Erba LA Control High

Control for the determination of Lupus anticoagulants (LA)

Erba LA Control High
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Kontrola pro stanoveni lupus antikoagulant (LA)

Cat. No.: Pack name: Packaging (Content): Kat. ¢.: Nazev baleni: Obsah baleni:

EHL00039 Erba LA Control High 6x1ml EHL00039 Erba LA Control High 6x1ml
ED C€ &3 C€
INTENDED USE PROCEDURE POUZITI POSTUP MERENI

Erba LA Control High is prepared with plasma from human donors
positive for Lupus anticoagulants. The plasma gives results typical of
a Lupus Anticoagulant patient in LA1 Screen, LA2 Confirm and APTT-
-based tests.

COMPOSITION
Erba LA Control High: lyophilised, citrated human plasma

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 con-
taminations.

« The eventual rest of reagents should be disposed of in accordance
with the internal regulations and in compliance with local and

C@D

WARNING - POTENTIAL BIOHAZARDOUS MATERIAL

Some reagents provided in these kits contain materials of human and/
or animal origin. Whenever human plasma is required for the prepa-
ration of these reagents, the plasmas are tested for the antibodies to
HIV-1, HIV-2 and HCV, and for hepatitis B surface antigen. and results
are found to be negative. However, no test method can offer complete
assurance that infectious agents are absent. Therefore, users of re-
agents of these types must exercise extreme care in full compliance
with regulatory safety precautions in the manipulation of these biologi-
cal materials as if they were infectious.

WORKING REAGENT

Reconstitute each vial of Erba LA Control High with exactly 1 ml of di-
stilled/deionised water. Swirl gently and allow to stand for 15 minutes.
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 of plasma should be kept on ice and are stable for:
* 4 hours at 2-8 °C.

Keep covered.
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Each control should be treated in the same manner as the patients’
sample in accordance with the instructions outlined in each particular
assay procedure.

EXPECTED VALUES

The control values for each of the parameters may vary from one lot to
another. Refer to the Assay Value insert provided in the box. For grea-
ter control sensitivity each laboratory should establish its own mean
and acceptable range and periodically re-evaluate the mean.

QUALITY CONTROL

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

LIMITATIONS

The results obtained with Erba LA Control High depends on several
factors strongly associated with instrumentation, types of reagents,
and laboratory to laboratory variations." 23 Each laboratory should es-
tablish an expected range for the particular instrument-reagent system
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Kontrola Erba LA Control High je pfipravena z plazmy darct pozitiv-
nich na lupus antikoagulans. Plazma poskytuje vysledky typické pro
pacienty s lupus antikoagulant.

SLOZENI CINIDEL
Erba LA Control High je pfipravena z citratové lidské plazmy a je do-
davana jako lyofilizat.

UPOZORNENI A BEZPECNOSTNI CHARAKTERISTIKY

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

« Zabrarite poziti.

Pokud pracujete se soupravou, pouzivejte ochranné rukavice.

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

« PFipadné zbytky cinidel je nutno likvidovat podle vlastnich internich
pfedpist v souladu se Zakonem o odpadech.

VAROVANI - BIOLOGICKE RIZIKO

Néktera cinidla, ktera jsou soucasti této soupravy, obsahuji latky lid-
ského a/nebo Zivocisného puvodu. Vzdy, kdyz je k pripravé téchto ¢i-
nidel vyZadovana lidska plazma, je testovana na pritomnost protilatek
proti HIV-1, HIV-2 a HCV a na HBsAg a tyto vysledky jsou negativni.
Nicméné zadna testovaci metoda neposkytuje absolutni jistotu, Ze in-
fekéni agens nejsou pritomna. Proto musi byt vsichni pracovnici pri
préaci s timto biologickym materidlem mimoradné opatrni a pracovat
zcela ve shodé s platnymi bezpecnostnimi opatfenimi jako by se jed-
nalo o infekéni material.

PRIPRAVA PRACOVNICH ROZTOKU

K obsahu kazdé lahvicky Erba LA Control High pfidejte presné 1 ml
destilované vody. Opatrné promichejte. Nechte stat 15 minut, aby
doslo k dokonalému rozpusténi. Pred pouzitim dobfe promichejte.
Netfepejte.

Zabrarite kontaminaci kontrolni plazmy.

SKLADOVANI A STABILITA PRACOVNCH ROZTOKU
Neoteviené ¢inidlo skladujte pfi teploté 2—-8 °C, stabilni do data exspi-
race uvedeného na $titku.

Po rekonstituci je kontrolni plazma, pokud je udrzovana na ledu, stabilni:
* 4 hodiny pfi 2-8 °C.

See Instruction for Use
Ctéte navod k pouziti

In Vitro Diagnostics
In vitro diagnostikum
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S kontrolni plazmou by se mélo zachazet stejnym zplsobem jako
s pacientskymi vzorky v souladu s pokyny uvedenymi v postupu mé-
feni konkrétniho testu.

INTERPRETACE VYSLEDKU

Hodnoty kontrolni plazmy se mohou lisit podle Sarze. Aktualni hodnoty
pro danou $arzi jsou uvedeny v atestu, ktery je soucasti navodu. Do-
porucuje se, aby si kazda laboratof stanovila vlastni stfedni hodnotu
a akceptovatelné rozmezi hodnot a pravidelné znovu vyhodnocovala
stfedni hodnotu.

KONTROLA KVALITY

Kazda laboratof si musi stanovit vlastni kontrolni program. Kontrolni
vzorky v oblasti normalnich a patologickych hodnot by mély byt testo-
vany pred kazdou sérii pacientskych vzorkud. Pokud vysledky kontrolni
plazmy neodpovidaji o¢ekdvanym hodnotam, vysledky stanoveni pa-
cientskych vzorku by mély byt povazovany za neplatné.

OMEZENI

Vysledky ziskané méfenim kontrolni plazmy Erba LA Control High za-
visi na nékolika faktorech souvisejicich s pouzitym pfistrojem, typem
pouzitych reagencii, pouzitym substratem. Proto mohou vysledky mezi
laboratofemi vykazovat rozdily." 22
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Erba LA Control High
KoHTponb LA

Kat. Homep: Ha3Ba Ha ynakoBuLi: BmicT:
EHL00039 KoHTponb LA 6x1mn
3ACTOCYBAHHA

KoHTponbHuit maTepian KoHTponb LA BUroToBneHun 3 nna3mu Kposi
TNIOANHN i3 MO3UTUBHOK PeakUield Ha aHTUKOarynsHTU BOBYaky i
NpU3HaYeHnii Ans KOHTPOMIO i NiATBEPMKEHHS MO3UTUBHUX peakuin
nig Yac npoBefeHHs TecTiB BoeuakoBuii aHTukoarynsHT LA1 Screen
i LA2 Confirm, a Takox TecTiB, siki I'DYHTYIOTbCS Ha BU3Ha4YeHHI A4TY.

CKNA[Q PEATEHTIB
KoHTponb LA: nioginisoBaHa umMtpatHa nnasma Kposi NoAuHN

3ACTEPEXEHHSA | 3AX0O4U BE3MNEKU

¢ Jlvwe pans in vitro piarHOCTMKM NpPOECiiHO  NiAroTOBNEHUM
nepcoHanom meauyHoi naboparopii.

*  YHUKaTV KOBTaHHS.

+ KopucTtyBaTuCsi 3aXMCHUMM pyKaBU4Kamm Mpu NOBOMKEHHI 3 yciMa
KOMMOHeHTamu Habopy.

+ 3anobiraTu KoHTaMmiHauii, BMKOpMCTOBYBaTW nulie 4ucTi abo
ofiHopa3oBi NabopaTopHi NPUHANEXHOCTI.

«  3anuLukv peareHTiB MOBUHHI yTUNI3yBaTUCS Y BiANOBIAHOCTI A0 AiH04MX
nokarnbHMx abo HaljioHanbHKX NpaBuWI Ans AaHUX BUAIB MaTepianis.

YBAIA! MOTEHLIAHO BIOSIONYHO HEBE3MEYHUA MATEPIAJT

PeaceHmu Habopy micmamb Mamepianu modcbko2o ma  (abo)
meapuHHO20  MOXO0XeHHs.  BukopucmaHa Onsi 8U20MOGMeHHs!
peazeHmig nna3ma Kposi o0uHU repesipeHa Ha 8idcymHicmes aHmumin
do sipycie BIf1-1, BI/l-2 ma eenamumy C, a makox M08EPXHEBO20
aHmueeHy zenamumy B. OCKinbKu XOOHUM MemoOOM HEMOX/IUEOo
0BHICMIO BUKITKHUMU MPUCYMHICMB iHGheKUiliHUX a2eHmis, npaurosamu
HeobXioHO i3 cysopum dompumaHHsM 3axodie besreku rid Yac pobomu 3
romeHutiHo iHgbikosaHumu 6iorno2idHUMU Mamepianamu.

MPUTOTYBAHHA PEATEHTIB

BigHoBMTM BMiCcT koxHOro cnakoHy KoHTponb LA 3a pomnomoroto
ToyHo 1 MmN auctunboBaHoi abo AeioHizoBaHoi Boau. O6epexHo
noxuTaTu i 3anuWnMTK Ha 15 XBUNUH. Mepen BUKOPUCTAHHSIM peTeribHO
nepewmiwartun. He ctpylysaTu.

3BEPIFAHHA | CTABUTIBHICTb

HesiakpuTi peareHTt € cTabinbHUMM A0 BAYEPMaHHS BKa3aHOro Ha ynakoBLi
TepMiHy NpuaaTHOCTi 3a yMoBU 36epiraHHs 3a Temnepatypu 2—8 °C.
BigHOBMEHi KOHTPONbHI MaTepianu NoBKHHI 36epiraTvcs y dnakoHax
Ha nboAay i € cTabinbHUMK YNPOLOBXK:

* 4 roavH 3a Temnepatypu 2-8 °C.

36epiratv y 3akpuTOMy BUMSAL.

BUKOPUCTAHI MO3HAYKU

- KatanoxHui Homep " Homep naprii

10020392
10020433

MPOLUEAOYPA AHANI3Y
KoHTponkHi MaTepiany HeobxigHO aHani3yBaTy 3a TMMM X npoLeaypamu,
LLO 1 3pasku naLieHTiB, 3riaHo IHCTpyKLUin-BKNaaeHb A0 HAabopiB peareHTiB.

KOHTPOJIbHI 3HAYEHHA

KOHTpOnbHi 3HaYeHHs i Aiana3oHn Ans KOXHOTO napameTpy MOXyTb
BiPI3HSATUCS ANs Pi3HUX HOMEPIB NapTiit; ANst KOKHOro Habopy BOHM
HaBOASATLCA B OKPEMOMY AOKYMEHTI-BKnafeHHi. [Ans 3abeaneveHHs
GinbLL YYTNMBOTO KOHTPOMIO SIKOCTI BUMIpIOBaHb KOXHa nabopatopis
MOBMHHA BCTAHOBWUTW BMACHi KOHTPOSbHI (CepeaHi) 3HaveHHs i
[ONyCTUMI AianasoHn, a TakoX MepioanyHO NMPOBOAUTU YTOUHEHHS i
KOPEKL|it0 KOHTPONbHUX 3HA4EHb.

KOHTPOIJ1b SAKOCTI

KoxxHa nabopaTopisi BCTAHOBMIOE BMACHi NpoLeAypy KOHTPOIIO AKOCTI.
3aansa 3abesnedeHHs SKOCTi i edhekTUBHOCTI poboTW nepen KOXHOK
cepieto aHanisis cnig npoaHanisyBatM HopmarnbHi Ta NaTonorivHi
KOHTPOMbHI MaTepianu. FKWO KOHTPOMi He nokasanu OudikyBaHWX
pe3yneTartis, TO peaynsraTi, OTpUMaHi Ans 3paskiB nauieHTiB, NOBUHHI
BU3HABATUCS HEAOCTOBIPHUMM (HEAINCHUMM).

OBMEXEHHS 3ACTOCYBAHHA

PesynbraTtu aHanisie KoHTponbHoro matepiany KoHtponb LA 3anexatb
Bif, HU3KN haKTopIB, cepe AKUX BU3HAYATIbHUMM € IHCTPYMEHTanNbHUI
(obrnagHaHHs, Lo 3acTOCOBYBarocs) i peareHTHUN (TUNU peareHTiB
i mediunTHi cybeTpaTu), TOMy B-LiNOMYy MOXYTb BiApi3HATUCS Bif
OTpUMaHMX B pi3HUX nabopatopiax. % 3 TakuM YMHOM, OuiKyBaHWi
fianasoH OTPUMaHUX 3HaveHb CaMOCTINHO BCTAHOBIIOETLCS KOXHOK
naGoparopieto, IPYHTYHOUMCb Ha MeToAax i MeToauKax BU3HAYEHHs
(Habopax peareHTiB), siki 3acTocoBye naboparopisi.
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