Erba Control SP

« Vysoce patologicka » kontrolni plazma

Obsah baleni
10 x 1 ml

Kat. ¢. Nazev baleni
EHL00048 Erba Control SP

€
POUZITI

Kontrolni plazma Erba Control SP muZe byt pouZita ke kontrole nasledujicich
testl:

* Protrombinovy ¢as (PT)

« Aktivovany parcialni protrombinovy ¢as (APTT)

» Fibrinogen

« Anti-trombin (AT III)

SLOZENI CINIDEL
Erba Control SP je lyofilizovana lidska plazma, pfipravena ze smési lidské plazmy.

UPOZORNENI A BEZPECNOSTNi CHARAKTERISTIKY

* Pouze pro in vitro diagnostiku. S témito ¢inidly mohou pracovat pouze atesto-
vani laboratorni pracovnici.

« Zabrarite poziti.

« Pokud pracujete se soupravou, pouzivejte ochranné rukavice.

» Abyste zabranili kontaminaci, pouzivejte €isté nebo jednorazové laboratorni
vybaveni.

+ Pfipadné zbytky ¢inidel je nutno likvidovat podle vlastnich internich predpisu
v souladu se Zakonem o odpadech.

VAROVANI - BIOLOGICKE RIZIKO

Néktera Cinidla, které jsou soucasti této soupravy, obsahuji latky lidského a/
nebo Zivocisného plvodu. VZdy, kdyz je k pfipravé téchto Cinidel vyZadovana
lidské plazma, je testovéana na pfitomnost protilatek proti HIV 1, HIV 2 a HCV
a na HBsAg a tyto vysledky jsou negativni. Nicméné Zadna testovaci metoda
neposkytuje absolutni jistotu, Ze infek¢ni agens nejsou pfitomna. Proto musi byt
vsichni pracovnici pfi praci s timto biologickym materialem mimoradné opatrni
a pracovat zcela ve shodé s platnymi bezpecnostnimi opatrfenimi jako by se jed-
nalo o infek¢ni material.

PRIPRAVA PRACOVNICH ROZTOKU

K obsahu kazdé lahvicky pridejte pfesné 1 ml destilované vody. Opatrné promi-
chejte. Nechejte stat 20 minut, aby doslo k dokonalému rozpusténi. Pfed pouzitim
dobre promichejte.

Zabrarite kontaminaci kontrolni plazmy.

SKLADOVANI A STABILITA PRACOVNiICH ROZTOKU

Neoteviena cinidla, skladovana pfi 2-8°C, jsou stabilni do data exspirace uvede-
ného na Stitku.

Po rekonstituci je kontrolni plazma stabilni:

* 8 hodin pfi 2-8°C.

Pokud neni kontrola pouzivana, musi byt lahvicka uzaviena.
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POSTUP MERENI
S kontrolni plazmou by se mélo zachazet stejnym zpusobem jako s pacientskymi
vzorky v souladu s pokyny uvedenymi v postupu méfeni konkrétniho testu.

INTERPRETACE VYSLEDKU

Hodnoty kontrolni plazmy se mohou liSit podle $arze. Aktualni hodnoty pro danou
Sarzi jsou uvedeny v atestu, ktery je soucasti navodu. DoporuCuje se, aby si kaz-
da laboratof stanovila vlastni stfedni hodnotu a akceptovatelné rozmezi hodnot
a pravidelné znovu vyhodnocovala stfedni hodnotu.

KONTROLA KVALITY

Pokud je kontrola pouzivana podle doporuc€eni, mély by byt naméfené hodnoty
Erba Control SP v rozmezi udaném v atestu. Pokud neni mozné reprodukovat
dané hodnoty kontroly, zkontrolujte vSechny komponenty testovaciho systému,
zda funguji spravné. Pokud je to nutné, opakujte stanoveni.

OMEZENI

Vysledky ziskané prostfednictvim Erba Control SP zavisi na nékolika faktorech
souvisejicich s pouzitym pfistrojem, typem pouzitych reagencii, pouzZitym substra-
tem. Proto mohou vysledky mezi laboratofemi vykazovat rozdily." 23
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Erba Control SP

« Strongly Pathological » Haemostasis Routine Control

Cat. No.:
EHL00048

Pack name:
Erba Control SP

Packaging (Content):

10 x 1 ml
C€
INTENDED USE

The Erba Control SP may be used as a strongly abnormal control for the following
tests:

* Prothrombin Time (PT)

« Activated Partial Thromboplastin Time (APTT)

» Fibrinogen

* Anti-Thrombin (AT III)

COMPOSITION
Erba Control SP: lyophilised human plasma, prepared from adsorbed human
plasma.

WARNINGS AND PRECAUTIONS

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

* Do notingest.

* 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 in-
ternal regulations and in compliance with local and national regulations relating
to the safe handling of waste.

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 preparation of these reagents,
the plasmas are tested for the antibodies to HIV 1. HIV 2 and HCV, and for he-
patitis B surface antigen. and results are found to be negative. However, no test
method can offer complete assurance that infectious agents are absent. Therefo-
re, users of reagents of these types must exercise extreme care in full compliance
with regulatory safety precautions in the manipulation of these biological materials
as if they were infectious.

WORKING REAGENT

Reconstitute each vial of Erba Control SP with exactly 1 ml of distilled water. Swirl
gently. Allow to stand for 20 minutes for complete dissolution. Mix well before use.
Avoid control contamination.

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.

Once reconstituted, the control remains stable:

« 8 hours at 2-8°C.

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

INTERPRETATION OF RESULTS

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 greater control sensitivity
each laboratory should establish its own mean and acceptable range and periodi-
cally re-evaluate the mean.

QUALITY CONTROL

When properly used as recommended, the values of the Erba Control SP should
be found to be within the acceptable ranges, as indicated in the Assay Value
Insert. If the stated control values for the lot being used cannot be reproduced,
check that all the components of the test system are functioning correctly. If ne-
cessary, repeat the tests.

LIMITATIONS

The results obtained with Erba Control SP depend on several factors strongly
associated with instrumentation, types of reagents, deficient substrates and labo-
ratory to laboratory variations." 23
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