Erba H7100 Fluro Diff
Haematology Analyser Staining Agent

rba’

Erba H7100 Fluro Diff
Barvici roztok pro hematologické analyzatory

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

HEMO00053 Erba H7100 Fluro Diff (22 mL) | 22 mL, Instruction for use, RFID card HEMO00053 Erba H7100 Fluro Diff (22 mL) | 22 ml, navod k pouziti, RFID karta

HEMO00054 Erba H7100 Fluro Diff (42 mL) | 42 mL, Instruction for use, RFID card HEMO00054 Erba H7100 Fluro Diff (42 mL) | 42 ml, ndvod k pouziti, RFID karta
ED |3 € C€
INTENDED USE UCEL POUZITI

Erba H7100 Fluro Diff is an in vitro diagnostic reagent used to stain blood cells to observe their
morphology and structure for 5-part differential count of white blood cells on automated haema-
tology 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 is used in conjunction with Erba H7100 Lyse2 to perform white blood cells
differential count by lysing red blood cells, changing the morphology of white blood cells
and staining nucleic acids.

DESCRIPTION AND COMPOSITION
Nucleic acid fluorescent dye; Isopropyl alcohol; Ethylene glycol.

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 Lyse2, Cat. No. HEM00048, HEM00049, HEM00050, HEM00067
Erba H7100 Fluro Ret, Cat. No. HEM00051, HEM00052, HEM00068

SPECIFICATION

The product is a clear liquid without sediment, particles or floccules. Background result:
WBC < 0.1x10%L, RBC < 0.02%10"?/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 90 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
UFI: QAQQ-6G16-Q35E-DE75

Warning
Reagent contains: ethylene glycol
Hazard statements:
H302 Harmful if swallowed.
Precaution statements:
P264 Wash hands and exposed parts of the body thoroughly after handling.
P270 Do not eat, drink or smoke when using this product.
P301+P312 IF SWALLOWED: Call a doctor if you feel unwell.

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 Fluro Diff je in vitro diagnostické ¢inidlo pouzivané k barveni krevnich bunék za
ucelem pozorovani jejich morfologie a struktury pro 5Spopulaéni diferenciaci bilych krvinek na
hematologickych analyzatorech H7100. Cinidlo je uréeno ke zjistovani hematologickych charak-
teristik vzorku pacientt, k monitorovani a diagnostice patologickych stavii. Pouze pro odborné
pouziti v klinické laboratofi.

PRINCIP

Produkt se pouziva ve spojeni s Erba H7100 Lyse2 k provedeni diferencialniho stanoveni
bilych krvinek lyzovanim ¢ervenych krvinek, zménou morfologie bilych krvinek a barvenim
nukleovych kyselin.

SLOZENI

Fluorescenéni barvivo nukleovych kyselin; izopropylalkohol; ethan-1,2-diol.

PRIPRAVA

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

Pred pouzitim nechte ¢inidlo pii pokojové teploté po dobu alespori 24 hodin.

Informace o pfipojeni reagencii k analyzatoru naleznete v uZivatelském manualu pro analyzator
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 Lyse2, Kat. ¢. HEM00048, HEM00049, HEM00050, HEM00067
Erba H7100 Fluro Ret, Kat. &. HEM00051, HEM00052, HEM00068

SPECIFIKACE

Produkt je ¢ird kapalina bez sedimentu, ¢astic nebo viocek. Vysledek pozadi: WBC < 0,1x 1071,
RBC <0,02x 10?1, HGB < 1 g/l, PLT < 5x10%1, HCT < 0,5 %.

STABILITA A SKLADOVANiI

Pfi teploté skladovani (+2 az +30) °C je vyrobek stabilni do data expirace uvedeného na obalu.
Po otevieni spotfebujte do 90 dnu.

VAROVANI A POKYNY PRO BEZPECNE ZACHAZENI

Urceno pro in vitro diagnostické pouZziti opravnénou a odborné zplsobilou osobou.
Jakakoliv zavazna nezadouci pfihoda, ke které doSlo v souvislosti s timto prostfedkem,
musi byt nahla$ena vyrobci a statni autorité.

UFIl: QAQQ-6G16-Q35E-DE75

Varovani
Cinidlo obsahuje: ethan-1,2-diol
Standardni véta o nebezpecnosti:
H302 Zdravi $kodlivy pfi poZiti.
Pokyny pro bezpecné zachazeni:
P264 Po manipulaci diikladné omyjte ruce a zasazené ¢asti téla.
P270 P¥i pouzivani tohoto vyrobku nejezte, nepijte ani nekurte.
P301+P312 PRI POZITI: Necitite-li se dobre, volejte Iékare.

NAKLADANI S ODPADY
Likvidace odpadnich materiali 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

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