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Cat. No. Product Name Packaging (Content)

Kat. ¢. Nazev Baleni

EHL00042 Erba Clean | 6 x 50 mL, instruction for use

EHL00042 Erba Clean | 6 x 50 ml, navod k pouziti

Y e C€

Erba Clean | is the washing solution for hydraulic system of automatic coagulation analyser
ECL 760 intended for in vitro diagnostics. For professional use in clinical laboratory only.
PRINCIPLE

Erba Clean | is an alkaline solution that effectively cleans and stabilizes flow parts of the
analyser. Provides clean environment and defends contamination of samples.
DESCRIPTION AND COMPOSITION

Active Ingredients: Sodium Hypochlorite 1 %

PREPARATION

Ready to use. Avoid contamination.

MATERIAL REQUIRED BUT IS NOT PROVIDED WITH THE DEVICE
Coagulation Analyser ECL 760, Cat. No. INS00070

STABILITY AND STORAGE

Store the solution in a dark place at 2-8 °C (do not freeze).

Before use, keep the solution at room temperature for at least 2 hours. The solution is stable till
the expiry date mentioned on the label.

The solution is stable for 1 month after opening the bottle.

Keep the bottle tightly closed and store the solution in the original bottle.

ASSAY PROCEDURE

The Erba Clean | should be used in accordance with the instructions in user manual of full
automated analyser ECL 760.

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: TU4AW-5JGP-1E72-0XK4

Warning
Contains: Sodium hypochlorite
Hazard statement:
H315 Causes skin irritation.
H319 Causes serious eye irritation.
H412 Harmful to aquatic life with long lasting effects.
Precautionary statement:
P273 Avoid release to the environment.
P280 Wear protective gloves / protective clothing / eye protection.
P302 + P352 IF ON SKIN: Wash with plenty of water.
P305 + P351 + P338 IF IN EYES: Rinse cautiously with water for several minutes. Remove
contact lenses, if present and easy to do. Continue rinsing.

WASTE MANAGEMENT
Please refer to local legal requirements.

USED SYMBOLS / POUZITE SYMBOLY

Catalogue Number
Katalogové cislo

Lot Number
Cislo Sarze

LOT

In vitro diagnostic

D €
UCEL POUZITI

Erba Clean | je myci roztok pro hydraulicky systém automatického koagulaéniho analyzatoru
ECL 760 uréeného pro in vitro diagnostiku. Pouze pro odborné pouZiti v klinické laboratofi.
PRINCIP

Erba Clean | je zasadity roztok, ktery efektivné Cisti a stabilizuje prutokové casti pristroje.
Poskytuje Cisté prostfedi a zabrariuje kontaminaci vzorku.

SLOZENI

Aktivni slozka: Chlornan sodny 1 %

PRiIPRAVA
Roztok je pfipraveny k pouziti. Zabrarite kontaminaci.

POTREBNY MATERIAL, KTERY NENi SOUCASTI BALENI
Koagulac¢ni analyzator Erba ECL 760, Kat. €. INS00070

STABILITA A SKLADOVANI

Roztok se uchovava pfi teploté 2-8 °C na tmavém misté (nezamrazovat).

Pred pouzitim vytemperujte roztok na laboratorni teplotu po dobu nejméné 2 hodiny.
Roztok je stabilni do data uvedeném na Stitku.

Po otevreni je staly po dobu 1 mésice.

Roztok uchovavejte v dobie uzavieném puvodnim obalu.

POSTUP MERENI

Podrobné pokyny k pouziti rozoku naleznete v uzivatelském manualu plné automatického
analyzatoru ECL 760.

VAROVANI A POKYNY PRO BEZPECNE ZACHAZENI

Urceno pro in vitro diagnostické pouziti opravnénou a odborné zplsobilou osobou.
Jakékoliv zavazna nezadouci pfihoda, ke které doSlo v souvislosti s timto prostfedkem,
musi byt nahlaSena vyrobci a statni autorité.

Identifikace nebezpecnosti v souladu s narizenim (ES) €. 1272/2008.
UFI: TU4W-5JGP-1E72-0XK4

Varovani
Obsahuje: Chlornan sodny.
Standardni véta o nebezpecnosti:
H315 Drazdi kizi.
H319 Zpusobuje vazné podrazdéni o¢i.
H412 Skodlivy pro vodni organismy s dlouhodobymi Gginky.
Pokyny pro bezpe¢né zachazeni:
P273 Zabrarite uniku do prostredi.
P280 Pouzivejte ochranné rukavice/ ochranny odév / ochranné bryle.
P302 + P352 PRI STYKU S KUZI: Omyjte velkym mnoZstvim vody.
P305 + P351 + P338 PRI ZASAZENI OCi: Nékolik minut opatrné proplachuijte vodou. Vyjméte
kontaktni ¢ocky, jsou-li nasazeny a pokud je Ize vyjmout snadno. Pokracujte ve vyplachovani.

NAKLADANI S ODPADY
Likvidace odpadnich materiali musi probihat v souladu s mistnimi pfedpisy.

Expiry Date
Datum expirace

See Instructions for Use
Ctéte navod k pouziti

VD medical device Manufacturer Storage Temperature CONT Content
Diagnosticky zdravotnicky Vyrobce Teplota skladovani Obsah
prostfedek in vitro
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Kat. Homep Hasea ®dacyBaHHA
EHL00042 Erba Clean | 6 x 50 Mn
3ACTOCYBAHHA
Erba Clean | - npomuBatounii posunH [Ans rigpaBnivyHoOi CUCTEMU aBTOMAaTUYHOTO

koarynometpa ECL 760 npuaHayeHuwin Ans giarHoctuky in vitro. Tinbku Ansi npodeciinHoro
BMKOPUCTaHHSI B KNiHiYHi naboparopii.

nPUHUMN
Erba Clean | - ue nyxxHuii po3yuH, skuin eheKTUBHO o4mnLLae Ta cTabinisye NnpoToYHi YacTuHM
aHanizaTopa. 3abe3neyye YncTe cepenoByLLe Ta 3axvLLae 3pasku Big 3a6pyaHEHHS.

CKIAL PEAFEHTIB
AKTUBHWIA KOMNOHEHT: HaTpito rinoxnoput 1 %

NMPUroTYBAHHA PEATEHTIB
PeareHT rotoBuin 10 BUKOPUCTaHHS. YHUKaTe 3abpyaHeHHS.

MATEPIAN, SKMUA HE MNOCTAYAETLCA 3 PO3UUHOM
AsTomatnyHmii koarynomeTp ECL 760, kat. Ne INS00070

3BEPIFAHHA | CTABUIBHICTb

36epirat y 3aTeMHeHOMy MicLi 3a Temnepatypu Bif 2 go 8 °C (He 3amopoxysaty). Mepen
BUKOPUCTAHHAM [OBECTU [0 KIMHATHOI Temnepatypy YNpOAOBX LUOHANMeEHLLEe 2 TOauH.
HeBigkpTuin peareHT € CcTabinNbHUM [0 BWYEpraHHA BKa3aHOro Ha nakyBaHHi TepMiHy
npuaatHocTi. Micns BioKpUTTS peareHT € cTabinbHUM ynpoaosx 1 Micsus.

TpvmariTe NASLLKY LWiNbHO 3aKpUTOH Ta 30epirainTe PO34nH B OpUriHasbHIlA MISILLLY.

NMPOLIEAYPA 3ACTOCYBAHHA
Erba Clean | cnig BukopucToByBaTH BiANOBIAHO A0 pekoMeHaaLlii, BUKMaaeHux y nociGHMKy
KOpuCTyBaya aBTomMaTnyHoro aHanisatopa ECL 760.

NMONEPEMKEHHA 1 3AX0A4U BE3NEKU

[nsa piarHocTuku in vitro. INs BUKOPUCTAHHSA YNOBHOBaXEHO0 Ta NPOMeCiiHO OCBIYEHO
ocoboto. Mpo Byab-skMA CEpo3HWIA IHUMAEHT, SIKUIA CTaBCs 3 PO3YMHOM, HeoBXiaHO
NOBIAOMUTY BUPOBHMKA | KOMMETEHTHI OpraHu, YNEHOM KX € KOpPUCTYBaY Ta/abo navieHT.

lpeHTudbikauia He6esneku BignosigHo oo PernameHTty (EC) N2 1272/2008
UFI: TU4W-5JGP-1E72-0XK4

MonepemkeHHs
Cknag: Hatpito rinoxnoput

Knacudikauin He6e3nek:

H315 CnpuunHse noapasHeHHs LWKipu.

H319 CnpuuynHsie 3Ha4Hi NoAPa3HEHHS OYen.

H412 TokcnyHe Ans BoOHUX OpraHiamiB i3 LOBroTpMBanMmu Hacniakamu.
3axoau Ge3neku:
P273 YHvkaT noTpansiHHA B HAaBKOMULLHE cepeaoBULLIE.
P280 BukopucTOBYBaTV 3aXWCHI PyKaBUYKY / 3aXVUCHWIA oasr / 3acobu 3axucTy o4en / macku.
P302+P352 MNP MOTPAMITAHHI HA LLKIPY: Mpom1Ti BENUKOIO KiNbKICTIO BOAW.
P305+P351+P338 MNPU NOTPAMMAHHI B OYl: PeTensHo npommBaTh BOAOK YNPOLAOBX
KINbKOX XBWMWH. 3a HasiBHOCTI i MOXIMBOCTI 3HATU KOHTAKTHI NiH3W | NpPOOAOBXWTU
NPOMUBAHHS.

NMOBOAXEHHA 3 BIAXOAAMMU
3BepHiTbCS 40 BUMOT MICLIEBOrO 3aKOHOAABCTBA.

UA YnoBHOBaXXeHWI NpeACTaBHUK B YKpaiHi:
TOB ,,.EPBA AIATHOCTUKC YKPATHA®
01042, Kvis, Byn. IOHHA MABIA I, 6ya. 21, ocic 401
Ten. +38-050-4483456
ukraine@erbamannheim.com

BUKOPUCTAHI MO3HAYKHU

KaranoxHui Homep Homep naprii g TepMiH npuaaTHOCTI

QUALITY SYSTEM CERTIFIED
1SO 13485
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Mepen BMKOPUCTAHHAM yBaXKHO
BUBMITb IHCTPYKLitO
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