruction for Use
Mepen ncnonb3osaHnem

Dﬂ BHUMaTenbHo udyyanTe UHCTPYKLMIO
Mepen BUKOPUCTAHHSAM YBaXHO

A
€

BUMBMITb IHCTPYKLUitO
Ctéte navod k pouziti

Storage Temperature
Temneparypa xpaHeHua
Temnepatypa 36epiraHHs
Teplota skladovani

HauuoHanbHbIn 3Hak
COOTBETCTBUS AN YKpauHbl
HaujoHanbHuin 3Hak
BignosigHocTi Ans Ykpaiiu
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