Erba LA1 Screen
Lupus Anticoagulants (LA)

Kat. ¢. Nazev baleni Obsah baleni
EHL00037 Erba LA1 Screen 10x 2 ml
POUZITI

Souprava Erba LA1 Screen je uréena ke kvalitativnimu stanoveni LA v lidské plazmé.

KLINICKY VYZNAM

Lupus antikoagulans (LA) predstavuje skupinu protilatek typu IgG a IgM, které jsou namifeny
proti celé Skale negativné nabitych fosfolipidu. Pfitomnost LA v plazmé souvisi s fadou problé-
ml v hemostaze, patfi mezi né opakované potraty, trombocytopenie, neoéekavané trombozy
a neurologicka onemocnéni. V pritomnosti LA dochazi k prodlouzeni in vitro koagulacnich testt
zavislych na fosfolipidech, jako je napfiklad aktivovany parcialni tromboplastinovy ¢as (APTT).
Jed zmije Russelovy pfimo aktivuje pfeménu faktoru X na faktor Xa v pfitomnosti fosfolipid(
a vapenatych iontd, tim dochazi k formovani srazeniny v plazmé, kterou je mozno detekovat.
Souprava Erba LA1 Screen je citlivéjsi na LA nez APTT. Soupravu Erba LA1 Screen je doporu-
¢eno pouzivat spole¢né se soupravou Erba LA2 Confirm (kat. ¢. EHL00038).

PRINCIP METODY
Srazeci test.

SLOZENI
Erba LA1 Screen obsahuje patentovanou smés jedu zmije Russelovy (RVV — Russel Viper Ve-
nom), ktera byla lyofilizovana spole¢né s chloridem vapenatym a koncentrovanymi fosfolipidy.

UPOZORNENIi A BEZPECNOSTNi CHARAKTERISTIKY

« Pouze pro in vitro diagnostiku. S témito ¢inidly mohou pracovat pouze odborné zpusobili
laboratorni pracovnici.

« Zabrante poziti.

« Pokud pracujete se soupravou, pouzivejte ochranné rukavice.

« Abyste zabranili kontaminaci, pouzivejte Cisté nebo jednorazové laboratorni vybaveni.

« Pripadné zbytky ¢inidel je nutno likvidovat podle vlastnich internich predpist v souladu se
Zakonem o odpadech.

PRIPRAVA PRACOVNICH ROZTOKU
Obsah kazdé lahvicky rozpustte ve 2 ml destilované/deonizované vody. Nechejte stat 10 minut,
pred pouzitim opatrné promichejte. Lahvi¢kou netfepejte.

SKLADOVANI A STABILITA PRACOVNICH ROZTOKU

Neoteviena ¢inidla, skladovana pfi 2-8°C, jsou stabilni do data exspirace uvedeného na stitku
Po rekonstituci je ¢inidlo stabilni:

* 24 hodin pfi 15-30°C

« 5dnd pfi 2-8°C

2 tydny pfi -20°C.

Cinidlo Ize zamrazit v plastové zkumavce pfi -20°C , pied pouzitim je nutné je rozpustit pii 37°C.

POZADOVANE REAGENCIE, KTERE NEJSOU SOUCASTi SOUPRAVY
Erba LA2 Confirm (kat. ¢. EHL00038)

Erba Control N (kat. ¢&. EHL00014)

Erba LA Control High (kat.c. EHL00039)
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ODBER A PRIPRAVA VZORKU

P¥i praci pouZivejte plast nebo silikonizované sklo.

Krev (9 objemovych dilti) odeberte do 3,2 % nebo 3,8 % citratu sodného (1 objemovy dil), ktery
pusobi jako antikoagulant. Centrifugujte 15 minut pfi 1 500 x g a odseparujte plazmu.

Plazmu skladujte pfi 2-8°C nebo 18-24°C. Stanoveni by mélo byt provedeno do 4 hodin od
odbéru vzorku. Plazma muze byt skladovana pii -20°C po dobu 2 tydnli nebo pfi -70°C po
dobu 6 mésicl. Pfed stanovenim plazmu rychle rozpustte pfi 37°C. Pfi této teploté ponechejte
plazmu maximalné po dobu 5 minut.! Pokud byl vzorek zamrazen, je doporu¢eno, aby byl pied
pouzitim dvakrat centrifugovan, aby se zajistilo, Ze vyskyt desticek ve vzorku je minimaini. Po
prvni centrifugaci stahnéte plazmu plastovou pipetkou a preneste ji do neaktivované plastové
zkumavky a centrifugujte dalSich 10 minut pfi vy$si rychlosti (> 2500 x g). Pokud odebirate
alikvot do druhé zkumavky, davejte pozor, aby neobsahoval rezidua krevnich desticek, ktera by
mohla byt odebrana ze dna centrifugaci zkumavky.?

POSTUP MERENI

Manualni metoda

« Vytemperujte dostatecny objem rekonstituovaného cinidla na 37°C

+ Do reakéni zkumavky napipetujte 0,2 ml pacientské nebo kontrolni plazmy.

* Inkubujte 2 minuty pfi teploté 37°C.

+ Pridejte 0,2 ml vytemperovaného ¢inidla Erba LA1 Screen a souc¢asné spustte stopky.
+ Odectéte €as nutny ke vzniku koagula s presnosti na 0,1 sekundy.

Vypocitejte normalizovany pomér z ¢asu stanovenych soupravou Erba LA1 Screen:

P 1o X f X . Lk,

das p

> vzorku / stfedni normalni hodnota koagula¢niho ¢asu

Automaticka metoda
Postupuijte podle informaci uvedenych v UzZivatelském manualu.

INTERPRETACE VYSLEDKU

Vysledky jsou vyjadieny jako normalizovany pomér vzhledem k prdmérnému normalnimu
koagulaénimu ¢asu stanovenému kazdou laboratofi. Je doporuceno, aby se pro vypocet nor-
malizovaného poméru pouzivaly podobné typy vzorkl. Tento zpusob ,normalizace” Ize pouzit
jak pro vysledky ziskané jak soupravou Erba LA1 Screen, tak soupravou Erba LA2 Confirm,
redukuje se tim vliv variability pfistroji a pfipadné rozdily mezi slabé pozitivnimi a normalnimi
vzorky. S vysledky fedicich studii by mélo byt zachazeno stejné.

Pokud je koagulaéni ¢as pacientskych vzorkd vyssi nez 3 standardni odchylky nad stfedem
normalniho rozmezi, protilatky typu lupus antikoagulans mohou byt pfitomny. V tomto pfipa-
dé by méla byt plazma testovana znovu po naredéni 1:1 s normalni kontrolni plazmou Erba
Control N (kat. ¢. EHL00014) a zaroveri také testovana soupravou Erba LA2 Confirm (kat. €.
EHL00038). Pokud je ¢as vzniku srazeniny i po nafedéni 1:1 s normalni kontrolni plazmou
stale vyssi nez 3 standardni odchylky nad stfedem normalniho rozmezi, lupus antikoagulans
muze byt pfitomen. Pokud je sréZeci ¢as po nafedéni s normalni plazmou 1:1 korigovan do
normalniho rozmezi, jsou vzorky s nejvétsi pravdépodobnosti faktor deficientni (II, V nebo X).

Vyzkumny a standardiza¢ni podvybor pro standardizaci lupus antikoagulans spadajici pod Me-
zinarodni spole¢nost pro tromb6zu a hemostazu doporucil, aby diagnéza lupus antikoagulant
byla stanovena tehdy, pokud DRVVT testované plazmy smichané s normalni plazmou je vyssi
nez 3 standardni odchylky od primérného normalniho DRVVT ¢&asu.

Pouziti konfirmacniho testu umozriuje rozliseni mezi LA, deficienci faktorti a dal$imi inhibitory.

REFERENCNi HODNOTY

Referenéni hodnoty v laboratofich se mohou lisit v zavislosti na pouzité technice a pouzitém
systému. Proto je nutné, aby si kazda laboratof stanovila své vlastni referenéni rozmezi. Nor-
malni referenéni rozmezi stanovené soupravou Erba LA1 Screen (primér + 3SD) pro tento test
je 33,7 £ 8,1 sekund (rozmezi 25,6-41,8 sekund).

QUALITY SYSTEM CERTIFIED
I1SO 13485
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KONTROLA KVALITY

Kazda laboratof by méla zavést systém kontroly kvality. Pro zajisténi odpovidajici kvality stano-
veni je doporuceno pouzit kontrolni plazmu s normalini a zvy$enou hodnotou. Méreni kontrolni
plazmy by mélo predchazet méreni pacientskych vzork(. Pokud vysledky méfeni kontrolni plaz-
my neodpovidaji predpokladanym hodnotam, je nutné povazovat vysledky stanoveni pacient-
skych vzork(i za neplatné. Ke kontrole je doporu¢eno pouzit:

Erba Control N (kat. ¢. EHL 00014), Erba LA Control High (kat. ¢. EHL00039)

OMEZENI

Deficience faktor( I, V a X v plazmé& mohou vést k abnormalnim vysledkim v ¢isté plazmé.
Redici studie mohou tyto vysledky korigovat.

Plazma pacientl obsahujici heparin (> 1U/ml), peroralni antikoagulancia, nebo pacientt s DIK
(diseminovana intravaskularni koagulace) mize davat abnormaini vysledky, pokud je plazma
testovana €ista, tyto vzorky nesmi byt korigovany fedicimi studiemi.

Je nutné dbat na to, aby byla odstranéna residua desti¢ek bud filtraci, nebo centrifugaci, proto-
Ze fosfolipidy pochazejici z desticek mohou interferovat se stanovenim.

INTERFERENCE
Nejsou pozorovany zadné vyznamné interference.

VYKONOSTNi CHARAKTERISTIKY
Predpokladané hodnoty CV pro intra-assay a inter-assay jsou < 5 %.

LITERATURA

1. Clinical and Laboratory Standards Institute (2008) Collection, Transport and Processing of
Blood Specimens for Testing Plasma-Based Coagulation Assays and Molecular Haemosta-
sis Assays: Approved Guideline, 5th edn. CLSI: H21-A5

2. Pengo V et al (2009) Update of the guidlines for lupus anticoagulant detection, J Thromb
Haemost, 7: 1737-40
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Erba LA1 Screen
Lupus Anticoagulants (LA)

Cat. No.: Pack name:

EHL00037

Packaging (Content):
INTENDED USE

Erba LA1 Screen is intended for the qualitative determination of LA (Lupus Anticoagulants) in
human plasma.

Erba LA1 Screen 10x 2 ml

CLINICAL SIGNIFICANCE

Lupus Anticoagulants (LA) are antibodies of the IgG and IgM type which are directed against
a variety of anionic phospholipids. The presence of LA in plasma is increasingly associated with
a variety of haemostatic problems such as recurrent foetal loss, thrombocytopenia, unexplained
thrombosis and neurological disorders. LA prolongs phospholipid dependant in vitro clotting
assays such as the activated partial thromboplastin time (APTT).

Russell’s Viper venom directly activates Factor X to Factor Xa in the presence of phospholipid
and calcium, leading to detectable clot formation in plasma. Erba LA1 Screen kit is more sen-
sitive for LA than the APTT. Erba LA1 Screen kit is intended to be used in conjunction with the
Erba LA2 Confirm kit (Cat. No.: EHL00038).

PRINCIPLE
Clotting test.

COMPOSITION
Erba LA1 Screen contains a proprietary mixture of Russell’s Viper venom co-lyophilised with
calcium chloride and phospholipid

WARNINGS AND PRECAUTIONS

< For in vitro diagnostic use only. These reagents are to be used by certified medical laboratory
personnel only.

« Do not ingest.

« Wear gloves when handling all kit components.

« Only use clean or single use laboratory equipment to avoid contaminations.

« The eventual rest of reagents should be disposed of in accordance with the internal regu-
lations and in compliance with local and national regulations relating to the safe handling
of waste.

WORKING REAGENT
Reconstitute each vial of Erba LA1 Screen with 2 ml of distilled or deionised water. Allow to
stand for 10 minutes and mix well before use. Do not shake.

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.

Reconstituted vials are stable:

* 24 hours at 15-30°C

« 5daysat2-8°C

* 2weeks at-20°C

The reagent should be frozen in plastic test tubes and thawed at 37°C before use.
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REAGENTS REQUIRED BUT NOT PROVIDED
Erba LA2 Confirm (Cat.No.: EHL00038)

Erba Control N (Cat.No.: EHL00014)

Erba LA Control High (Cat.No.: EHL00039)

SAMPLE COLLECTION AND PREPARATION

Plastic or siliconised glass should be used throughout.

Blood (9 parts) should be collected into 3.2 % or 3.8 % sodium citrate anticoagulant (1 part).
Separate plasma after centrifugation at 1500 x g for 15 minutes.

Plasma should be kept between 2-8°C or 18-24°C. Testing should be completed within 4 hours
of sample collection, or plasma can be stored frozen at -20°C for 2 weeks or -70°C for 6 months.
Thaw quickly at 37°C prior to testing. Do not keep at 37°C for more than

5 minutes." If freezing, double centrifugation of the sample is recommended to ensure that the
sample is platelet poor. Transfer the plasma following the initial centrifugation to a non-acti-
vating plastic tube using a plastic pipette, then re-centrifuge the plasma for an additional 10
minutes at a higher speed (>2500 x g). When aliquoting to a secondary tube, take care to not
include the residual platelets that may have collected at the bottom of the centrifuge tube.?

PROCEDURE

Manual method

Pre-warm sufficient reconstituted reagent to 37°C.

Pipette 0.2 ml of patient or control plasma into a reaction tube. Incubate at 37°C for 2 mi-
nutes.

Add 0.2 ml of pre-warmed Erba LA1 Screen Reagent and start a timer.

Measure the clot formation time to the nearest 0.1 seconds.

Calculate the normalised ‘Erba LA1

Screen’ ratio as. clotting time of the patient sample / mean value of the clotting time

Automated method
Refer to the instrument’s operator’s manual.

INTERPRETATION OF RESULTS

Results are best expressed as a normalised ratio relative to the mean normal clot time obtained
by each laboratory. It is recommended that like for like sample types are used when calculating
a normalised ratio. Both Erba LA1 Screen and Erba LA2 Confirm results can be ‘normalised’
in this way, reducing the effect of instrument variability and potentially improving discrimination
between weak positive LA and normal samples. Results of the mixing tests can be treated in
the same way.

If the clot time of the patient sample is greater than 3 standard deviations above the mean of
the normal range, a lupus anticoagulant may be present. In this case, the plasma should be
re-tested after mixing 1:1 with Erba Control N (Cat. No.: EHL00014) as well as testing with the
Erba LA2 Confirm kit (Cat. No.: EHL00038). If the Erba LA1 Screen clotting time of the patient
plasma mixed 1:1 with Erba Control N is still greater than 3 standard deviations above the mean
of the normal range, a lupus anticoagulant may be present. If the Erba LA1 Screen clotting time
of the patient plasma mixed 1:1 with Ebra Control N is corrected to within the normal range,
a factor deficiency (Il, V or X) is most likely.

The Scientific and Standardisation Sub-Committee for the Standardisation of Lupus Anticoa-
gulants of the International Society of Thrombosis and Haemostasis has recommended that
the diagnosis of lupus anticoagulant be made when the DRVVT of a test plasma mixed with
normal plasma is greater than 3 standard deviations from the mean normal (non-LA) plasma
DRVVT time.

The use of the DRVVT Confirm kit allows discrimination between LA, factor deficiency and
other inhibitors.

QUALITY SYSTEM CERTIFIED
I1SO 13485
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REFERENCES VALUES

Reference values can vary between laboratories depending on the techniques and systems in
use. For this reason each laboratory should establish its own reference ranges.

The normal reference range (mean + 3SDs) determined by Erba LA1 Screen test was 33.7 +
8.1 seconds (range 25.6-41.8 seconds).

QUALITY CONTROL

Each laboratory should establish a quality control program. Normal and abnormal control plas-
mas should be tested prior to each batch of patient samples, to ensure satisfactory instrument
and operator performance. If controls do not perform as expected, patient results should be
considered invalid.

For quality control Erba Control N, Cat.No.: EHL00014, and Erba LA Control High, Cat.No.:
EHLO00039, are recommended.

LIMITATIONS

Plasma deficiencies of Factors I, V or X may lead to abnormal results in neat plasma. Mixing
studies should correct this.

Plasma from patients with the following may give abnormal results when the plasma is tested
neat, and these samples may not correct in mixing studies: heparin (>1 U/ml), oral anticoagu-
lants, disseminated intravascular coagulation (DIC).

Care must be taken to remove residual platelets from plasma by filtration or centrifugation, as
platelet derived phospholipid can interfere with the test.

INTERFERENCES
Not observed significant interferences

PERFORMANCES
Within run and between run CVs are expected to be < 5 %.

REFERENCES

1. Clinical and Laboratory Standards Institute (2008) Collection, Transport and Processing of
Blood Specimens for Testing Plasma-Based Coagulation Assays and Molecular Haemosta-
sis Assays: Approved Guideline, 5th edn. CLSI: H21-A5

2. Pengo V et al (2009) Update of the guidlines for lupus anticoagulant detection, J Thromb
Haemost, 7: 1737-40

USED SYMBOLS
Lot Number
Catalougue Number

2 Expiry Date

-CONT Content

In vitro Diagnostics See Instruction for Use

d Manufacturer

/lf Storage Temperature

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

N/157/20/E/INT Date of revision: 16. 3. 2020



Erba LA1 Screen

Habip BoBuyakoBun aHTukoarynsaHt LA1 Screen

Kat. Homep Ha3ea Ha ynakoBui Bmict
EHL00037 Habip BoeuakoBuii 10 x 2 mn
aHTukoarynsHT LA1 Screen
3ACTOCYBAHHA

Hab6ip Erba LA1 Screen npusHayeHuii Ans SKICHOrO BU3HAYEHHSI aHTUKOArynsiHTiB BOBYaKy
(LA) y nnaami KpoBi ntoauHu.

KNIHIYHE 3HAYEHHA

AHTVKOarynsHTM BoByaky (LA) € aHTuTinamu imyHornobyniHy knacie G i M, cnpsimoBaHumMu
NpoTU Pi3HMX aHioHHWX cocdoniniaiB. HasBHICTL aHTUKOArynsHTiB BOBYaKy y nnasmi Bce
yacTille MnoB'A3yeTbCs i3 HU3KOK NPOBNEMHIX CTaHIB reMocTasy, cepes sikux NoBTopHa BTpaTta
nnoay, TpomGounToneHisi, TPOM603 HEBCTAHOBMNEHOTO MOXOLXKEHHS i HEBPOIOriYHi po3naau.
AHTukoarynsHT LA 3piiicHioe nponoHrauito docgoninifgosanexHux nabopatopHux aHanisis
Ha 3ropTaHHsi KpOBi, 30KpeMa TecT Ha aKTMBOBaHWUI 4acTKOBWI TPOMGOMMAcTUHOBWIA Yac
(AYTY). OtpyTta raptwoku Paccena y npucyTHocTi cocconinigy i kanbuito 6e3nocepefHbo
akTuBye haktop X y haktop Xa, Lo Npu3BoauTb A0 YTBOPEHHS Tpomby y nnaami. Erba LA1
Screen € 6inbLU YyTNVBUM 40 aHTUKOAYNSHTIB BOBYaKy, Hix TecT Ha AYTY, i npusHayeHwnii ans
BUKOPUCTaHHS CyMiCHO i3 Habopom Erba LA2 Confirm (kat. Homep EHL0O0038).

MPUHLUMN PEAKLIT
TecT Ha 3ropTaHHsi KPOBi.

CKINAQ PEATEHTIB
Pearent Erba LA1 Screen MmicTuTb 3anaTeHToBaHy CyMicHO-niodhinisoBaHy cyMmill oTpyTu
raptokm Paccena, dpocdoniniais i xnopuay kanbuito.

3ACTEPEXEHHSA | 3AXOOU BE3NEKU

« Jlnwe ans in vitro giarHocTVKy NPodeCiHO NiArOTOBNEHNM NepcoHanom MeanyHoi naboparopii.

*  YHUKaTW KOBTaHHSI.

+ KopucTyBaTuCsi 3aXMCHUMU pyKaBU4KaMM NpU NOBOAXKEHHI 3 yCiMa KOMMOHEHTaMn HaGopy.

* 3anobiraTn KoHTaMiHaLji, BMKOPUCTOBYBaTU nuwe 4ucTi abo ogHopasoBi nabopaTopHi
NPUHANEXHOCTI.

* 3anuKkn peareHTiB MOBUHHI yTWNi3yBaTUCA Yy BIAMNOBIAHOCTI 4O AilOYMX nokanbHUX ato
HaLujioHanbHUX NpaBun Ana AaHWX BUAIB MaTtepianis.

MPUTOTYBAHHA PEATEHTIB

BigHoBuTM BMiCT koxxHoro conakoHy Erba LA1 Screen 3a gonomoroto 2 Mn guctuneoBaHoi abo
AeioHisoBaHoi Boan. 3anuwuti Ha 10 xBUNWH. MNepen BUKOPUCTaHHSM peTenbHO nepemiluaTu.
He cTtpywysatu.

3BEPIFAHHA | CTABUIBHICTb

HeBiokputii peareHT € cTabinbHUM [0 BUYEPNaHHs BKa3aHOrO Ha YnakoBUi TepMiHy
npuaaTHOCTI 3a yMoBM 36epiraHHs 3a Temnepatypu 2—-8 °C.

BigHoBReHun peareHT € cTabinbHUM yNpoaoBxX:

* 24 roguH 3a Temnepatypu 15-30 °C

« 5 gHiB 3a Temnepatypu 2-8 °C

* 2 TuxHiB 3a Temnepatypu -20 °C

3aMopoxXeHUn peareHT HeobxigHO 36epiraTi y nnacTuKoBMX peakuiiiHux npobipkax. Mepen
BVKOPUCTaHHSIM PO3MOPOXyBaTu 3a Temnepatypu 37 °C.
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HEOBXIAHI AOOATKOBI MATEPIANU
Erba LA2 Confirm (kaT. Homep EHL00038)
Erba Control N (kaT. Homep EHL00014)

Erba LA Control High (kaT. Homep EHL00039)

BIABIP | NIArOTOBKA 3PA3KIB

BukopucToByBaTU NOCyA 3 opraHiyHoro abo cunikoHisoBaHoro ckna. Kpos (9 yactuH) HeobxiaHo

Biai6path B aHTuKoarynsHT: 3,2% abo 3,8% Hatpito umtpat (1 yactuHa). Binainuty nnaamy kposi

LeHTpudyryeanHam Ha 1500 x g ynpoposx 15 xsunuH. Mnasmy 36epirati 3a Temnepartypu

2-8 °C abo 18-24 °C, aHani3 npoBecTu ynpofdoBxX 4 roauH 3 MoMeHTy Biabopy. [nsa 6inbl

TpuBarnoro 36epiraHHs Nnasmy HeobXigHO 3aMOPO3UTK, TPUBANICTL 36epiraHHs y 3aMOPOXEHOMY

BurMagi: 2 TwkHi 3a Temnepatypu -20 °C abo 6 micauis 3a Temnepatypu -70 °C. BeanocepeaHbo

nepeq no4aTkoM aHanisy po3mopo3uTy 3a Temnepatypu 37 °C. He yTpumyBatu 3a Temnepatypu

37 °C noHag 5 xBunuH. ' Mpy 3amMopoXyBaHHI PEKOMEHOBaHUM € NOABIHE LIEHTPUMYryBaHHS

Ans 3abeaneyeHHst MiHiManbHOro BMICTY TpomGouwnTiB. [ns Lboro HeobxigHO 3a [0MOMOroo

NNacTVKOBOI MINETKN NePeHECTU LEHTPUGYroBaHy nrasMy y HeakTUBYyHOHY NiacTKoBy NpoBipky,

nicns Yoro A4OAATKOBO BiAUeHTpudyryBath ynpoaosx10 xBUnMH Ha GinbLuii weuakocTi (>2500

x g). Mia Yac nepeHocy nnasmu y BTOPUHHY NPOGIPKY HE A0MycKaTh BHECEHHS 3arLLKOBUX

TPOMGOLUTIB, SIKi MOXYTb HAKOMUYyBaTUCS Ha AHI LEHTPUMYKHOT NpoBipku.?

NMPOLUEAQYPA AHANI3Y

PyuHuit meTtog

« [lonepeaHbo HarpiTh BinHoBNeHui peareHT Erba LA1 Screen no Temnepatypu 37°C.

» [opatn 0,2 Mn nnasmu KpoBi nauieHTa abo KOHTPONbHOI Nna3mu B peakuiiiHy npoGipKy.
IHKy6yBaTVK 3a Temnepatypu 37 °C ynpofoBxX 2 XBUMUH.

» [opatu 0,2 mn Harpitoro peareHTy Erba LA1 Screen i 3anyctutu Bianik yacy.

* Bwu3HauuTU Yac yTBOpeHHs TPoMBy 3 TouHicTio Ao 0,1 cekyHau.

+ PospaxyBaTu HopmanizoBaHe crisBigHolweHHst "Erba LA1 Screen" HacTynHuUM YuHoMm:

HC = yac 32opmaHHs Kpoei 3pa3ka / cepedHe

qacy 32¢ Kposi
ABTOMaTU4YHUI MeTOq
[nB. IHCTpyKLUjto KopucTyBaya obnagHaHHs.

IHTEPMPETALIA PE3YNbTATIB

Pe3ynetati aHanidy HainspydHille Bigobpaxatv y HopmarnizoaHomy cnissigHoweHHi (HC) no
cepeaHbOoro HOpPMarnbHOrO Yacy YTBOPEHHsI TPOMOY, creumdiyHoro Ans koxHoi nabopartopii.
MNig 4ac pospaxyHKy HOpPMasni3oBaHOrO ChiBBIAHOLEHHS! PEKOMEHOOBAHUM € BUKOPUCTaHHS
6Bnu3bkux TUNiB 3paskiB. Pesynstaty aHanisis sik Erba LA1 Screen, Tak i Erba LA2 Confirm MoxyTb
6yT™M TakuM YMHOM "HOPMani3oBaHi", 3HWXYIOUM BapiaTUBHICTb BUMIpIOBAHb Ha KOHKPETHOMY
obnafHaHHi, a TakoX 3MEHLLYHOUN PO3XOPKEHHS Y pesynbTaTax crabkonosnTUBHUX i HOpMarbHUX
3paskiB. Pe3ynsraTi CyMiLLEBMX TECTIB TAKOX MOXHa ONpaLbOByBaTU BULLE3rafaHuM Crocobom.
Ao Yac 3ropTaHHs Nnasmy KpoBi NauieHTa nepesullye +3 cTaHAapTHUX BiaxureHHs (SD)
Bifl HOpMarbHOro fianasoHy, TO AnA NiATBEPIKEHHS HasBHOCTI aHTUKOArymnsHTiB BOBYaKy
HeobXilHO NMpoBecTV AOAATKOBI aHaniau, a came: MOBTOPHWIA aHania cymiwi 3paska (1:1) 3
koHTponem Erba Control N (kaT. Homep EHL00014), a Takox aHania i3 Habopom Erba LA2 Con-
firm (kaT. Homep EHL00038). fAkwo yac 3ropTaHHs y TecTi Erba LA1 Screen cymili 3paska i3
HOPMarnbHUM KOHTPOSieM Takox nepesulye +3 SD Bifg HOPManbHOro 3Ha4YeHHs, Lie BKa3ye Ha
MOXINMBY HasiBHICTb LA. OTpuMaHHs Yacy 3ropTaHHs y cymilleBomy TecTi B Mmexax +3 SD Big
HOPManbHOro 3Ha4eHHs CBIAYUTL NPO MOXNMBUIA AediumnT cakTopis I, V abo X.

HaykoBwii nigkomiTeT i3 cTaHgapTu3aLii TecTiB Ha LA MixHapogHoi Cninku npo6nem Tpom60o3y i
reMocTasy pekoMeHAye AiarHoCTyBaTu aHTUKOaryrnsiHT BOBYAKY y BUMA/KY, KOMIM MOKa3HWK Yacy
po3BefeHoi oTpyTu raatoku Paccena ans cymiwi 3paska i HopManbHoOi Nnasmu nepesullye +3
SD Bif cepepHboro HopmansHoro (6e3 LA) nokasHvka Yacy po3seaeHoi oTpyTu ragtoku Paccena.
BukopuctanHs Habopy Erba LA2 Confirm possonse audeperuiioBat HassHiCTb LA Ta
nediunTy okpemmnx hakTopis 3ropTaHHs KpoBi abo iHLWKMX iHriGiTopiB.

QUALITY SYSTEM CERTIFIED
I1SO 13485
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HOPMAIbHI BENUYUHU

HopmarnbHi BENUYMHU MOXYTb KONMBATUCS Y 3aNeXHOCTi Bif peareHTiB i METOAIB BU3HAYEHHS.
3 ornagy Ha ue, koxHa nabopaTtopisi CaMOCTiIHO BCTAHOBIIOE | MPOBOAUTL YTOYHEHHS BIIACHUX
[ianasoHiB HOpMarnbHKX 3HaYeHb.

HopmanbHuii gianasoH (cepegHe 3Ha4eHHs + 3 SD) Ans TecTy 3 BUKOPUCTaHHAM peareHTy Erba
LA1 Screen ctaHoButb 33,7 + 8,1 ¢ (AianasoH 25,6-41,8 c).

KOHTPOJb AKOCTI

KoxHa naBopaTopisi BCTaHOBMIOE BracHi mpouesypu KOHTPOM skocTi. 3aans 3abeaneyeHHs
SIKOCTi | edheKTUBHOCTI poGOTW Nepen KOXKHOK Cepietd aHanisie crif npoaHaniaysati HopMarbHi
Ta NaTonoriyHi KOHTPONbHI MaTepiany. FAKLWO KOHTPOSi He nokasanu ovikyBaHWX pesynbratis, TO
pesynbsTaTi, OTPUMaHi AN 3paskiB NaLeHTIB, NOBUHHI BU3HABaTUCS HELOCTOBIPHUMM (HEAICHMK).
[INs KOHTPOMIO AKOCTi PEKOMEHA0BaHUM € BUKOPUCTaHHSA KOHTPOnbHUX MaTepianis Erba Cont-
rol N (kat. Homep EHL00014) i Erba LA Control High, (kaT. Homep EHL00039).

OBMEXEHHA 3ACTOCYBAHHA

Hediunt dcakTopiB 3roptaHHs kposi I, V abo X Moxe npusBecT A0 OTPUMaHHS
XWMBHONATONOrYHUX pe3ynbTaTiB Ans YACTOI nnasmu. Bulleonncanuin cymilleBuii TeCT (CyMmiLu
i3 HOpMarnbHUM KOHTpOMeM Yy criBBiAHOLIEHHI 1:1) Kopurye Taki pesynsrtatu. XuGHonaTonoriyHi
pesyneTaTv TakoX MOXyYTb ByTW OTpUMaHi Ans YMCTOI NNasMu NauieHTiB i3 BMICTOM renapuHy
y kposi noHag 1 Op/mn), y BUNaaKy NepopanbHOro BXWBAHHA aHTUKOArynsHTiB, a Takox Y
naujieHTiB i3 AWCEMIHOBAHUM BHTYPILIHbOCYANHHUM 3ropTaHHAM kpoBi (AB3-cuHgpomom).
PesynbraTi Takmx 3paskis MOXYTb HE KOPUryBaTUCS CyMiLLIEBUMM TECTaMMU.

HasiBHicTb TpomBouwnTapHux hocdoniniais Moxe CNOTBOPUTU pe3ynbTaTi aHanisy, Tomy cnig
npuainaTM ocobnuey yBary BUAANeHHIO 3anuLIKOBUX TPOMGOUMTIB LWnsxoMm dinstpauii abo
[0AAaTKOBOrO LEEHTPUYryBaHHS nif Yyac npoboniaroToBky.

DAKTOPU BNNIUBY
PakTopiB CyTTEBOrO BNMNBY HE CNoCTepiranocs.

NAPAMETPU PEATEHTIB
BHyTpilHbOCEpiliHa | MiXCepiliHa BiATBOPIOBAHICTbL O4iKytoTbCst B Mexax CKB no 5%.
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