50003765

Hematology reagents

rba’

€rba Lyse-5P

Lysing reagent for automated analyzers
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Name
Erba Lyse-5P

Package volume
5L

For in vitro diagnostic use only.

INTENDED USE

Erba Lyse-5P lyzing reagent is a stabilized and micro-filtered
blood lysing agent for stromatolysis of erythtrocytes (RBC),
for quantitative determination of leukocytes (WBC), leuko-
cyte 5-part differentiation (LYM, MON, NEU, EOS, BAS) and
hemoglobin (HGB) concentration measurement of human
blood on hematology analyzer.

Erba Lyse-5P lysing reagent should be used only with Erba
Lachema reagents. Erroneous results may be obtained if the
reagent is applied with third party reagents.

Please refer to the instrument’s User Manual for further in-
formation.

INGREDIENTS

Surfactants <3.6%
Buffers <1.0%
Preservative <0.4 %
Stabilizers <0.4 %

in ion-free water

HANDLING PRECAUTIONS

- Erba Lyse-5P lysing reagent is environmental friendly, cya-
nide-free and azide-free reagent; does not contain harmful
ingredients.

- Avoid contact with eyes, skin and clothing.

- In case of eye or skin contact flush eyes with copious
amounts of water for several minutes or wash skin area
with water.

- Keep the reagent container closed when not in use.

- Wear laboratory gloves when handling the reagent.

- All body fluid samples should be considered potentially
infectious materials. Treat all blood and other potential-
ly infectious materials with appropriate precautions. Use
gloves, masks and gowns if blood exposure is anticipated.

- Use Good Laboratory Practices (GLP) when handling the
reagents.

SPECIMEN COLLECTION AND PREPARATION

Erba Lyse-5P lysing reagent is intended for use with blood
specimens collected by vein puncture in EDTA anticoagulant.
Specimens for hematological analysis may be stored for up
to 8 hours at (+15 to +30) °C or up to 24 hours after collection
when refrigerated (+2 to +8) °C.

REAGENT PREPARATION

- This reagent is ready for use and can be applied straight from
the container; no special reagent preparation is necessary.

- Leave the reagent at room temperature for at least 12 hours.
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REAGENT REPLACEMENT

- Person installing the reagent must be a trained laboratory
professional.

- Remove the inlet cap from the reagent container to be re-
placed. Connect the reagent inlet to the new reagent con-
tainer.

- Be sure that the colour on each tube, reagent container
label and connector in the back of the instrument match.

- Avoid any dust or microbial contamination of the tubing and
reagents. Do not pour and mix the remains of a reagent
from a container into other one.

- Prime thoroughly the new reagent and measure backgrounds
according to the instrument’'s User Manual.

- When installing a new lot of reagent, recalibrate the instru-
ment as specified in your User Manual.

REAGENT STORAGE, STABILITY AND DISPOSAL

- Store Erba Lyse-5P lysing reagent between +15 and +30 °C.

- The shelf life of the Erba Lyse-5P lysing reagent is
24 months from date of manufacture, if stored at the pre-
scribed temperature range.

- Do not use reagent beyond the expiration date printed on
the container label.

- Discard opened container after 120 days.

- Do not use reagent once frozen.

- Dispose of waste product, unused product and contaminat-
ed packaging in compliance with local regulations.

[:[i:] See Instruction for Use Lot Number
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Reagencie pro hematologické analyzatory
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€rba Lyse-5P

Lyzaéni roztok pro automatické analyzatory

Nazev Katalogové cislo Baleni

Erba Lyse-5P HEMO00006 5 litrG

Pouze pro in vitro pouziti.

DOPORUCENE POUZITI

Erba Lyse-5P je stabilizované a filtrované (pfes mikro filtr)
lyzacéni €inidlo pouzivané pro lyzu erytrocytd (RBC), pfi kvan-
titativnim stanoveni leukocytll (WBC), péti-populacniho dife-
rencialu leukocytt (LYM, MON, NEU, EOS, BASO) a koncen-
trace hemoglobinu (HGB) v lidské krvi na hematologickych
analyzatorech.

Erba Lyse-5P by mél byt pouzivan pouze s dalSimi reagen-
ciemi vyrabénymi spole€nosti Erba Lachema. PFi pouZiti re-
agencii jiného vyrobce mohou byt ziskany chybné vysledky.

Podrobnéjsi informace naleznete v UzZivatelském manualu.

SLOZENI
tenzidy <3,6 %
pufry <1,0%

konzervaéni prostfedky < 0,4 %
stabilizatory <04 %
voda neobsahujici ionty

BEZPECNOSTNi POKYNY PRO ZACHAZENI

- Erba Lyse-5P je reagencie Setrnd k Zivotnimu prostredi,
neobsahuje kyanidy ani azidy; neobsahuje zadné Skodlivé
ingredience.

- Zabrarnite kontaktu s o¢ima, pokozkou, oble€enim.

- V pfipadé kontaktu s o€ima nebo pokoZkou vyplachujte o€i
velkym mnozstvim vody po dobu nékolika minut, pokoZku
oplachnéte vodou.

- Pokud reagencii nepouzivate, kontejner s reagencii musi
byt uzavieny.

- P¥i praci s reagencii pouzivejte ochranné rukavice.

- VSechny vzorky télnich tekutin je nutné povaZovat za po-
tencionalné infek&ni material. Pfi praci s krvi a ostatnimi
infekEnimi materialy dodrZujte odpovidajici bezpe€nostni
opatfeni. Pokud hrozi nebezpedi kontaktu s krvi, pouZivejte
ochranné rukavice, masku a pracovni plast.

- P¥i praci s reagenciemi dodrzujte spravnou laboratorni pra-
xi (SLP).

ODBER A PRIPRAVA VZORKU

Reagencie Erba Lyse-5P je uréena pro pouziti se vzorky krve
ziskanymi odbérem ze Zily s EDTA jako koagulaénim &ini-
dlem. Vzorky pro analyzu mohou byt skladovany max. 8 ho-
din pfi 15-30 °C nebo max. do 24 hodin po odbéru, pokud
jsou skladovany v chladni¢ce (2-8 °C).
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PRIPRAVA REAGENCIE

- Reagencie je pfipravena k pouziti a mize byt pouzita pfimo
z originalniho baleni, ve kterém byla dodana, zadna zvlast-
ni pfiprava reagencie neni pozadovana.

- Pfed pouzitim nechejte reagencii stat po dobu nejméné
12 hodin pfi pokojové teploté.

VYMENA REAGENCIE

- Osoba pracujici s reagencii musi byt proSkolenym labora-
tornim pracovnikem.

- Odstrarite vi¢ko z baleni, které ma byt pouzito pro instala-
ci. Pfipojte vstup Cinidla na analyzatoru k novému baleni
reagencie.

- Ujistéte se, Ze souhlasi barevné znaceni na hadickach, stit-
ku reagencie a konektoru na zadni strané analyzatoru.

- Zabrante kontaminaci prachem nebo mikrobialni kontami-
naci hadiCek a Cinidel. Neprelévejte a nemichejte zbytky
reagencie s novou reagencii.

- Novou reagencii natahnéte do vSech hadi¢ek a zméfte po-
zadi podle pokynd uvedenych v Uzivatelském manualu.

- Po instalaci nové Sarze reagencie provedte rekalibraci pfi-
stroje podle specifikace v Uzivatelském manualu.

SKLADOVANI REAGENCIE, STABILITA A LIKVIDACE

- Reagencii Erba Lyse-5P skladujte pfi teploté 15-30 °C.

- Zivotnost reagencie Erba Lyse-5P je 24 mésic(i od data vy-
roby, pokud je skladovana pfi pfedepsané teploté.

- Nepouzivejte reagencii po datu exspirace uvedeném na
Stitku.

- Otevreny kontejner zlikvidujte po 120 dnech.

- Nepouzivejte reagencii, ktera jednou zmrzla.

- Odpady, nepouzitou reagencii a kontaminované odpady zli-
kvidujte v souladu s platnymi pfedpisy.

Cislo sarze
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