Erba H7100 Lyse2

Haematology Analyser Lyse

rba’

Erba H7100 Lyse2

Lyzaéni roztok pro hematologické analyzatory

Cat. No. Pack Name Packaging (Content) Kat. €. Nazev Baleni

HEMO00048 Erba H7100 Lyse2 (1000 mL) | 1 L, Instruction for use, RFID card HEMO00048 Erba H7100 Lyse2 (1000 mL) | 11, navod k pouziti, RFID karta

HEM00049 Erba H7100 Lyse2 (2000 mL) | 2 L, Instruction for use, RFID card HEMO00049 Erba H7100 Lyse2 (2000 mL) | 21, ndvod k pouziti, RFID karta

HEMO00050 Erba H7100 Lyse2 (4000 mL) | 4 L, Instruction for use, RFID card HEMO00050 Erba H7100 Lyse2 (4000 mL) | 41, navod k pouziti, RFID karta

HEMO00067 Erba H7100 Lyse2 (500 mL) 500 mL, Instruction for use, RFID card HEMO00067 Erba H7100 Lyse2 (500 mL) 500 ml, navod k pouziti, RFID karta
ED C€ &3 Cé€
INTENDED USE UCEL POUZITI

Erba H7100 Lyse2 is an in vitro diagnostic reagent used for quantitative 5-part differentiation of
white blood cells on automated haematology analysers H7100. It is designed to report on the
haematological status of patient samples, supporting the monitoring and diagnosis of pathological
conditions. For professional use in clinical laboratory only.

PRINCIPLE

The product facilitates nucleic acid staining of nucleated cells with Erba H7100 Fluro Diff
staining agent by lysing red blood cells and processing white blood cells to a certain extent,
thus facilitating the differential count of white blood cells.

DESCRIPTION AND COMPOSITION
Surfactant; Buffering Agent; Antibacterial agent.

PREPARATION

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

Before using, leave the reagent at room temperature for at least 24 hours.

For reagent connection to the analyser, refer to the H7100 User manual.

MATERIAL REQUIRED BUT IS NOT PROVIDED WITH THE DEVICE
Haematology analyser H7100, Cat. No. INS00087
Reagents: Erba H7100 Dil, Cat. No. HEM00044
Erba H7100 Dil Ret, Cat. No. HEM00045, HEM00065
Erba H7100 Lyse1, Cat. No. HEM00046, HEM00047, HEM00066
Erba H7100 Fluro Ret, Cat. No. HEM00051, HEM00052, HEM00068
Erba H7100 Fluro Diff, Cat. No. HEM00053, HEM00054

SPECIFICATION

The product is a clear liquid without sediment, particles or floccules. Background result:
WBC < 0.1x10%L, RBC < 0.02x10'?/L, HGB < 1 g/L, PLT < 5x10%L, HCT < 0.5 %.
STABILITY AND STORAGE

The product is stable till the expiry date mentioned on the label when stored at (+2 to +30) °C.
Discard opened container after 60 days.

WARNING AND PRECAUTIONS

For in vitro diagnostic use. To be handled by entitled and professionally educated person.
Any serious incident that has occurred in relation to the device shall be reported to the
manufacturer and the competent authority of the Member State in which the user and / or
the patient is established.

Hazards identification in accordance with Regulation (EC) No 1272/2008
Hazard statement:

H412 Harmful to aquatic life with long lasting effects.

Precautionary statement:

P273 Avoid release to the environment.

WASTE MANAGEMENT
Please refer to local legal requirements.

USED SYMBOLS / POUZITE SYMBOLY

Catalogue Number LOT Lot Number
Katalogové ¢islo Cislo sarze
In vitro diagnostic

medical device Manufacturer
Diagnosticky zdravotnicky Vyrobce

prostfedek in vitro

Erba H7100 Lyse2 je in vitro diagnostické ¢inidlo pouzivané ke kvantitativni 5populacni diferenci-
aci bilych krvinek na hematologickych analyzatorech H7100. Cinidlo je urgeno ke zjistovani he-
matologickych charakteristik vzorkd pacientli, k monitorovani a diagnostice patologickych stavd.
Pouze pro odborné pouziti v klinické laboratofi.

PRINCIP

Produkt usnadriuje barveni nukleovych kyselin jadernych bunék barvicim &inidlem Erba
H7100 Fluro Diff tim, Ze lyzuje Cervené krvinky a do urcité miry upravuje bilé krvinky, ¢&imz
usnadriuje stanoveni diferencialniho poc¢tu bilych krvinek.

SLOZENI

Povrchové aktivni latka; pufrovaci inidlo; antibakterialni latky.

PRIPRAVA

Cinidlo je pfipraveno k pouziti a Ize jej aplikovat pfimo z nadoby; neni nutna zadna specialni
pfiprava. Zabrarite kontaminaci roztoku.

Pred pouzitim nechte €inidlo pfi pokojové teploté po dobu alespori 24 hodin.

Informace o pfipojeni reagencii k analyzatoru naleznete v uzivatelském manualu pro ana-
lyzator H7100.

POTREBNY MATERIAL, KTERY NENi SOUCASTI BALENi
Hematologicky analyzator H7100, Kat. €. INS00087
Cinidla: Erba H7100 Dil, Kat. &. HEM00044
Erba H7100 Dil Ret, Kat. &. HEM00045, HEM00065
Erba H7100 Lyse1, Kat. ¢. HEM00046, HEM00047, HEM00066
Erba H7100 Fluro Ret, Kat. ¢. HEM00051, HEM00052, HEM00068
Erba H7100 Fluro Diff, Kat. &. HEM00053, HEM00054

SPECIFIKACE

Produkt je ¢ira kapalina bez sedimentu, ¢astic nebo viocek. Vysledek pozadi: WBC <0,1x 10/,
RBC <0,02x 10?1, HGB < 1 g/l, PLT < 5x10%1, HCT < 0,5 %.

STABILITA A SKLADOVANI

Pri teploté skladovani (+2 az +30) °C je vyrobek stabilni do data expirace uvedeného na obalu.
Po otevieni spotfebujte do 60 dnu.

VAROVANI A POKYNY PRO BEZPECNE ZACHAZENI

Ur€eno pro in vitro diagnostické pouziti opravnénou a odborné zpusobilou osobou.
Jakakoliv zavazna nezadouci piihoda, ke které doslo v souvislosti s timto prostfedkem,
musi byt nahldSena vyrobci a statni autorité.

Identifikace nebezpecnosti v souladu s Narizenim (EC) €. 1272/2008
Standardni véta o nebezpecnosti:

H412 Skodlivy pro vodni organismy, s dlouhodobymi tginky.

Pokyny pro bezpec¢né zachazeni:

P273 Zabrarite uvolnéni do Zivotniho prostredi.

NAKLADANI S ODPADY
Likvidace odpadnich materiald musi probihat v souladu s mistnimi predpisy.

Expiry Date
Datum expirace

See Instructions for Use
Ctéte navod k pouziti

Content

Storage Temperature
Obsah

Teplota skladovani

QUALITY SYSTEM CERTIFIED
1SO 13485
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