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Safety and Limitations

This guide includes the following topics:

e Safety overview (page 12)

e Safety conventions (page 13)

e Limitations (page 15)

®  General system precautions (page 16)
* Biological safety (page 17)

e Precaution labels (page 19)
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Safety overview

Introduction This topic provides a safety overview for the BD Rhapsody™
Express instrument. All users of the BD Rhapsody Express
instrument should read this information.

About this guide This guide provides descriptions of safety and warning labels,
general system hazards, specific risks, and biological hazards.

This guide does not include maintenance procedures or hazard or
risk descriptions for any third-party accessories, hardware options,
or handling equipment that you might attach to or use with your
instrument. See the information provided by the third-party
manufacturer for specific hazard or risk descriptions.

Where to store this Store this guide near the instrument for reference.
guide

Use of the ¢ Operate only as directed in the user guide.
BD Rhapsody N

; Do not perform instrumentation maintenance or service except
Express instrument

as specifically stated. See the system user guide for
maintenance procedures.

Doc ID: 76918 Rev. 4.0
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Safety conventions

Introduction This topic describes the symbols and hazard terms used in this
guide. Although these symbols can appear in color on the
instrument or other labeling, they might be printed in black and
white; their meaning remains unchanged.

Safety symbols The following safety symbols are used in this guide to alert you to
potential hazards.

Symbol | Meaning

Caution. Indicates the need for the user to consult the
instructions for use for important cautionary information
such as warnings and precautions that cannot, for a variety
of reasons, be presented on the device itself.

Biological hazard

Lifting hazard

> B >

Doc ID: 76918 Rev. 4.0
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Other symbols

Doc ID: 76918 Rev. 4.0

Symbol

Meaning

Catalog number

)
[l

"

Consult instructions for use

M

Fragile, handle with care

-

Keep dry

il

This way up




Limitations

Safety and Limitations

Introduction

Proper use

BD Rhapsody
Express instrument
limitations

Doc ID: 76918 Rev. 4.0

This topic describes the limitations for the BD Rhapsody Express
instrument.

This instrument is for Research Use Only. Not for use in diagnostic
or therapeutic procedures.

¢ Do not overfill the collection tubes.
e Do not reuse cartridges.

¢ Do not disassemble the magnets.

15
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General system precautions

Introduction This topic describes general system precautions.

General This table describes general precautions for the BD Rhapsody
precautions with Express instrument.

the BD Rhapsody
Express instrument

Risk General system precautions

must be used as specified by the manufacturer.

2 To prevent hazards, the BD Rhapsody Express instrument

Doc ID: 76918 Rev. 4.0
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Biological safety

Introduction

Biological
precautions
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This topic describes how to avoid exposure to biohazardous
agents.

Caution: Biohazard! Contact with biological specimens
and materials can transmit a potentially fatal infection.
To prevent exposure to biohazardous agents:

e Always use universal precautions when handling biological
specimens or instruments that contact the specimen.

®  Never pipet by mouth.
e Wear suitable protective clothing, eyewear, and gloves.

e Handle all biological specimens and materials as if they are
capable of transmitting infection.

e Handle all biological specimens and materials in accordance
with applicable regulations and manufacturer specifications.

¢ Dispose of waste using proper precautions and in accordance
with local regulations.

e Expose waste container contents to bleach (10% of total
volume) before disposal.

® Prevent waste overflow by emptying the waste container daily.

17
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Information on
laboratory safety

Doc ID: 76918 Rev. 4.0

For information on laboratory safety, see the following guidelines.
CLSI documents can be ordered online at www.clsi.org.

Protection of Laboratory Workers from Occupationally
Acquired Infections; Approved Guideline—Fourth Edition.
Wayne, PA: Clinical and Laboratory Standards Institute, 2014.
CLSI document M29-A4.

Procedures for the Handling and Processing of Blood
Specimens for Common Laboratory Tests; Approved
Guideline—Fourth Edition. Wayne, PA: Clinical and
Laboratory Standards Institute, 2010. CLSI document
GP44-A4.

European Council Directive on the protection of workers from
risks related to exposure to biological agents at work (2000/
54/EC) and its relevant national transpositions.



http://www.clsi.org
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Precaution labels

Introduction The BD Rhapsody Express instrument has no precaution labels.

Doc ID: 76918 Rev. 4.0
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be3onacHOCT u orpaHU4YeHuUs

ToBa PBKOBOACTBO BKIIIOYBA CJICAHUTE TCMU:

e OOw npernen Ha Ge3onacHocTTa (cTpaHuna 22)

*  VYcnoBHM 0003HaueHHs 3a Ge3onacHOCT (cTpaHuia 23)
*  Orpannuenns (cTpanuna 25)

« OO npeamnasHu MepKy 3a cucremara (crpaHuna 26)
*  Buonornuna 6e3onacHocT (cTpanuma 27)

*  Ertukern 3a mpenma3zHu MepKH (cTpaHuma 29)
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Oo6w npernea Ha 6e3onacHoOCTTa

BbBeneHue

OTHOCHO TOBa
pPBKOBOACTBO

Kbpe TpsibBa na
ce cbxpaHsBa
ToBa
PBbKOBOACTBO

Ynotpe6a Ha
MHCTPYMeHTa
BD Rhapsody
Express

Doc ID: 76918 Rev. 4.0

B 1031 paznen e npenocraseH o0 mperies Ha 6€30MacHOCTTa 3a
nHcrpymenta BD Rhapsody™ Express. Bcuuku norpedurenu Ha
nHcrpymenta BD Rhapsody Express TpsiOBa na npoderar Ta3u
nHpopMaIus.

ToBa PBKOBOACTBO IMPEAOCTABA OIMMMCAaHU Ha CTUKCTHUTC 3a 0€30I1aCHOCT
" NIpeaAynpeKACHNA, O6H.II/ITC CHUCTEMHU OITaCHOCTH, CHCI_[I/I(bI/I‘IHI/ITe
PUCKOBE 1 OHOJIOTMYHHUTE OIACHOCTH.

To He BKITIOUBA MIPOIIEIyPH 32 MONAPHKKA HITH OTMCAHHS Ha OTTACHOCTH
1 PUCKOBE, CBBP3aHH C MIPUHAAISKHOCTH OT TPETH JINLIA, XapAyCpHH
OTIIIMH WJTH IIOMOIIIHO 000pyIBaHe, KOETO MOXKE /1a CE MPHUKPEIs KbM
WM U3M0JI3Ba C MHCTPYMEHTA. 3a ONICAHUS Ha CHeNU(DUIHN
OTIaCHOCTH FJTM PHUCKOBE BIDKTE MH(POPMAITHATA, TIPETOCTABEHA OT
CBHOTBETHUS IIPOU3BOAUTEI TPETO JTUIIC.

C’BXpaHHBaﬁTC TOBa PbKOBOJACTBO B Omm30CT J0 UHCTPYMCHTA 3a
CIIpaBKa.

M H3mon3BaiiTe ro caMo B ChOTBETCTBHE C YKaszaHudaTa OT
PBKOBOACTBOTO 3a HOTpe6I/ITGJ'I$[.

e He u3BbpuiBaiiTe momapexKa WA CEPBU3HO 0OCTy)KBaHE HA
WHCTPYMEHTA OCBEH M0 U3PUYHO OMMCAHWA Ha4dWH. BiokTe
PBHKOBOZICTBOTO 32 TIOTPEOUTENS Ha CHCTEMaTa OTHOCHO
MIPOIIETYPHUTE 32 MONAPHKKA.
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YcnoBHU 0003Ha4YeHUA 3a 6e3onacHoOCT

B'bBeAeHMe Ta3u Tema omucBa CUMBOJIUTE K TCPMUHUTC 3a OIMMACHOCT, U3MOJI3BAHN
B HACTOAIIOTO PBKOBOACTBO. B'LHpeKI/I Y€ TC3M CMMBOJIM MOTI'aT Ja ca
HUBCTHU BbPXY UHCTPYMCHTA WJIN APYT'U CTUKECTHU, TC MOT'aT Jia Cca
OTIieyaTaHu qepHo-6em/I, KaTO TEXHUAT CMUCHJ OCTaBa HCIIPOMCHCH.

CumBonu 3a B PBKOBOACTBOTO €€ U3MOJI3BAT CICAHNUTE CUMBOJIN, 3a 1a BU
6e3onacHocT npeaynpexaaBat 3a IOTCHIMAIHA OITaCHOCT.

CumBon 3HavyeHue

Baumanune. O603HauaBa HEOOXOAUMOCTTA MOTPEOUTEIAT Ja
nperiea MHCTPYKIMKTE 3a yIoTpeba, 3a 1a ce 3aro3Hae

C BayKHa IpeAynpeauTenHa vHGopMaIys, KaTo Hanpumep
HpeIyHpexKISHUS U IPeiNa3Hi MepKH, KOUTO He MOrar Jia
ObJ1aT MOKa3aHU BHPXY CAMOTO YCTPOMCTBO 110 pa3IiyHU
HOPUIHHIL.

! Buonornyna onacHocT
! OnacHOCT MpH MOBAUTaHEe

Doc ID: 76918 Rev. 4.0
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Opyru cumsonu
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CumBon

3HauyeHue

Karanoxxen nomep

)
[l

"

Hanpagere cripaBka ¢ HHCTPYKLHHUTE 33 ynoTpeda

M

Uynnmso, paboTeTe BHUMATEITHO

-

Jla ce masu cyxo
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BbBeaeHue Tasu Tema onucea orpannueHusaTa Ha uHcrpymenTa BD Rhapsody
Express.

MpaBunHa WHCTpyMeHTBT € IpefiHa3HavdeH caMo 3a Hay4YHHM n3cieaBanus. Jla He ce

ynoTtpeba M3M0JI3Ba TP AMATHOCTUYHY WIIM TEPAIIEBTHYHN MPOLECAYPH.

OrpaHuyeHusi Ha + He npemnsiBaiite enpyBETKUTE 3a B3EMAHE.

MHCprMeHTa * He nsnomnssaiite TOBTOPHO KaCCTUTC.
BD Rhapsody .
Express ° He pa3l“J'I06$[BaI/IT€ MarHuTHTEC.
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OOwm npeana3sHM MepKU 3a cucrtemara

BbBeneHue Ta3u Tema omnrcBa OOLIUTE IPEANAa3HA MEPKH 32 CHCTEMAaTa.
o6wm Ta3u Tabnuia onucBa o0IIUTE MPEATa3HH MEPKU 33 HHCTPYMEHTA
npeanasHu BD Rhapsody Express.
MepKHu 3a
UHCTPYMEeHTa
BD Rhapsody Puck O6wWM NpeanasHu Mepku 3a cucTemara
Express
3a npeoTBpaTABaHE Ha OMACHOCTH HHCTPYMEHTHT
& BD Rhapsody Express Tpsi6Ba ia ce n3mnosnssa cropen
MNpearnrMcanusaTa Ha IPOU3BOAUTEIIA.
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BuonornyHa 6e3onacHoOCT

BbBegeHue Tasu Tema onmcBa Kak 1a u30erHeTe u3naraHe Ha OUOIOrMYHO ONACHU
areHTu.

MpeanasHu

MepKM npu Buumanue: 6u0J0ru4Ha onacHocT! KOHTAKTET ¢

6UMONOrMYHM OHMOJIOTHYHY IIPOOU U MaTepUaId MOXE Ja Ipeazie

ONacHoOCTU HOTEHIMATHO CMBPTOHOCHA HH(EKIMS.

3a 1a mpeoTBpaTuTe U3jJaraHeTo Ha OMOJIOTUYHO OTIACHH areHTH:

*  Bunaru cnaspaiite oOLIONpUEeTUTE IPENA3HA MEPKH IIpU padoTa ¢
OWOJIOTHYHY NPOOH HJIM HHCTPYMEHTH, BIIN3ALIH B KOHTAKT C
mpobure.

*  Huxora He nunerupaiTe c ycra.

*  Hocere moaxonsmo npeanazHo o0IeKII0, 3aIUTHH OYUiIa U
PBKaBULN.

M PaboteTe ¢ BCHUKHM OHOJIOTUYHH Hp06I/I 1 MaTepuajik Kato C
TAaKKWBa, KOUTO MOIraT Aa NpCHACAT I/IHq)CK]_II/IH.

*  I3mom3BaiiTe BCHYKU OHOIOTHYHH IPOOW M MaTepHajl ChIJIACHO
MIPUIIOKUMHUTE pa3nopendu u cuenrnGuKaiuTe Ha IPOU3BOAUTEIIS.

*  3xBBpansiTe OTHAABLMTE, KATO U3IOI3BATE MOIXOASIIN
MPE/ITa3Hi MEPKU U B ChOTBETCTBUE C MECTHUTE Pa3opeI0u.

*  OOpaboTBaiiTe KoHTeHHepUTE 3a oTaxbIwm ¢ OennHa (10% ot
oOmms 00eM) pean U3XBBPILTHE.

e H30srBaiiTe MPEmbIBAHETO C OTIIAIBITN, KaTO U3Mpa3BaTe
KOHTeHHepa €XeIHEBHO.
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UHdopmauums 3a
nabopatopHa
6e3onacHocT

Doc ID: 76918 Rev. 4.0

3a nHpOpMAIUI OTHOCHO JIabopaTopHaTa OE30MaCHOCT HaIpaBeTe
crpaBka B ciequure qupekrtusu. Jlokymenture Ha CLSI morar ga ce
mophUaT OHJIAWH Ha afpec www.clsi.org.

Protection of Laboratory Workers from Occupationally Acquired
Infections, Approved Guideline—Fourth Edition. Wayne, PA:
Clinical and Laboratory Standards Institute, 2014. JJokymMeHT Ha
CLSI M29-A4.

Procedures for the Handling and Processing of Blood Specimens
for Common Laboratory Tests; Approved Guideline—Fourth
Edition. Wayne, PA: Clinical and Laboratory Standards Institute,
2010. Joxyment Ha CLSI GP44-A4.

JupexTtrBa Ha EBporneiickus chBeT 3a 3aniuTa Ha paOOTHULUTE OT
PHCKOBETE, CBEP3aHH C U3JIaraHeTO UM Ha BB3ICHCTBUETO HA
OuomorndHu areHTu B pabotHara cpena (2000/54/EO) u
NPHIOKHUMHUTE XapMOHHU3UPAHHU PAa3NopenOn Ha HAMOHATHOTO
3aKOHOZAATEJICTBO.



http://www.clsi.org
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ETnkeTm 3a npeana3Hn MepkKu

BbBeaeHue Wucrpymentst BD Rhapsody Express HsimMa eTHkeTH 3a npea3sHu
MEpKH.
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IRERLFED  WFTHELREZLEL, SN TYfEM. CLSI UHA{E
www.clsi.org M3 AT

®  Protection of Laboratory Workers from Occupationally
Acquired Infections; Approved Guideline—Fourth
Edition.Wayne, PA: Clinical and Laboratory Standards
Institute, 2014. CLSI 3Cff M29-A4.

®  Procedures for the Handling and Processing of Blood
Specimens for Common Laboratory Tests; Approved
Guideline—Fourth Edition.Wayne, PA: Clinical and
Laboratory Standards Institute, 2010. CLSI 34 GP44-A4.

o BRUNFRI 20 T ORGP A v F i 2L W 770 600 TN e 32 S ) 2
2000/54/EC 154 o 5 Z MR MEZIEL .
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Sigurnost i ogranicenja

Ovaj vodi¢ obuhvaca sljedece teme:

*  Pregled sigurnosti (stranica 42)

»  Sigurnosne konvencije (stranica 43)

*  Ogranicenja (stranica 45)

*  Opce mjere opreza vezane uz sustav (stranica 46)
*  Bioloska sigurnost (stranica 47)

*  Oznake o mjerama opreza (stranica 49)

2
>
-
2
2

Doc ID: 76918 Rev. 4.0




42 | Vodi€ za sigurnost i ograni¢enja instrumenta BD Rhapsody Express

Pregled sigurnosti

Uvod

O ovom vodic¢u

Gdje ¢uvati ovaj
vodié

Upotreba
instrumenta
BD Rhapsody
Express

Doc ID: 76918 Rev. 4.0

U ovoj je temi obraden pregled sigurnosti instrumenta BD Rhapsody™
Express. Svi korisnici instrumenta BD Rhapsody Express trebali bi
procitati te informacije.

U ovom su vodicu opisane sigurnosne oznake i oznake upozorenja, opce
opasnosti vezane uz sustav, posebni rizici te bioloske opasnosti.

Ovaj vodi¢ ne obuhvaca postupke odrzavanja ni opise opasnosti ili
rizika koje mogu uzrokovati dodaci drugih proizvodaca, kao ni
moguénosti hardvera ni rukovanje opremom koju biste mogli spojiti s
instrumentom 1ili je koristiti s njim. Opise posebnih opasnosti ili rizika
potrazite u informacijama koje je ponudio drugi proizvodac.

Cuvaijte vodi¢ u blizini instrumenta kako bi vam bio pri ruci prilikom
koriStenja.

*  Postupajte iskljucivo prema uputama iz korisnickog vodica.

* Instrumente nemojte odrzavati i servisirati na nacin koji nije izri¢ito
naveden. ViSe informacija o postupcima odrzavanja potraZzite u
korisni¢kom vodicu za sustav.
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Sigurnosne konvencije

Uvod U ovoj su temi opisani simboli i izrazi koji su koristeni u vodicu, a
oznacavaju opasnost. lako se na instrumentu i drugim oznakama ti
simboli mogu pojaviti u boji, njihovo se znacenje ne mijenja ako su
otisnuti crno-bijelo.

Sigurnosni U ovom su vodicu koristeni sljedeci sigurnosni simboli radi upozorenja
simboli na moguce opasnosti.

Simbol | Znacéenje

Oprez. Ukazuje na potrebu da korisnik u uputama za upotrebu
potrazi vazne informacije o potrebnom oprezu, kao $to su
upozorenja ili mjere opreza koje se ne mogu, iz raznih razloga,
navesti na samom uredaju.

Bioloska opasnost

Opasnost od ozljede pri podizanju

> B >
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Ostali simboli

Simbol Znacenje

Kataloski broj

— :] Pogledajte upute za upotrebu
1

i| Lomljivo; rukujte oprezno

|44i Cuvajte na suhom

|E Ova strana gore
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Ogranicenja

Uvod U ovoj su temi opisana ogranicenja instrumenta BD Rhapsody Express.
Pravilno Ovaj uredaj namijenjen je iskljudivo za istrazivanje. Nemojte ga
koristenje koristiti u dijagnostic¢kim i terapijskim postupcima.

Ogranicenja »  Nemojte prepuniti epruvete za sakupljanje.

instrumenta *  Nemojte koristiti patrone vise puta.

BD Rhapsody i o

Express *  Nemojte rastavljati magnete.
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Opc¢e mjere opreza vezane uz sustav

Uvod

Opce mjere

U ovoj su temi opisane opée mjere opreza vezane uz sustav.

oprezavezane uz Express.

instrument
BD Rhapsody
Express

Doc ID: 76918 Rev. 4.0

U ovoj su tablici opisane opée mjere opreza za instrument BD Rhapsody

Rizik

Opce mjere opreza vezane uz sustav

A

Instrument BD Rhapsody Express mora se koristiti prema
uputama proizvodaca da bi se sprijecile opasnosti.
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Bioloska sigurnost

Uvod U ovoj su temi opisani nacini izbjegavanja izlaganja bioloski opasnim
tvarima.

Bioloske mjere
opreza Oprez: biolo$ka opasnost! Doticajem s bioloskim uzorcima
i materijalima moguce je prenijeti potencijalno smrtonosnu

infekciju.

Da biste sprijecili izlaganje bioloski opasnim tvarima:

*  Kada rukujete bioloskim uzorcima ili instrumentima koji su u
doticaju s uzorkom, uvijek primjenjujte univerzalne mjere opreza.

e Nikad ne pipetirajte ustima.

*  Nosite odgovarajucéu zastitnu odjeéu, naocale i rukavice.

*  Svim bioloskim uzorcima i materijalima rukujte kao da su moguci
prijenosnici infekcije.

e Svim bioloskim uzorcima i materijalima rukujte u skladu s
primjenjivim odredbama i specifikacijama proizvodaca.

*  Otpad odlazite sukladno propisanim mjerama i lokalnim zakonskim
odredbama.

*  Sadrzaj iz spremnika za otpad prije odlaganja tretirajte
izbjeljivacem (10 % ukupne kolicine).

*  Svakodnevnim praznjenjem spremnika za otpad sprijecite
izlijevanje otpada.

Doc ID: 76918 Rev. 4.0
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Informacije o
sigurnosti u
laboratoriju
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Informacije o sigurnosti u laboratoriju potrazite u sljede¢im
smjernicama. CLSI dokumenti mogu se naruciti putem interneta na
web-mjestu www.clsi.org.

*  Protection of Laboratory Workers from Occupationally Acquired
Infections, Approved Guideline—Fourth Edition. Wayne, PA:
Clinical and Laboratory Standards Institute, 2014. CLSI dokument
M29-A4.

*  Procedures for the Handling and Processing of Blood Specimens
for Common Laboratory Tests; Approved Guideline—Fourth
Edition. Wayne, PA: Clinical and Laboratory Standards Institute,
2010. CLSI dokument GP44-A4.

» Direktiva Europskog vije¢a o zastiti radnika od rizika uslijed
izlaganja bioloskim tvarima na radu (2000/54/EC) i odgovarajuce
nacionalne verzije.



http://www.clsi.org
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Oznake o mjerama opreza

Uvod Ne postoje oznake o mjerama opreza za instrument BD Rhapsody
Express.

Doc ID: 76918 Rev. 4.0
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r

Bezpecnostni opatreni

r

a omezeni pouziti

Tato ptirucka obsahuje nasledujici témata:

+  Ptehled bezpecnostnich opatfeni (strana 52)

*  Bezpecnostni ustanoveni (strana 53)

*  Omezeni pouziti (strana 55)

*  Obecna systémova bezpecnostni opatieni (strana 56)
*  Biologicka bezpec¢nost (strana 57)

+  Stitky s bezpeénostnimi opatfenimi (strana 59)

Doc ID: 76918 Rev. 4.0
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Prehled bezpecnostnich opatreni

Uvod

O této prirucce

Kde tuto pfirucku
skladovat

Pouziti pristroje
BD Rhapsody
Express

Doc ID: 76918 Rev. 4.0

V této ¢asti je uveden piehled bezpecnostnich opatieni pro piistroj
BD Rhapsody™ Express. Je tfeba, aby si v§ichni uzivatelé pfistroje
BD Rhapsody Express tyto informace dikladné precetli.

Tato ptirucka obsahuje popisy bezpecnostnich a varovnych Stitkd,
obecnych rizik systému, specifickych rizik a biologickych rizik.

Tato prirucka neobsahuje postupy udrzby ani popisy nebezpeci a rizik
vztahujicich se k pfislusenstvi jakékoli tfeti strany ani nepopisuje
hardwarové moznosti ¢i vybaveni, které lze k pfistroji pfipojit nebo je
s nim pouzivat. Specificka rizika a popisy rizik naleznete v informacich
poskytnutych vyrobcem tfeti strany.

Tuto ptirucku skladujte v blizkosti pfistroje, aby do ni bylo mozné
kdykoli nahlédnout.

*  Pouzivejte pouze dle pokynt v uzivatelské prirucce.

e Samineprovadéjte udrzbu ani servis pristroje krome ptipadi, kdy je
to vyslovn€ uvedeno. Postupy udrzby naleznete v uzivatelské
ptirucce k systému.
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Bezpecnostni ustanoveni

Uvod

Bezpecnostni
symboly

Doc ID: 76918 Rev. 4.0

V této ¢asti jsou popsany a vysvétleny symboly a pojmy oznacujici
riziko, které jsou pouzité v této piirucce. Ackoli mohou byt tyto
symboly na pfistroji nebo jiném znaéeni barevné, mohou byt vytistény
i Cernobile. Jejich vyznam vsak zlistava nezménén.

Nize jsou uvedeny bezpecnostni symboly, které jsou v této pfirucce
pouzity a které upozoriuji na mozna nebezpeci.

Symbol

Vyznam

Upozornéni. Upozoriiyje, Ze je nutné, aby uzivatel nahlédl do
navodu k pouziti, kde jsou uvedeny dilezité bezpec¢nostni
informace, napt. varovani a bezpe¢nostni opatieni, které

z nejrizngjsich diivodl nelze uvést na samotném pfistroji.

Biologické riziko

> B B>

Nebezpeci pti zvedani
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Jiné symboly

Doc ID: 76918 Rev. 4.0

Symbol

Vyznam

Katalogové ¢islo

)
[l

"

Prostudujte pokyny k pouziti

M

Kiehké, pti manipulaci postupujte opatrné

-

Skladujte v suchém prostiedi

il

Touto stranou nahoru
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Omezeni pouziti

Uvod Toto téma se zabyva omezenimi pouziti pfistroje BD Rhapsody Express.

Spravné pouziti  Tento piistroj je uréen pouze pro vyzkum. Neni uréen k diagnostickym
ani lécebnym postuptim.

Omezeni pouziti + Nepfepliiujte odbérové zkumavky.

pristroje *  Nepouzivejte zasobniky opakovang.
BD Rhapsody .
Express *  Nedemontujte magnety.

Doc ID: 76918 Rev. 4.0
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Obecna systémova bezpeénostni opatreni

Uvod V této ¢asti naleznete popis obecnych systémovych bezpeénostnich
opatfeni.
Obecna Tato tabulka obsahuje obecna bezpecnostni opatfeni pro pfistroj

bezpecnostni BD Rhapsody Express.
opatieni pro
pristroj

BD Rhapsody Riziko | Obecna systémova bezpeénostni opatieni

Express

K prevenci rizik je nutné pouzivat ptistroj BD Rhapsody
& Express v souladu s pokyny vyrobce.

Doc ID: 76918 Rev. 4.0
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Biologicka bezpeénost

Uvod V této ¢asti je uvedeno, jak se vyhnout expozici biologicky
nebezpecnym latkam.

Bezpecnostni

opatieni pro Upozornéni: Biologické nebezpeci! Kontakt
biologicky @ s biologickymi vzorky a materidly miZe vést k pfenosu
nebezpeéné latky smrtelné nebezpecné infekce.

Prevence expozice biologicky nebezpecnym latkam:

*  Pfi manipulaci s biologickymi vzorky nebo pfistroji pfichazejicimi
do kontaktu se vzorky vzdy dodrzujte obecna bezpecnostni
opatteni.

*  Nikdy nepipetujte usty.

*  Noste vhodny ochranny od¢v, ochranné rukavice a bryle.

*  Se vSemi biologickymi vzorky a materialy nakladejte jako se
schopnymi pfenosu infekce.

*  Se vSemi biologickymi vzorky a materialy nakladejte v souladu
s platnymi predpisy a specifikacemi vyrobce.

»  Pii likvidaci odpadu dodrzujte ptislusna bezpeénostni opatieni
a mistni predpisy.

»  Pted likvidaci oSetiete obsah odpadni nadoby bélidlem (10 %

z celkového objemu).

* Kazdy den vyprazdiujte odpadni nadobu, zabranite tak preteCeni
odpadu.

Doc ID: 76918 Rev. 4.0
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Informace

o bezpecnosti
laboratornich
postupu
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Bezpecnost laboratornich postupti zajistite dodrzovanim nasledujicich
pokyni. Dokumenty CLSI si miiZzete objednat online na webové strance
www.clsi.org.

Protection of Laboratory Workers from Occupationally Acquired
Infections, Approved Guideline—Fourth Edition. Wayne, PA:
Clinical and Laboratory Standards Institute, 2014. Dokument CLSI
M29-A4.

Procedures for the Handling and Processing of Blood Specimens
Jfor Common Laboratory Tests; Approved Guideline — Fourth
Edition. Wayne, PA: Clinical and Laboratory Standards Institute,
2010. Dokument CLSI GP44-A4.

Nartizeni Evropské rady o ochrané pracovnikt pted riziky
souvisejicimi s biologickymi latkami na pracovisti (2000/54/ES)
a jeho pfislusné narodni obdoby.



http://www.clsi.org
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Stitky s bezpeénostnimi opatfenimi

Uvod Pristroj BD Rhapsody Express nema zadné stitky s bezpe¢nostnimi
opatfenimi.

Doc ID: 76918 Rev. 4.0
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Sikkerhed og begraensninger

Denne vejledning omhandler folgende emner:

e Sikkerhedsoversigt (side 62)

e Sikkerhedskonventioner (side 63)

®  Begrensninger (side 65)

®  Generelle forholdsregler for systemet (side 66)
* Biologisk sikkerhed (side 67)

e Forsigtighedsmerkater (side 69)
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Sikkerhedsoversigt

Introduktion

Om denne
vejledning

Opbevaring af
denne vejledning

Brug af
BD Rhapsody
Express-
instrumentet
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Dette afsnit indeholder en sikkerhedsoversigt over BD Rhapsody™
Express-instrumentet. Alle brugere af BD Rhapsody Express-
instrumentet ber leese disse oplysninger.

I denne vejledning findes beskrivelser af sikkerheds- og
advarselsmeerkater, generelle systemrisici, specifikke risici og
biologiske farer.

Vejledningen indeholder ikke vedligeholdelsesprocedurer eller fare-
eller risikobeskrivelser for nogen former for tredjepartstilbehar,
-hardwaretilfojelser eller -hdndteringsudstyr, som ville kunne sluttes
til eller bruges med instrumentet. Du skal leese de oplysninger, som
tredjepartsproducenten har leveret, angaende specifikke farer eller
risikobeskrivelser.

Opbevar denne vejledning i neerheden af instrumentet som
reference.

* Betjen kun produktet som anvist i brugervejledningen.

e Udfer kun instrumentvedligeholdelse eller -service, hvis det
specifikt er angivet. Du finder oplysninger om
vedligeholdelsesprocedurer i systemets brugervejledning.
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Sikkerhedskonventioner

Introduktion I dette afsnit beskrives symboler og fareudtryk, som anvendes i
denne vejledning. Selvom symbolerne eller anden merkning, der
optreder pd instrumentet, kan vere i farver, er de muligvis
gengivet i sort/hvid, men de har samme betydning.

Sikkerhedssymboler Falgende sikkerhedssymboler anvendes i denne vejledning for at
gore dig opmarksom pa potentielle farer.

Symbol | Betydning

Forsigtig. Angiver, at brugeren skal lzese brugervejledning
for at fa vigtige oplysninger sdsom advarsler og
forholdsregler, som af forskellige grunde ikke kan vises pa
selve udstyret.

Biologisk fare

Fare ved loft

> B >
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Andre symboler
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Symbol

Betydning

Katalognummer

)
[l

"

Se brugervejledningen

M

Skrebelig; skal handteres med forsigtighed

dd,

Holdes tor

+
1]

Denne side op
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Begraensninger
Introduktion I dette emne beskrives begransningerne for BD Rhapsody Express-
instrumentet.

Korrekt anvendelse Dette instrument er kun til forskningsbrug. M4 ikke anvendes i
forbindelse med diagnostiske eller terapeutiske procedurer.

BD Rhapsody ¢ Undlad at overfylde indsamlingsrerene.
Express- e Kassetterne ma ikke genbruges.
instrumentets o - .
begrzensninger e  Magneterne ma ikke skilles ad.
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Generelle forholdsregler for systemet

Introduktion

Generelle
forholdsregler i
forbindelse med
BD Rhapsody
Express-
instrumentet
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I dette afsnit beskrives generelle forholdsregler for systemet.

Dette skema beskriver generelle forholdsregler for BD Rhapsody
Express-instrumentet.

Risiko Generelle forholdsregler for systemet

bruges efter producentens forskrifter.

2 For at undga fare skal BD Rhapsody Express-instrumentet
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Biologisk sikkerhed

Introduktion I dette afsnit beskrives, hvordan eksponering for biologisk farlige
stoffer forhindres.

Biologiske
forholdsregler Forsigtig: Biologisk farligt! Kontakt med biologiske
@ prover og materialer kan overfore en potentielt dedelig
infektion.

For at forhindre eksponering for biologisk farlige stoffer:

® Folg altid universelle forholdsregler ved handtering af
biologiske prever eller instrumenter, der kommer i kontakt
med proven.

¢ Du ma aldrig pipettere med munden.

®  Brug egnet beskyttelsesdragt, ejenvern og beskyttelses-
handsker.

e Handter alle biologiske prover og materialer, som om de kan
overfore infektion.

e Handter alle biologiske prover og materialer i
overensstemmelse med gaeldende regler og producentens
specifikationer.

e Bortskaf spildvaesken vha. behorige forholdsregler og i
overensstemmelse med lokale bestemmelser.

e  Affaldsbeholderens indhold skal desinficeres med klorholdig

vaeske (10 % af den samlede volumen) for bortskaffelse.

e Undga spild af affald ved at temme affaldsbeholderen dagligt.
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Oplysninger om
laboratoriesikker-
hed
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Se folgende retningslinjer for information om laboratoriesikkerhed.
CLSI-dokumenter kan bestilles online pad www.clsi.org.

Protection of Laboratory Workers from Occupationally
Acquired Infections; Approved Guideline — Fourth Edition.
Wayne, PA: Clinical and Laboratory Standards Institute, 2014.
CLSI-dokument M29-A4.

Procedures for the Handling and Processing of Blood
Specimens for Common Laboratory Tests; Approved
Guideline—Fourth Edition. Wayne, PA: Clinical and
Laboratory Standards Institute, 2010. CLSI-dokument
GP44-A4.

Europa-Parlamentets og Radets direktiv 2000/54/EF om
beskyttelse af arbejdstagerne mod farerne ved at veere udsat
for biologiske agenser under arbejdet og dets relevante
nationale gennemforelsesbestemmelser.



http://www.clsi.org
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Forsigtighedsmaerkater

Introduktion BD Rhapsody Express-instrumentet er ikke forsynet med meerkater
vedrerende forsigtighed.
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Veiligheid en beperkingen

In deze handleiding worden de volgende onderwerpen behandeld:

* Veiligheidsoverzicht (pagina 72)
e Veiligheidsconventies (pagina 73)
e Beperkingen (pagina 75)

¢ Algemene voorzorgsmaatregelen in verband met het systeem (pagina 76)
* Biologische veiligheid (pagina 77)
¢ Waarschuwingslabels (pagina 79)

SANVT43A3N
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Veiligheidsoverzicht

Inleiding

Over deze
handleiding

Waar kunt u deze
handleiding
bewaren?

Gebruik van het
BD Rhapsody
Express-instrument
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Dit onderwerp biedt een veiligheidsoverzicht van het
BD Rhapsody™ Express-instrument. Alle gebruikers van het
BD Rhapsody Express-instrument dienen deze informatie te lezen.

Deze handleiding bevat beschrijvingen van de veiligheids- en
waarschuwingslabels, algemene risico's bij het gebruik van het
systeem, specifieke risico's en biologische gevaren.

Deze handleiding bevat geen onderhoudsprocedures,
beschrijvingen van gevaren of risico's gebonden aan het gebruik
van accessoires van derden, van hardwareopties of van omgang
met apparatuur van derden die u kunt aansluiten aan of kunt
gebruiken in combinatie met het instrument. Voor beschrijvingen
van gevaren of risico's raadpleegt u de informatie die is verstrekt
door de externe fabrikant.

Bewaar deze handleiding ter referentie in de buurt van het
instrument.

Gebruik het instrument uitsluitend in overeenstemming met de
gebruiksaanwijzing.

®  Voer geen onderhoud of service uit aan dit instrument, tenzij
dit specifiek wordt vermeld. Raadpleeg de gebruiksaanwijzing
van het systeem voor onderhoudsprocedures.
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Veiligheidsconventies

Inleiding Dit onderwerpen beschrijft de veiligheidssymbolen en
gevarenterminologie die in deze handleiding worden gebruikt.
Hoewel deze symbolen op het instrument of op andere labels in
kleur kunnen worden weergegeven, kunnen ze in zwart-wit zijn
afgedrukt. De betekenis blijft echter onveranderd.

Veiligheidssymbo-  In deze handleiding worden de volgende veiligheidssymbolen
len gebruikt om u te wijzen op mogelijk gevaar.

Symbool | Betekenis

moet raadplegen voor belangrijke veiligheidsinformatie
zoals waarschuwingen en voorzorgsmaatregelen die om
diverse redenen niet op het hulpmiddel zelf kunnen worden
vermeld.

2 Let op. Geeft aan dat de gebruiker de gebruiksaanwijzing

Biologisch gevaar

Gevaren bijj tillen

P> P
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Andere symbolen
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Symbool

Betekenis

Catalogusnummer

)
[l

"

Raadpleeg de gebruiksaanwijzing

M

Breekbaar, met zorg behandelen

-

Droog bewaren

il

Deze kant boven
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Beperkingen

Inleiding In dit onderwerp worden de beperkingen van het BD Rhapsody
Express-instrument beschreven.

Correct gebruik Dit instrument is alleen geschikt voor onderzoeksdoeleinden. Niet
gebruiken bij diagnostische of therapeutische procedures.

Beperkingen van ¢ De monsterbuisjes mogen niet te vol zitten.
het BD Rhapsody

" Cartridges mogen niet opnieuw worden gebruikt.
Express-instrument

¢ De magneten mogen niet uit elkaar worden gehaald.
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Algemene voorzorgsmaatregelen in verband met
het systeem

Inleiding

Algemene
voorzorgsmaat-
regelen voor het
gebruik van het
BD Rhapsody
Express-instrument
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In dit onderwerp worden de algemene voorzorgsmaatregelen van
het systeem beschreven.

In onderstaande tabel vindt u een overzicht van de algemene
voorzorgsmaatregelen voor het gebruik van het BD Rhapsody
Express-instrument.

Algemene voorzorgsmaatregelen in verband met het
Risico systeem

instrument volgens de specificaties van de fabrikant worden

Om gevaren te vermijden, moet het BD Rhapsody Express-
A gebruikt.
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Biologische veiligheid

Inleiding Dit onderwerpen beschrijft hoe u blootstelling aan gevaarlijke
biologische agentia kunt vermijden.

Biologische voor-

zorgsmaatregelen Let op: biologisch gevaar! Door contact met biologische
@ stalen en materialen kan een potentieel dodelijke infectie

worden overgebracht.

Om blootstelling aan gevaarlijke biologische agentia te
voorkomen:

¢ Neem altijd universele voorzorgsmaatregelen bij het hanteren
van biologische stalen of instrumenten die met het staal in
aanraking zijn gekomen.

e Pipetteer nooit met de mond.

e Draag geschikte beschermende kleding, een veiligheidsbril en
handschoenen.

¢ Hanteer alle biologische stalen en materialen als potentieel
besmettelijk.

¢ Behandel alle biologische stalen en materialen conform de
geldende regelgeving en de specificaties van de fabrikant.

® Vernietig of verwijder afval met gepaste maatregelen en
conform de lokale regelgeving.

® Voordat u de inhoud van de afvalcontainer verwijdert, moet u
deze aan bleekmiddel (10% van het totale volume)
blootstellen.

*  Voorkom het overlopen van de afvalbak door deze dagelijks te
legen.
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Informatie over

heid
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Raadpleeg de onderstaande richtlijnen voor informatie over
laboratoriumveilig- laboratoriumveiligheid. CLSI-documenten kunnen online worden
besteld op www.clsi.org.

Protection of Laboratory Workers from Occupationally
Acquired Infections; Approved Guideline—Fourth Edition.
Wayne, PA: Clinical and Laboratory Standards Institute, 2014.
CLSI-document M29-A4.

Procedures for the Handling and Processing of Blood
Specimens for Common Laboratory Tests; Approved
Guideline—Fourth Edition. Wayne, PA: Clinical and
Laboratory Standards Institute, 2010. CLSI-document
GP44-A4.

Richtlijn 2000/54/EC van het Europees Parlement en de Raad
betreffende de bescherming van de werknemers tegen de
risico's van blootstelling aan biologische agentia op het werk.



http://www.clsi.org
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Waarschuwingslabels

Inleiding Het BD Rhapsody Express-instrument wordt zonder
waarschuwingslabels geleverd.
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Ohutus ja piirangud

See juhend sisaldab jérgmisi peatiikke.

¢ Ohutusnduete iilevaade (1k 82)

*  Ohutusega seotud tingmaérgid (lk 83)

*  Piirangud (lk 85)

+  Uldised siisteemiga seotud ettevaatusabindud (Ik 86)
*  Bioloogilise ohutuse nouded (lk 87)

*  Hoiatussildid (Ik 89)

Doc ID: 76918 Rev. 4.0




82 | Seadme BD Rhapsody Express ohutuse ja piirangute juhend

Ohutusnouete ulevaade

Sissejuhatus

Teave selle
juhendi kohta

Kus seda
juhendit hoida?

Seadme

BD Rhapsody
Express
kasutamine
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Siit peatiikist leiate seadme BD Rhapsody™ Express ohutusnouete
iilevaate. Koik seadme BD Rhapsody Express kasutajad peavad selle
teabe ldbi lugema.

Juhend kirjeldab ohutus- ning hoiatusmérgiseid, siisteemiga seotud
iildisi ja eriomaseid ohte ning bioloogilisi ohutegureid.

Juhend ei sisalda hooldusjuhiseid ega nende ohtude ja riskide kirjeldusi,
mis vOivad kaasneda kolmandate osapoolte toodetud lisaseadmete,
riistvara voi kéitlemisvahendite teie seadmega ihendamisel vdi koos
kasutamisel. Nendega seotud eriomaste ohtude voi riskide teabe leiate
asjakohase tootja dokumentatsioonist.

Hoidke juhendit seadme l&heduses, et saaksite seda vajaduse korral
lugeda.

»  Kasutage ainult kasutusjuhendis kirjeldatud viisil.

+  Arge tehke mis tahes hooldus- ega remonditdid, kui neid ei ole
juhendis eraldi vélja toodud. Hooldusprotseduure vt siisteemi
kasutusjuhendist.
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Ohutusega seotud tingmargid

Sissejuhatus

Ohutussiimbolid
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Siin peatiikis kirjeldatakse juhendis kasutatud siimboleid ja hoiatussonu.
Ehkki need siimbolid vdivad seadmel voi muudel mérgistustel olla
vérvilised, voivad nad triikitud kujul olla must-valged; nende tdhendus

jadb samaks.

Jargmised selles juhendis kasutatud ohutussiimbolid hoiatavad teid
voimalike ohtude eest.

Siimbol

Tahendus

Ettevaatust! Niitab, et kasutaja peab vaatama juhenditest
olulist hoiatusteavet, nagu hoiatused ning ettevaatusabindud,
mida mitmesugustel pShjustel ei saa seadmes kuvada.

Bioloogiline oht

P> P

Tostmisoht
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Muud siimbolid
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Tahendus

Katalooginumber

Vaadake kasutusjuhendit

Orn, kisitseda ettevaatlikult

Hoida kuivana

See pool iiles
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Piirangud

Sissejuhatus Siin peatiikis kirjeldatakse seadme BD Rhapsody Express piiranguid.

Oige kasutamine See seade on ette nihtud ainult uurimistdoks. Mitte kasutada
diagnostiliste voi raviprotseduuride puhul.

Seadme +  Arge tiitke kogumiskatsuteid iile.
BD Rhapsody +  Arge kasutage kassette korduvalt.
Express . N ) )
piirangud *  Arge votke magneteid lahti.
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Uldised siisteemiga seotud

ettevaatusabinoud

Sissejuhatus Siin peatiikis kirjeldatakse tildiseid siisteemiga seotud
ettevaatusabindusid.

Seadme Selles tabelis kirjeldatakse iildiseid seadmega BD Rhapsody Express

BD Rhapsody seotud ettevaatusabindusid.

Express lldised

ettevaatusabi-

néud Oht Uldised siisteemiga seotud ettevaatusabinéud

Ohtude véltimiseks tuleb seadet BD Rhapsody Express kasutada
A tootja méératud viisil.
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Bioloogilise ohutuse nouded

Sissejuhatus Selles peatiikis kirjeldatakse bioloogiliselt ohtlike ainetega
kokkupuutumise véltimist.

Bioloogiliste
ohtudega seotud Ettevaatust! Bioloogiline oht. Kokkupuude bioloogiliste
ettevaatusabi- @ proovide ja materjalidega voib pohjustada potentsiaalselt

néud surmava nakkuse edasikandumist.

Bioloogiliselt ohtlike ainetega kokkupuutumise véltimiseks tehke

jérgmist.

»  Rakendage bioloogilisi proove kdideldes vdi proovi sisaldavat
masinat késitsedes alati universaalseid ettevaatusabindusid.

+  Arge kunagi pipettige suu kaudu.

»  Kandke sobivat kaitseriietust, -prille ja -kindaid.

*  Kasitsege koiki bioloogilisi proove ja materjale potentsiaalselt
nakkusohtlikena.

» Kisitsege kdiki bioloogilisi proove ja materjale kohalduvaid
eeskirju ning tootja juhiseid jargides.

«  Jadtmete likvideerimiseks kasutage kohalikke eeskirju jérgivaid
asjakohaseid ettevaatusabindusid.

*  Enne draviskamist peab jadtmekonteineri sisu puutuma kokku
pleegitusainega (10% kogumahust).

e Viltige jadtmete {ilemddrast kogunemist, tithjendades
jadtmekonteinereid iga péev.
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Teave laboriohu-
tusnouete kohta
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Teavet laboriohutusnduete kohta leiate jargmistest juhenditest. CLSI
dokumente saab tellida veebisaidilt www.clsi.org.

Protection of Laboratory Workers from Occupationally Acquired
Infections, Approved Guideline—Fourth Edition. Wayne, PA:
Clinical and Laboratory Standards Institute, 2014. CLSI dokument
M29-A4.

Procedures for the Handling and Processing of Blood Specimens
for Common Laboratory Tests; Approved Guideline—Fourth
Edition. Wayne, PA: Clinical and Laboratory Standards Institute,
2010. CLSI dokument GP44-A4.

Euroopa Noukogu direktiiv tddtajate kaitse kohta bioloogiliste
modjuritega kokkupuutest tulenevate ohtude eest t661 (2000/54/EU)
ja selle vastavad riiklikud rakendused.



http://www.clsi.org
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Hoiatussildid

Sissejuhatus Seadmel BD Rhapsody Express pole hoiatussilte.
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Kayttoturvallisuus ja rajoitukset

Tamai opas kaisittelee seuraavia aiheita:

e  Yleista turvallisuudesta (sivu 92)

e Turvallisuuskdytinnét (sivu 93)

¢ Rajoitukset (sivu 95)

®  Yleiset jarjestelmdn varotoimet (sivu 96)
¢ Bioturvallisuus (sivu 97)

e  Varoitusmerkinnat (sivu 99)
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Yleista turvallisuudesta

Johdanto

Yleista tasta
oppaasta

Oppaan sdilytys

BD Rhapsody

Express -instrumen-

tin kaytto
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Tama kohta kasittelee yleisesti BD Rhapsody™ Express
-instrumentin turvallisuusohjeita. Kaikkien BD Rhapsody Express
-instrumentin kayttidjien on luettava nima tiedot.

Tassa oppaassa kuvataan turvallisuus- ja varoitusmerkinnit,
yleiset jarjestelman vaaratilanteet, erityiset vaarat seka biologisiin
tekijoihin liittyvat vaarat.

Tassa oppaassa ei ole ylldpitotoimenpiteitd tai vaarojen tai riskien
kuvauksia kolmannen osapuolen lisilaitteita, laitteistovaihtoehtoja
tai laitteeseen mahdollisesti liitettdvia tai laitteen kanssa
mahdollisesti kaytettavia laitteita varten. Lisitietoja vaaroista ja
riskeistd on kolmannen osapuolen valmistajan toimittamassa
materiaalissa.

Pidi opas laitteen lahella.

¢ Noudata aina kidyttooppaan ohjeita.

Rajoita laitteen omatoiminen ylldpito ja huolto kayttoohjeissa
mainittuihin toimenpiteisiin. Katso lisitietoja
huoltotoimenpiteista jarjestelman kayttooppaasta.
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Turvallisuuskaytannot

Johdanto

Turvallisuus-
symbolit
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Tassd kohdassa kuvataan tdssa oppaassa kadytetyt vaaroihin
liittyvat symbolit ja termit. Vaikka nima symbolit voivat olla
varillisia laitteessa tai muissa etiketeissa, tulosteissa ne voivat olla
mustavalkoisia. Merkitys on kuitenkin sama.

Tassa oppaassa kdytetddn seuraavia turvallisuussymboleita, jotka
varoittavat mahdollisista vaaratilanteista.

Symboli

Merkitys

Vaara. Ilmaisee, ettd kdyttdjan on katsottava kiyttoohjeesta
tarkeitd vaaratietoja, kuten varoituksia ja varotoimia, joita
ei useista syistd voida esittdd laitteessa itsessdan.

Biovaara

2dl

Nostovaara
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Muut symbolit
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Symboli

Merkitys

Luettelonumero

)
[l

"

Katso kadyttoohjetta

M

Sarkyvaa, kasiteltava varoen

-

Pidettiva kuivana

il

Tdma puoli ylospdin
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Rajoitukset

Johdanto Téssd kohdassa kerrotaan BD Rhapsody Express -instrumentin
rajoituksista.

Asianmukainen Laite on tarkoitettu vain tutkimuskayttoon. Ei diagnostiseen tai

kaytto terapeuttiseen kayttoon.

BD Rhapsody e Al4 ylitaytd nayteputkia.

Express -instrumen-

-Xpress Ali kiyti kasetteja uudelleen.
tin rajoitukset

e Ali pura magneetteja.
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Yleiset jarjestelman varotoimet

Johdanto Tassa kohdassa kerrotaan yleisistd jarjestelmin varotoimista.

BD Rhapsody Tassa taulukossa kuvataan yleisia BD Rhapsody Express -instru-
Express -instrumen- mentin varotoimia.

tin yleiset varotoi-
met

Vaara

Yleiset jarjestelman varotoimet

A

Vaaran vilttamiseksi BD Rhapsody Express -instrumenttia
on kadytettdva valmistajan maarittimalla tavalla.
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Bioturvallisuus

Johdanto

Biologisiin
tekijoihin liittyvat
varotoimet
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Tissi kohdassa kuvataan, miten tartuntavaara voidaan vilttda.

kanssa kosketuksiin joutuminen voi aiheuttaa
mahdollisesti kuolemaan johtavan tartunnan.

2 Vaara: biovaara! Biologisten niytteiden ja materiaalien

Vilti tartuntavaara seuraavasti:

Noudata aina yleisid varotoimia kasitellessasi biologisia
ndytteitd tai naytteen kanssa kosketuksissa olleita tyovalineita.

Ali koskaan pipetoi suulla imien.
Kaytd asianmukaisia suojavaatteita, -kisineita ja -laseja.

Kaikkia biologisia niytteitd ja materiaaleja on pidettiava
tartuntavaarallisina.

Kaisittele kaikkia biologisia ndytteitd ja materiaaleja
soveltuvien saadosten ja valmistajan madrdysten mukaisesti.

Noudata jatteiden hdvittamisessa tarvittavia varotoimia ja
voimassa olevia maarayksia.

Kaisittele jatesdilion sisilto natriumhypokloriittiliuoksella
(10 % kokonaistilavuudesta) ennen jatteen havittamista.

Estd jdtteen ylivuoto tyhjentamalla jatesdilio paivittdin.
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Tietoja laboratorio- Lue laboratorioturvallisuutta koskevia tietoja seuraavista ohjeista.
CLSI-asiakirjoja voi tilata internetin kautta osoitteessa
www.clsi.org.

turvallisuudesta
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Protection of Laboratory Workers from Occupationally
Acquired Infections; Approved Guideline — Fourth Edition.
Wayne, PA: Clinical and Laboratory Standards Institute, 2014.
CLSI-asiakirja M29-A4.

Procedures for the Handling and Processing of Blood
Specimens for Common Laboratory Tests; Approved
Guideline—Fourth Edition. Wayne, P. A.: Clinical and
Laboratory Standards Institute, 2010. CLSI-asiakirja
GP44-A4.

Euroopan neuvoston direktiivi tyontekijoiden suojelemisesta
vaaroilta, jotka liittyvat biologisille tekijoille altistumiseen
tyossd (2000/54/EY) ja sen asianmukaiset kansalliset vastineet.



http://www.clsi.org
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Varoitusmerkinnat

Johdanto BD Rhapsody Express -instrumentissa ei ole varoitusmerkintoja.
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Sécurité et limites d'utilisation

Ce guide aborde les sujets suivants :

®  Vue d'ensemble de la sécurité (page 102)
e Conventions de sécurité (page 103)

¢ Limites d'utilisation (page 105)

e Précautions générales liées au systéme (page 106)
e Sécurité biologique (page 107)
e Etiquettes de précaution (page 109)

SIVONVYYS
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Vue d'ensemble de la sécurité

Introduction

A propos de ce
guide

Ou conserver ce
guide

Utilisation de
I'appareil

BD Rhapsody
Express
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Cette section présente une vue d’ensemble de la sécurité de
I’appareil BD Rhapsody™ Express. Tous les utilisateurs de
I’appareil BD Rhapsody Express doivent lire ces informations.

Ce guide décrit les étiquettes de sécurité et d'avertissement, les
risques généraux du systéme, les dangers spécifiques, ainsi que les
risques biologiques.

Ce guide n'inclut pas de procédures de maintenance ni de
descriptions des risques ou dangers concernant le matériel en
option, les accessoires tiers ou la manipulation des équipements
utilisés avec l'appareil ou raccordés a ce dernier. Consulter les
informations fournies par le fabricant tiers pour obtenir des
descriptions des risques ou dangers spécifiques.

Conserver ce guide a proximité de I'appareil a des fins de référence.

e Utiliser I'appareil conformément au guide d'utilisation.

® Ne pas effectuer d'intervention de maintenance ou de
réparation sur l'appareil, sauf de la maniére explicitement
indiquée. Consulter le guide d'utilisation du systéme pour
connaitre les procédures de maintenance.
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Conventions de sécurité

Introduction Cette section décrit les symboles et les termes utilisés dans ce guide
pour décrire les risques. Méme si ces symboles peuvent apparaitre
en couleur sur l'appareil ou les autres étiquettes, ils peuvent étre
imprimés en noir et blanc ; leur signification reste toutefois

identique.
Symboles de Les symboles de sécurité suivants sont utilisés dans ce guide pour
sécurité avertir des dangers potentiels.

Symbole | Signification

d'emploi pour prendre connaissance d'importants
messages de sécurité tels que les avertissements et les
précautions qui, pour diverses raisons, ne peuvent pas étre
signalés sur le dispositif lui-méme.

2 Attention. Indique que I'utilisateur doit consulter le mode

Risque biologique

Risque lors du soulévement

P> P

Doc ID: 76918 Rev. 4.0



104 | Guide de sécurité et limites d'utilisation de I'appareil BD Rhapsody Express

Autres symboles
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Symbole

Signification

N° de référence

)
[l

"

Consulter les instructions d'utilisation

M

Fragile, manipuler avec soin

-

Conserver au sec

il

Haut
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Limites d'utilisation

Introduction Cette section décrit les limites d’utilisation de I’appareil
BD Rhapsody Express.

Utilisation correcte Cet appareil est congu a des fins de recherche uniquement.
Ne pas l'utiliser dans le cadre de procédures diagnostiques ou
thérapeutiques.

Limitesd'utilisation e Ne pas remplir exagérément les tubes de prélevement.

de l"appareil e Ne pas réutiliser les cartouches.
BD Rhapsody B .
Express ¢ Ne pas démonter les aimants.

Doc ID: 76918 Rev. 4.0
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Précautions générales liées au systeme

Introduction Cette section décrit les précautions générales liées au systéme.
Précautions Ce tableau décrit les précautions générales liées a ’appareil
générales liées a BD Rhapsody Express.

I'appareil

BD Rhapsody

Express Risque | Précautions générales liées au systéme

A

Pour prévenir les risques, "appareil BD Rhapsody Express
doit étre utilisé comme indiqué par le fabricant.
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Sécurité biologique

Introduction Cette section indique comment éviter I'exposition aux agents
infectieux.

Précautions

biologiques Attention : risques biologiques ! Tout contact avec des
@ matiéres et des échantillons biologiques peut transmettre

une infection potentiellement mortelle.
Pour éviter une exposition aux agents infectieux :

e Uetiliser toujours des précautions universelles lors de la
manipulation d'échantillons biologiques ou d'appareils entrés
en contact avec ces échantillons.

¢ Ne jamais pipeter avec la bouche.

e Porter des lunettes, des gants et des vétements de protection
appropriés.
e Manipuler tous les échantillons biologiques et les substances

associées comme s'ils étaient susceptibles de transmettre des
infections.

e Manipuler tous les échantillons biologiques et toutes les
substances associées conformément aux réglementations en
vigueur et aux spécifications du fabricant.

e Mettre les déchets au rebut conformément a la réglementation
en vigueur et en prenant les précautions adéquates.

e Avant de les mettre au rebut, neutraliser les déchets contenus
dans le réservoir a déchets a I'eau de Javel (10 % du volume
total).

e Pour éviter un débordement des déchets, vider le réservoir a
déchets tous les jours.
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Informations sur la  Pour plus d'informations sur la sécurité en laboratoire, consulter
sécurité en les directives suivantes. Les documents du CLSI peuvent étre
laboratoire commandés en ligne a 1'adresse www.clsi.org.

®  Protection of Laboratory Workers from Occupationally
Acquired Infections; Approved Guideline—Fourth Edition.
Wayne, PA: Clinical and Laboratory Standards Institute, 2014.
Document CLSI M29-A4.

®  Procedures for the Handling and Processing of Blood
Specimens for Common Laboratory Tests; Approved
Guideline—Fourth Edition. Wayne, PA: Clinical and
Laboratory Standards Institute, 2010. Document CLSI
GP44-A4.

¢ Directive du Conseil européen relative a la protection des
travailleurs contre les risques liés a I'exposition a des agents
biologiques au travail (2000/54/CE), et ses transpositions
nationales correspondantes.
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Etiquettes de précaution

Introduction L’appareil BD Rhapsody Express ne comporte aucune étiquette de
précaution.
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Sicherheitshinweise und
Einschrankungen

In diesem Handbuch werden folgende Themen behandelt:

o Sicherheitshinweise — Uberblick (Seite 112)

e  Sicherheitskonventionen (Seite 113)

e Einschrinkungen (Seite 115)

¢ Allgemeine VorsichtsmafSnahmen fiir das System (Seite 116)
* Biologische Sicherheit (Seite 117)

¢ Aufkleber mit Vorkehrungshinweisen (Seite 119)
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Sicherheitshinweise — Uberblick

Einfilhrung

Zu diesem
Handbuch

Ort zur
Aufbewahrung
dieses Handbuchs

Verwendung des
BD Rhapsody
Express-
Instruments
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Dieser Abschnitt gibt einen Uberblick iiber die Sicherheit des
BD Rhapsody™ Express-Instruments. Alle Benutzer des

BD Rhapsody Express-Instruments sollten diese Informationen
lesen.

Dieses Handbuch enthilt Beschreibungen zu Sicherheits- und
Warnhinweisen, zu allgemeinen Gefahren im Zusammenhang mit
dem System, zu spezifischen Risiken sowie zu Gefahrdungen durch
biologische Substanzen.

Dieses Handbuch enthilt keine Beschreibungen zu
Vorgehensweisen bei Wartungen oder Beschreibungen von
Gefahren und Risiken im Zusammenhang mit Zubehorteilen,
Hardwareoptionen oder Handhabungsvorrichtungen, die von
anderen Herstellern stammen und die Sie moglicherweise an das
Gerit anschliefSen oder mit diesem zusammen verwenden.
Spezifische Gefahrdungs- und Risikobeschreibungen sind den vom
Fremdhersteller beigelegten Informationen zu entnehmen.

Dieses Handbuch zur Bezugnahme in der Nihe des Gerits
aufbewahren.

e Betreiben Sie die Gerite ausschliefSlich entsprechend den
Anweisungen im Benutzerhandbuch.

e Fiihren Sie nur ausdricklich angegebene Wartungs- oder
Reparaturarbeiten am Gerat aus. Im Benutzerhandbuch des
Systems finden Sie Informationen zu den Vorgehensweisen bei
Wartungen.
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Sicherheitskonventionen

Einfilhrung

Gefahrensymbole

Doc ID: 76918 Rev. 4.0

In diesem Abschnitt werden die in diesem Handbuch verwendeten
Symbole und Gefahrenbegriffe erliutert. Obwohl diese Symbole
auf dem Gerit oder andere Etiketten farbig sein konnen, sind sie
hier moglicherweise in Schwarz-Weifs abgedruckt. Die Bedeutung
ist jedoch dieselbe.

In diesem Handbuch werden die folgenden Sicherheitssymbole
verwendet, die auf potenzielle Gefahrenquellen hinweisen:

Symbol

Bedeutung

A

Vorsicht. Weist darauf hin, dass der Benutzer die
Sicherheitsinformationen wie Warnhinweise und
Beschreibungen von VorsichtsmafSnahmen, die aus
verschiedenen Griinden nicht am Gerit selbst angebracht
werden konnen, in der Bedienungsanleitung liest.

Biogefdhrdung

P> P

Gefahr beim Anheben
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Andere Symbole
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Symbol

Bedeutung

Katalognummer

)
[l

"

Gebrauchsanweisung beachten

M

Zerbrechlich, mit Vorsicht zu handhaben

-

Trocken halten

il

Diese Seite nach oben
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Einschrankungen

Einfiihrung In diesem Abschnitt werden die Einschrankungen fur das
BD Rhapsody Express-Instrument beschrieben.

VorschriftsmaBige Dieses Gerit ist nur fiir Forschungszwecke vorgesehen. Nicht fiir
Verwendung diagnostische oder therapeutische Zwecke verwenden.

Einschréankungen ¢ Die Sammelrohrchen durfen nicht uberfullt werden.
des BD Rhapsody
Express-

Instruments

Die Kartuschen diirfen nicht wiederverwendet werden.

¢ Die Magneten diirfen nicht demontiert werden.
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Allgemeine VorsichtsmaBnahmen fiir das System

Einfiihrung In diesem Abschnitt werden allgemeine VorsichtsmafSnahmen zum
System gegeben.

Allgemeine In dieser Tabelle werden allgemeine Vorsichtsmaf$nahmen zum

VorsichtsmaB- BD Rhapsody Express-Instrument beschrieben.

nahmen fiir das
BD Rhapsody

Express-Instrument | Gofahy | Allgemeine VorsichtsmaBnahmen fiir das System

Express-Instrument entsprechend den Angaben des
Herstellers verwendet werden.

2 Zur Vermeidung von Gefahrdungen muss das BD Rhapsody
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Biologische Sicherheit

Einfiihrung In diesem Abschnitt wird beschrieben, wie sich Expositionen durch
biogefihrliche Substanzen vermeiden lassen.

Biologische
VorsichtsmaBnah- 2 Vorsicht: Biogefahrdung! Alle biologischen Proben und

men alle damit in Kontakt gekommenen Materialien konnen
potenziell lebensgefiahrliche Infektionen tbertragen.

So vermeiden Sie Kontakt mit biogefidhrlichen Substanzen:

¢ Bei dem Umgang mit biologischen Proben oder Geriten, die
mit den Proben in Kontakt kamen, sind immer allgemein
giltige Vorsichtsmafsnahmen einzuhalten.

¢ Es darf niemals mit dem Mund pipettiert werden.

e  Geeignete Schutzkleidung, Schutzbrille und Schutzhandschuhe
tragen.

¢ Alle biologischen Proben und Materialien sind wie potenziell
infektiose Materialien zu behandeln.

¢ Bei dem Umgang mit biologischen Proben und Materialien
sind geltende Vorschriften und Spezifikationen des Herstellers
zu beachten.

® Bei der Entsorgung sind alle gingigen Vorsichtsmafinahmen
und lokalen Vorschriften zu beachten.

¢ Den Inhalt des Abfallbehalters vor der Entsorgung mit
Bleichmittel (10 % des Gesamtvolumens) behandeln.

e FEin Uberlaufen des Abfallbehilters ist zu verhindern, indem
der Abfallbehalter taglich geleert wird.
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Informationen zur

Sicherheit im Labor
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Informationen zur Sicherheit am Arbeitsplatz sind in den folgenden
Richtlinien enthalten. CLSI-Dokumente konnen online unter
www.clsi.org bestellt werden.

Protection of Laboratory Workers from Occupationally
Acquired Infections; Approved Guideline — Fourth Edition.
Wayne, PA: Clinical and Laboratory Standards Institute, 2014.
CLSI-Dokument M29-A4.

Procedures for the Handling and Processing of Blood
Specimens for Common Laboratory Tests; Approved
Guideline — Fourth Edition. Wayne, PA: Clinical and
Laboratory Standards Institute, 2010. CLSI-Dokument
GP44-A4.

EU-Richtlinie tiber den Schutz der Arbeitnehmer gegen
Gefihrdung durch biologische Arbeitsstoffe bei der Arbeit
(2000/54/EC) und deren relevante nationale Umsetzungen.



http://www.clsi.org
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Aufkleber mit Vorkehrungshinweisen

Einfiihrung Das BD Rhapsody Express-Instrument besitzt keine Aufkleber mit
Vorkehrungshinweisen.
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Ac@AA&ia Kal TTEPIOPICHOI

O 0d1y6g awtdg mepthapPavet ta e&ng Béparta:

*  Emoxdémmon {ntmudtov acedisiog (ceiida 122)
o XvpPdoeig yo v acedirela (cehida 123)
* TIlepropopoi (oerida 125)

*  Tevikéc mpouAdEelg yio o suotnua (cerida 126)
*  Acodliela omd Proroykos Kivdvvovg (cerida 127)

*  Etwéreg mpopuAdéewv (cerida 129)

VMINHVVH
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ETIoKOTTNON {NTNHATWYV A0 PAAEING

Eicaywyn

ZXETIKA ME AUTOV
TOoV 03NnYyo

Mov mpétrel va
QUAdoOETE AQUTOV
TOV 00NYO

XpnARon Tou
opydvou

BD Rhapsody
Express
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To Bépa avTd TOPEYEL L0 ETIGKOTNOT TOV JTNUATOV AGQAAELNG Y10, TO
opyavo BD Rhapsody™ Express. OLot o1 yp1i6TES TOV OPYAVOL
BD Rhapsody Express npénet vo d1afdcovv autég Tig TAnpo@opiec.

O 0dny6¢ avTdC TaPEYEL TEPLYPAPEG TOV ETIKETMOV AOPAAELNG KOL TOV
TPOEWOOTOCEDY, TOV YEVIKOV KIVOUV®V TOV GUGTNLATOS, TOV ELOIKMOV
KIVOOV@V KOl TOV BLOAOYIK®OV KvOOVOV.

Ytov 0dnyd avtod dev mepthapPfavoviat S1ad1Kacieg cLVTINPNONG Kot devV
mepLypagovtar ot kivduvot Tov oyetifovron pe eEapTipaTa Kot
TPOOIPETIKO EEOTAMOUO AAAWV KOTAGKEVOGTAOV 1| [LE TOV XEIPIGUO
eEomMo o0 ov pmopel va ouvdebel 6To Opyovo 1 vo ypnoiponombet pe
oavtd. T TIc TEPYPaPES TV EIOTKAOV KIVOOVDV, AVaTPEETE OTIG
TANPOPOPIES TOV TAPEYEL O AVTIOTOLYOC KATACKEVUGTNG.

O 0dny6¢ awtdg TPETEL VO PLAAGGETAL KOVTH GTO OPYOVO, DGTE VO
UTOPOVV O1 XEPIOTES VO AVATPEYOVY GE OVTOV.

*  Xpnoyomoteite To 6pyavo LOVO COUO®VE L TIC 0dNyieg Tov
odnyod ypnone.

*  Mnv ektedeite gpyacieg cuVINPNONG 1 ETOKELNG GTO OPYAVO,
mapd Lovo cOLE®Va pe TiS 0tkég odnyies. I'a tig Stadikacieg
SLVTHPNONG, avaTpéste 6TOV 00MYO YPNONG TOV GUGTHLLOTOC.
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2UMBAOCEIG YIA TNV Ao PAAEIa

Eicaywyn [eprypapovtat To GOUPOAN Kot 0L OPOL KIVODVOV TOL ¥PTCYLOTOLOVVTOL
6€ ouToV ToV 001Y0. [apdtt Ta svpPora avtd propel vo gpeovifovton
EYYPOUO GTO OPYOVO 1) G€ AAAEG CNUAVGELS, LTOpPEl va Exovv TumwBel
acmpopavpa. H onpocio toug mapapével opetdfint.

ZUpBoAa Ytov 00Ny avTo XPNCILOTOOVVTAL TO TAPUKAT® GUUPOAN ACPAAELNG
ao@AaAgiag Y10l VO 060G TPOEBOTOGOVV Yid VoS KvdHvoug,.
20pBoAo | Epunveia

A

[pocoyn. AnAdvel 0Tt 0 XPHOTNG TPENEL VO GUUPOVAEVTEL TIG
odnyieg ypNOMG Y10 GUOVTIKEG TPOELSOTOMTIKES
TANPOPOPIES, OTOG TPOELSOTOGELS KOl TPOPLAGEELS TTOV deV
givor Suvatd, yia S1Popovs AOYOVG, VO, TAPOVGLUGTOVY TAV®D
GTNV 1010, TNV 10TPIKT] GUGKELT.

Bioloyiog kivévvog

P> P

Kivévvog kotd v avoyoon
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AAAa ocUuBoAa
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ZUpupoAo

Epunveia

ApOpds Katahdyov

)
[l

"

Yvppovievteite Tig 0dnyieg xpnong

M

EbvOpavcto, yepileote pe mpocoyn

-

Awtnpeite oteyvod

il

Me avtiv Vv katevfuvon Tpog To ETAVED
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Mepiopiopyoi

Eicaywyn A6 10 B0 TEPLYPAPEL TOVG TEPLOPICLLOVS Y10, TO OPYOVO
BD Rhapsody Express.

OpBn xpARon To mapdv dpyavo mpoopiletar Mdvo yua Epguvntikiy Xpnion. Agv
EMTPEMETAL 1] YPTION TOL TPOIOVTOG GE SLUYVOOTIKES 1) OEpamEVTIKES
Sdkacies.

Mepropiopoi *  Mnv vrepyerilete Ta cOANVAPLO GLAAOYTG.

opydvou *  Mnv enavaypnoiponoteite Tic QUCLYYES.

BD Rhapsody n XPMOL ) CP Y?( S

Express *  Mnv omocuVapHOAOYEITE TOVG LOYVITEG.
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MeviKEG TTPOPUAALEIS YIa TO CUCTNHA

Eicaywyn

levikég
TTPOPUAGEEIG e
TO 6pyavo

BD Rhapsody
Express
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AvTto 10 B0 TEPLYPAPEL TIG YEVIKEG TPOPVAGEELS Y10l TO GOOTNLLAL.

Y10V TOPOKATO Tivaka TepAaiPivovTol yevikég TpoeLALEELS Yo TO
opyavo BD Rhapsody Express.

Kivduvog

Fevikég TPO@PUAGEEIG YIa TO cUCTNHA

A

Ta v TpdANY” TUYXOV ETKIVOVVAV KATOGTAGEDY, TO
opyavo BD Rhapsody Express mpénet va ypnoionoteiton
GULOMVO LE TIG 0OTYIEG TOV KOTOOKEVAGTY.
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Ac@dAsia amrd BioAoyikoug KivoUuvoug

Eicaywyn Av16 10 BP0 TIEPLYpAQEL TOV TPOTTO ATOPLYNG TG EkBeoNC o€
EMKIVOLVOVG BLoAoykohe TopayovVTeS.

Mpo@uAdgeig

EVavTI pocoy: Brokoyikdg kivovvog! H emagn pe froroywd
BIOAOYIKGV @ detypota Kot VAKG evOEXETAL VOL TPOKUAEGEL HETADOGT
KIVBOVWY dvvntikd Bavatneopag Aoipnméng.

T v amoguyn g £kBeong o emikivouvoug PLoAoyIKoVG TaPIYOVTEG:

*  AopPaverte mavta T1g yevikég mpoeLAGEELS dtav xepileote
Bloloywd delypota 1 Opyava Tov Exovv £pOet og ETOQN LLE TO
delypa.

e Mn ¥pNOIUOTTOLEITE TOTE TO GTOUM Y10 VO, VOPPOPTGETE OETYLLOL LE
TTETA.

o ®opdre KATIAANAO TPOGTATEVTIKO POVYLIGLO, YOOI Kot YAVTLOL.

*  Na yepileote 6L Ta Prodoyikd delypoTo Kot VAKA G eV SuVALLEL
HOAVGLLOTIKA.

*  Na yepileote 6Aa o frodoyikd SelyoTo Kot VAKG GOUPOVO, LLE
TOVG IGYVOVTEG KOVOVIGLOVG KOl TIG TPOSLOYPOPES TOV
KOTOOKEVOOTH.

*  Amnoppintete To amOPANTO GOUPDVO, LUE TIG KOTOAANAES
TPOPLAGEELS KOl TOVG TOTIKOVG KOVOVIGLOVG,.

*  TIpocBéote 610 MEPIEXOLEVO TOV doYElOV OmOPANTOV StdAivpa
voyAmpLddovg (10% tov GuVOAKOD OYKOL) TPV OO TNV
anoppLyn.

e T va amopevyBel n vepyeilon Tov anofAntov, adeldlete T0
doyeio amofATeV Kadnpepva.
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MAnpoopieg yia T'a TAnpo@opieg GYETIKA LE TV 0OQPALELD OTOV YDPO TOV EPYOSTNPIOV,

TNV ao@AAgia deite TIg TopaKATm 0dnyieg. Mmopeite va mapayyeilete ta Eyypaga
OTOV XWPO TOU CLSI niektpovikd omd ) dievbvvon www.clsi.org.
epyaoTtnpiou

*  Protection of Laboratory Workers from Occupationally Acquired
Infections, Approved Guideline—Fourth Edition. Wayne, PA:
Clinical and Laboratory Standards Institute, 2014. Eyypago CLSI
M29-A4.

*  Procedures for the Handling and Processing of Blood Specimens
Jfor Common Laboratory Tests; Approved Guideline—Fourth
Edition. Wayne, PA: Clinical and Laboratory Standards Institute,
2010. Eyypagpo CLSI GP44-A4.

*  Odnyia 2000/54/EK tov Evpomaikcod Zvpfoviiov oxetkd pe v
mpootacio TV epyaloptévey amd Tovg Kvdbvous Tov oyetilovtot
pe v ékBeon og Ploloykods Tapdryovieg KTd T SLAPKELN TNG
gpyaociog Kot oxeTikn €Bvikn vopobesio omd T peTapopd g v
AOY® 0dnylag 610 ec@TEPKO diKA10.
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ETIKETEG TTPOQUAGEEWY

Eicaywyn >0 6pyavo BD Rhapsody Express dev vidpyovv eTikéteg TpopuAdemy.
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Biztonsag és korlatozasok

Ez az Gtmutato6 a kovetkezo témakoroket tartalmazza:

*  Biztonsagi attekintés (132. oldal)

* Biztonsagi jelzések (133. oldal)

*  Korlatozasok (135. oldal)

«  Altalanos rendszerdvintézkedések (136. oldal)
* Biologiai biztonsag (137. oldal)

*  Figyelmezteto cimkék (139. oldal)

=
>
2
>
A
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Biztonsagi attekintés

Bevezetés

Az Gtmutatérol

Az utmutaté
tarolasa

A BD Rhapsody
Express
késziilék
hasznalata
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Ez a témakor a BD Rhapsody™ Express késziilék biztonsagaval
kapcsolatos attekintést tartalmazza. A BD Rhapsody Express késziilék
minden felhasznalojanak el kell olvasnia ezeket a tudnivalokat.

Ez az Gtmutato ismerteti a biztonsagi és a figyelmeztetd cimkéket, a
rendszerrel kapcsolatos altalanos veszélyeket, a specialis kockazatokat,
valamint a bioldgiai veszélyeket.

Az Utmutato nem tartalmazza a karbantartasi feladatokat, sem a mas
gyartok altal gyartott tartozékokkal, opciondlis hardvereszkozokkel
vagy a késziilékhez csatlakoztatott és azzal egyiitt hasznalt
kezel6eszkozokkel kapcsolatos veszélyek €s kockazatok leirasat. Az
ilyen specifikus veszélyek és kockazatok ismertetését 1asd az adott
eszkoz gyartoja altal mellékelt tajékoztatdban.

Ezt az Gtmutatot a késziilék kdzelében tarolja, hogy konnyen elérhetd
legyen.

*  Mikodtetését kizarolag a hasznalati utmutatoban leirtak szerint
végezze.

*  Akésziiléken csak akkor végezzen karbantartast vagy szervizelést,
ha erre kiilon utalas talalhat6. A karbantartési eljarasokat a rendszer
hasznalati utmutatdja ismerteti.
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Biztonsagi jelzések

Bevezetés Ez a témakor az ebben az utmutatoban eléforduld szimbolumokat és
veszélyjelzéseket ismerteti. Bar ezek a jelzések a késziiléken vagy mas
cimkéken szinesek lehetnek és fekete-fehéren nyomtatva jelenhetnek
meg; jelentésiik valtozatlan.

Biztonsagi Az utmutatoban a lehetséges veszélyekre figyelmeztetd kovetkezd
szimboélumok biztonsagi szimbolumok fordulnak el6:

Szimbolum | Jelentése

figyelmeztetési informacidknak — példaul az olyan
figyelmeztetéseknek és ovintézkedéseknek, amelyek
valamely oknal fogva nem jelenhetnek meg magéan az
eszkdzon — a hasznalati itmutatoban kell utdnanéznie.

2 Figyelem. Azt jelzi, hogy a felhasznalonak a fontos

Biologiai veszély

Emeléssel kapcsolatos veszély

P> P
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Egyéb

szimboélumok Szimbélum | Jelentése

Katalogusszam

Olvassa el a hasznalati utasitast

)
[l

"

i| Térékeny! Ovatosan kezelendd

|44i Védje a nedvességtdl

|E Ez a teteje
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Korlatozasok

Bevezetés Ez a témakor a BD Rhapsody Express késziilék korlatozasait ismerteti.

Rendeltetésszerili A berendezés kizarolag kutatasi célokat szolgal. Diagnosztikai vagy
hasznalat terapias eljarasokhoz nem alkalmas.

A BD Rhapsody -+ Ne toltse til a gyljtécsoveket.
Ei(pr?s’s * Ne hasznalja fel Gjra a patronokat.
késziilék

korlatozasai Ne szedje szét a magneseket.
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Altalanos rendszer-ovintézkedések

Bevezetés

Altalanos

ovintézkedések a

BD Rhapsody
Express
késziilék
hasznalatahoz
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Ez a témakor a rendszerrel kapcsolatos altalanos 6vintézkedéseket
ismerteti.

Ez a tablazat a BD Rhapsody Express késziilék altalanos
ovintézkedéseit ismerteti.

Veszély

Altalanos rendszer-6vintézkedések

A

A veszélyek megeldzése érdekében a BD Rhapsody Express
késziiléket mindig a gyartd utasitasai szerint kell hasznalni.
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Bioldgiai biztonsag

Bevezetés Ez a témakor a veszélyes biologiai anyagokkal valo érintkezés
elkeriilését ismerteti.

Biologiai
o6vintézkedések Figyelem: biologiai veszély! A biologiai eredetii mintakkal,
@ illetve a veliik kapcsolatba keriil6 targyakkal valo érintkezés
potencialisan halalos kimenetell fert6zést eredményezhet.

A veszélyes biologiai anyagokkal vald érintkezés megel6zése érdekében:

* A biologiai mintak és az ezekkel érintkez6 eszkozok kezelésekor
mindig tartsa be az altalanos dvintézkedéseket!

*  Soha ne pipettazzon szajjal!

*  Viseljen megfelelé védéruhazatot, védészemiiveget és
védokesztyt!

*  Minden biolédgiai eredetli mintat, illetve minden azokkal
kapcsolatba keriil6 targyat annak ismeretében kezeljen, hogy azok
képesek fertdzések atvitelére.

*  Minden bioldgiai mintat €s anyagot a vonatkoz6 eldirasoknak €s a
gyart6 utasitasainak megfelelden kezeljen!

*  Azartalmatlanitast a megfelel6 ovintézkedések betartasaval, a helyi
eléirasok szerint végezze!

* A hulladékgyijto tartalmat kidobas el6tt elegyitse (az dssztérfogat
10%-4at kitevo) hipoval.

* A hulladék kicsordulasanak elkeriilése érdekében naponta tiritse ki
a hulladéktartalyt.
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A laboratériumi
biztonsagra
vonatkozé
informaciok
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A laboratdriumi biztonsaggal kapcsolatos tovabbi informaciokért lasd
az alabbi iranyelveket. A CLSI dokumentumok online megrendelheték
a kovetkez6 cimen: www.clsi.org.

e Protection of Laboratory Workers from Occupationally Acquired
Infections, Approved Guideline—Fourth Edition. Wayne, PA:
Clinical and Laboratory Standards Institute, 2014. CLSI
dokumentum M29-A4.

*  Procedures for the Handling and Processing of Blood Specimens
for Common Laboratory Tests; Approved Guideline—Fourth
Edition. Wayne, PA: Clinical and Laboratory Standards Institute,
2010. CLSI dokumentum GP44-A4.

* Az Eurdpai Tandcs iranyelve (2000/54/EK), valamint annak
nemzeti valtozatai a bioldgiai anyagok okozta munkahelyi
kockazatoknak kitett dolgozok védelmére vonatkozoan.
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Figyelmeztetdé cimkék

Bevezetés A BD Rhapsody Express késziilék nem rendelkezik figyelmeztetd
cimkékkel.
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Sicurezza e limitazioni

In questa guida sono trattati i seguenti argomenti:

e Panoramica sulla sicurezza (pagina 142)
e Convenzioni di sicurezza (pagina 143)

e Limitazioni (pagina 145)

e Precauzioni generali per il sistema (pagina 146)
* Sicurezza biologica (pagina 147)

¢ Etichette di precauzione (pagina 149)

ONVITV1I
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Panoramica sulla sicurezza

Introduzione

Informazioni sulla
presente guida

Dove conservare la
guida

Utilizzo dello
strumento
BD Rhapsody
Express
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In questo argomento viene fornita una panoramica sulla sicurezza
per lo strumento BD Rhapsody™ Express. Tutti gli utenti dello
strumento BD Rhapsody Express devono leggere queste
informazioni.

Nella presente guida ¢ contenuta una descrizione delle etichette di
sicurezza e di avvertenza, dei pericoli generali del sistema, dei rischi
specifici e dei pericoli di tipo biologico.

Nella guida non sono riportate le procedure di manutenzione, né la
descrizione dei pericoli o dei rischi collegati ad accessori forniti da
terzi, alle opzioni hardware o alla manipolazione di
apparecchiature che possono essere collegate o utilizzate insieme
allo strumento. Per le descrizioni specifiche di rischi o pericoli,
consultare le informazioni fornite dal produttore delle parti
accessorie.

Conservare la guida accanto allo strumento come riferimento.

e  Utilizzare esclusivamente in conformita alle istruzioni indicate
nella guida per |'utente.

¢ Non eseguire operazioni di manutenzione o di riparazione
della strumentazione se non come indicato specificatamente.
Per le procedure di manutenzione, consultare la guida per
|'utente del sistema.
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Convenzioni di sicurezza

Introduzione

Simboli di sicurezza
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In questo argomento sono descritti i simboli e le indicazioni di
pericolo adottati nella presente guida. Benché sullo strumento o su
altre etichette questi simboli possano essere a colori, potrebbero
essere stampati in bianco e nero; il loro significato resta comunque

invariato.

All'interno della guida sono utilizzati i seguenti simboli di
sicurezza, che informano |'utente dei potenziali pericoli.

Simbolo

Significato

A

Attenzione. Indica la necessita da parte dell'utente di
consultare le istruzioni per 1'uso, al fine di ottenere delle
informazioni dettagliate su avvertenze e precauzioni che
non possono, per una serie di ragioni, essere presentate sul
dispositivo stesso.

Pericolo biologico

P> P

Pericolo di sollevamento
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Altri simboli
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Simbolo

Significato

Numero di catalogo

)
[l

"

Consultare le istruzioni per 1'uso

M

Fragile, maneggiare con cura

-

Conservare all'asciutto

il

Alto
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Introduzione In questo argomento sono descritte le limitazioni relative allo
strumento BD Rhapsody Express.

Uso adeguato Questo strumento ¢ destinato ai soli fini della ricerca. Non
utilizzare per procedure diagnostiche o terapeutiche.

Limitazioni dello ¢ Non riempire eccessivamente le provette di raccolta.

strumento *  Non riutilizzare le cartucce.

BD Rhapsody . .

Express ¢ Non smontare i magneti.
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Precauzioni generali per il sistema

Introduzione

Precauzioni
generali per lo
strumento

BD Rhapsody
Express
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In questo argomento sono descritte le precauzioni generali per il
sistema.

In questa tabella sono descritte le precauzioni generali per lo
strumento BD Rhapsody Express.

Rischio | Precauzioni generali per il sistema

deve essere utilizzato come specificato dal produttore.

2 Per prevenire i rischi, lo strumento BD Rhapsody Express
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Sicurezza biologica

Introduzione In questo argomento sono descritte le modalita per evitare
I'esposizione a rischi biologici.

Precauzioni

campioni e i materiali biologici puo trasmettere infezioni

biologiche 2 Attenzione: pericolo biologico. Il contatto con i

potenzialmente mortali.

Per impedire I'esposizione ai rischi biologici:

Adottare sempre precauzioni di carattere universale durante la
manipolazione di campioni biologici o di strumenti che
entrano a contatto con il campione.

Non pipettare mai con la bocca.
Indossare indumenti, occhiali e guanti protettivi adatti.

Maneggiare e trattare tutti i campioni e i materiali biologici
come fossero in grado di trasmettere infezioni.

Maneggiare e trattare tutti i campioni e i materiali biologici in
conformita alle normative applicabili e alle specifiche del
produttore.

Smaltire i rifiuti adottando le dovute precauzioni e in
conformita alle normative locali.

Prima dello smaltimento, trattare con candeggina (10% del
volume totale) il materiale presente nel contenitore dei rifiuti.

Svuotare ogni giorno il contenitore dei rifiuti per evitarne il
traboccamento.

Doc ID: 76918 Rev. 4.0
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Informazioni Per informazioni relative alla sicurezza di laboratorio, fare
relative alla riferimento alle linee guida riportate di seguito. I documenti CLSI
sicurezza di possono essere ordinati sul sito www.clsi.org.

laboratorio

®  Protection of Laboratory Workers from Occupationally
Acquired Infections; Approved Guideline—Fourth Edition.
Wayne, PA: Clinical and Laboratory Standards Institute, 2014.
Documento CLSI M29-A4.

®  Procedures for the Handling and Processing of Blood
Specimens for Common Laboratory Tests; Approved
Guideline—Fourth Edition. Wayne, PA: Clinical and
Laboratory Standards Institute, 2010. Documento CLSI
GP44-A4.

¢ Direttiva del Consiglio Europeo relativa alla protezione dei
lavoratori contro i rischi derivanti da un'esposizione ad agenti
biologici durante il lavoro (2000/54/CE) e corrispondenti
trasposizioni nazionali.
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Etichette di precauzione

Introduzione Lo strumento BD Rhapsody Express non dispone di etichette di
precauzione.
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Protection of Laboratory Workers from Occupationally
Acquired Infections; Approved Guideline—Fourth
Edition.Wayne, PA: Clinical and Laboratory Standards
Institute, 2014. CLSI R = A > | M29-A4.

Procedures for the Handling and Processing of Blood
Specimens for Common Laboratory Tests; Approved
Guideline—Fourth Edition.Wayne, PA: Clinical and

Laboratory Standards Institute, 2010. CLSI F&% = A >k
GP44-A4.
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Kayinci3gik XXxoHe wWWeKTeynep

Byt HycKaynmbIK Keeci TaKbIPBITapabl KAMTHIBL:

*  Kayincizaik momys! (162-6et)
«  Kayincizzgix maprrs! 6enrinepi (163-6et)

o Illexreymep (165-0eT)

*  Kanmel xyiieHiH cakTbIK miapanapsi (166-6er)
*  Buonorusneik Kayincizaik (167-0et)

*  CaxThIK xarcsipManapsl (169-6et)

VIMAVEVA
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Kayincisgik wonybl

Kipicne

Ocbl HYCKaynbIK
Typanbl

Byn HycKaynblIk
caKranaTblH Xep

BD Rhapsody
Express
KypanbiH
navpanaHy
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Byn makanana BD Rhapsody™ Express KypaJIbIHbIH KayilcCi3aiK
monysl 6epinren. BD Rhapsody Express KypaibIHBIH OapibIK
naljananymbuIapel OCHl aKHapaTThl OKYBI KEpEK.

By HycKaysbIK Kayinci3aiK xKaHe eCKepTy JKarChIpMaapbIHbIH, XKaIIIbI
XKyiie Karepiepi, epexiie KaTepiep oHe OHOIOTHSIBIK KaTeplIepaiH
CHUIaTTaMajapbIMEH KaMTaMachl3 CTE/i.

Byt HyCKayNbIK TEXHUKAIBIK KbI3MET KOPCETY MPOLeypatapblH
HEeMece KypaJiFa TipKeyiHi3 HeMece OHBIMEH Oipre MmaiijatanybIHbI3
MYMKIH YIIiHII Tapan KOCANKbI Kypalaaphl, almapaTThiK Kypat
rapameTpIepi Hemece Kypajibl ycray OOHBIHINA Kayil-KaTep
cUmaTTamaiapbiH KaMTbIMaiinel. HakTel Kayin-kaTep cumarramanapbl
YIIIiH YITHII Taparn eHIipyIIici TapanbsliHaH OepiireH aKnapaTThl
KapaHbI3.

By HycKaynBIKTBI Kapay YIIIH KYpajFa >KaKblH CaKTaHbI3.

Tek maiimanaHyIIsl HYCKAYJIBIFBIHAA CHITATTANIFAH KOJIMCH
KOJITaHBIHBI3.

*  ApHaiibl KepceTiiMece, KypaliFa TEXHUKAJBIK KbI3MET KOPCETY
KYMBICTAPbIH OpbIHIaMaHbI3. TeXHUKAJIBIK KbI3MET KOPCETY
yaepicTepiH KYHeHiH MaigaanyIibl HYCKAyJIGIFBIHAH KapaHbI3.
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Kayinci3gik wapTtbl 6enrinepi

Kipicne Byt TakbIpbInTa OCHl HYCKAYJIBIKTa MaiilanaHbuIFal TaHOanap MeH
KaTep TepMuHepi cunartanrad. Kypanna Hemece 6acka Genrine Typii
TYCTi OOJIBIN KOPCETIITEHIMEH, Kapa KoHE aK TycTe OachIN MIBIFapbuTybl
MYMKiH, MaFbIHaChl ©3repicci3 Kanaibl.

Kayinci3pik Keneci kayincizaik TaHOanapbl OyJ1 HYCKAYJIbIKTa Ci3re bIKTUMAIT
TaH6anapbl KayilTepAi ecKepTy YIIiH MMai1aJaHbUIFaH.

TaHba MarblHachbl

Abaitnanp3. [aiinananymsiHeH Oenriii cedbenrepre
0aiiJTaHBICTHI KYPBUIFbIIA Maiia OOMMaNTEIH eCKepTyNep KoHE
CaKTHIK Iapayap CHUSKTbl MaHbI3/Ibl CAKTHIK aKIapaTThI
naianaHy HYCKaylapblH KapacThIpy KEPEKTIriH KOpceTesi.

Buonorusbik Kayin

Ketepy kaymi

> B >

Doc ID: 76918 Rev. 4.0



164 | BD Rhapsody Express KypanblHbIH Kayinci3aik xeHe LeKkTeynep HyCcKayrnbifbl

Backa TaH6anap

TaHba MarblHachl

Karasor nHemipi

[Taifinanany HycKaynapblH KapaHbl3

)
[l

"

:|I Hazik, MyKusT alijanaHbIHbBI3

|44i Kyprak cakransi3

|E Byt sxorapsl
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LLiekTeynep

Kipicne Byn rakpipsinra BD Rhapsody Express KypasibIHBIH HIEKTeYIepi
CUTATTAJIFaH.

Oypbic By kypan Tek 3epTTey MakKcaThIHAa KOJMAaHbIIabl. J{HarHO CTHKAIIBIK

navpanaHy HeMece eMJIey MPOoIeTypaiaphl YIIiH )KapaMaiabl.

BD Rhapsody e JKuHay TYTIKTEPiH apTBIK TOITHIPMAHBI3.

Express »  Kaprpuwmkaepni kaiita naiinananOaHbI3.

KYpPanbiHbIH, ) ]

wekTeynepi ¢ MaraurTepai OemeKTeMeHi3.
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Xannbl XXyneHiH caKTbIK LWapanapbl

Kipicne Byt TaKbIpBINTA JKAJIBI XKYHEHIH CAKTHIK IIapaiapbl CHIIATTaa]Ibl.
BD Rhapsody by kecrene BD Rhapsody Express KypasibIHBIH KaJIIbl CAKTHIK
Express mapajapsl CHIIATTAIIFaH.

KypanbiHbIH

XKannbl CaKTbIK

wapanapbl Kayin | Xannbl XyiieHiH caKTbIK Wapanapbl

A

Kayinrepai 6onasipmay yiiin BD Rhapsody Express kypaiist
OH/IIPYIIIMEH KOPCETUIreHICH Maii1aaHbUTy bl KaKeT.

Doc ID: 76918 Rev. 4.0




Kayincisaik »xeHe wekTeynep | 167

Buonorusanbik Kayincisaik

Kipicne Byt TakpIpbInTa OHOIOTHSIIBIK KayinTi Kypajiaapra YIIbIpay/ablH ajlIblH
airy nrapajgapbl CUIaTTa abl.

Brnonorusnbik

CaKTbIK Wapanap Aﬁgﬁnanbm BuosornsuibiK Karep! bHOIOrHAIBIK .
YJriiepMeH ’KoHe MaTepuanaapMeH OailaHbICTaH oJliMre

amapaTtbiH eNeyii HHPEKIHS KYFYbl MYMKIiH.
BromorHsUTBIK KayinTi Kypaiaap dcepiHe MaaabIKnay YIIiH:

*  buonorusnsIk yarinep He yATiIepMeH KaTbIHACATHIH KypalgapMeH
KYMBIC )KacaraH Ke3/1€ opaiibIM JKaJIbl CaKThIK [IapajapbiH
KOJITaHBIHBI3.

e Em yakpiTTa aypi30€H TaMbI30aHbI3.
*  TuicTi KOpFay KMIMIH KHil, KO3UIAIPIK ITEH KOJIFall TarbIHbI3.

*  bapipIk OHOMOTHSIBIK YIITiIEp MEH MaTepraiapra HHQEKIHs
TacyIlbl PETiHIE KapaHbI3.

*  bapipIk GHONOTHSIIBIK YIITLIEp MEH MaTepuanaap/bl coiikec
epekeriep MeH OHIIPYIIiHIH cullaTTaMallapblHa CYHeHIm
KOJIJIaHBIHBI3.

»  KokbIcTapmbl TacTaraH/a, CAKTHIK [IapaiapblH KaJarasar,
KEPTUTIKTI epexenepi CaKTaHbI3.

*  Tacramac OypbIH, KOKBIC BIIBICHIHBIH KYPaMbIH aFapTKBIIIICH
(xanmer keneMHiH 10%) ne3uHpEKIUAITaHbI3.

e TompIm KeTMeyi YIIiH KOKBIC BIABICHIH KYH CalbIH 00CATHIIT
OTBIPBIHBI3.
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3epTxaHa
Kayincisgiri
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3epTxaHa Kayilci3airi Typaibl aklmapaT YIIiH KeJieci HycKayaapabl
kapanbi3. CLSI xykarrapeiHa www.clsi.org BeO-TopaOBIHIa TaIIChIPBIC
Typanbl aknapaTt Oepyre OOiabl.

Protection of Laboratory Workers from Occupationally Acquired
Infections, Approved Guideline—Fourth Edition. Wayne, PA:
Clinical and Laboratory Standards Institute, 2014. CLSI M29-A4
KYOKaThbl.

Procedures for the Handling and Processing of Blood Specimens
for Common Laboratory Tests; Approved Guideline—Fourth
Edition. Wayne, PA: Clinical and Laboratory Standards Institute,
2010. CLSI GP44-A4 xyxatsbl.

Ke3MeTkepiepai )KyMBICTaFbl OMOJIOTHSUTBIK areHTTep dcepiHe
IMIANABIFYFa KaTBICTHI KaTeplieplieH KoprayablH Eyponansik keHec
nmupektuBackl (2000/54/EC) sxoHe OHBIH THICTI JKEPTLTIKTi @3repreH
HYCKaJIaphbl.



http://www.clsi.org
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CakTbIK XancbipMmanaphbl

Kipicne BD Rhapsody Express KypaJibIHaa CakThIK KaIlChIpMaIaphbl XKOK.
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Drosiba un ierobezojumi

Saja pamaciba ir apskatitas talak noraditas témas.

*  Drosibas parskats (172. Ipp.)
*  Drosibas nosacijumi (173. Ipp.)
* lerobezojumi (175. Ipp.)

*  Visparigie sistémas piesardzibas pasakumi (176. Ipp.)
*  Biologiska drosiba (177. Ipp.)
*  Piesardzibas pasakumu uzlimes (179. Ipp.)

IMSIALV
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Drosibas parskats

levads

Par $o pamacibu

Kur uzglabat So
pamacibu

Instrumenta BD
Rhapsody
Express
lietoSana

Doc ID: 76918 Rev. 4.0

Saja sadala ir sniegts instrumenta BD Rhapsody™ Express droiibas
parskats. Visiem instrumenta BD Rhapsody Express lietotajiem ir
jaizlasa 1 informacija.

Saja pamaciba ir sniegta informacija par drosibas un bridinajuma
uzltmem, vispargjiem sist€mas raditiem apdraud&jumiem, konkrétiem
riskiem, ka ari biologiskajiem apdraudéjumiem.

Saja pamaciba nav ietvertas apkopes procediiras, ki arf apdraudgjumu
vai risku apraksti treSo pusu piederumiem, papildu aparattirai vai
vadibas aprikojumam, ko varat pievienot savam instrumentam vai lietot
kopa ar to. Ipasu apdraud&jumu vai risku aprakstus skatiet tre§as puses
razotaja sniegtaja informacija.

Uzglabajiet So pamacibu instrumenta tuvuma.

*  Rikojieties tikai saskana ar noradijjumiem, kas icklauti $aja
lietoSanas pamaciba.
* Neveiciet instrumenta apkopi vai remontu, ja tas nav 1pasi noradits.

Informaciju par apkopes procediiram skatiet sisteémas lietoSanas
pamaciba.
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Drosibas nosacijumi

levads

Drosibas simboli
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Saja sadala ir sniegti skaidrojumi par pamaciba izmantotajiem
simboliem un apdraudéjumiem. Kaut arf uz instrumenta vai citur
mark&juma Sie simboli parasti ir krasaini, tie var biit arT melnbalti, bet
to nozime ir nemainiga.

Talak ir noraditi pamaciba izmantotie droSibas simboli, lai bridinatu par
iespgjamiem apdraud€jumiem.

Simbols

Nozime

Uzmanibu! Norada, ka lietotajam ir jaskatas lietosanas
instrukcija izklastita svariga piesardzibas informacija,
piem@ram, bridindjumi un piesardzibas pasakumi, ko dazadu
iemeslu dél nevar noradit uz ierices.

Biologiskais apdraudgjums

> B B>

Celsanas apdraudgjums
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Citi simboli

Simbols Nozime

Kataloga numurs

Skatit lietoSanas instrukciju

)
[l

"

i| Trausls, apieties uzmanigi

|44i Uzturét sausu

|E Ar $o0 pusi uz augsu
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lerobezojumi
levads Saja sadala ir aprakstiti instrumenta BD Rhapsody Express
ierobezojumi.

Pareiza lieto$ana Sis instruments paredz&ts tikai izpétei. Tas nav paredzéts diagnostiskam
vai terapeitiskam procediiram.

Instrumenta BD + Neparpildiet savakSanas stobrinus.

Rhapsody *  Nelietojiet kasetnes atkartoti.
Express T
ierobezojumi Neizjauciet magnetus.

Doc ID: 76918 Rev. 4.0



176 | Instrumenta BD Rhapsody Express droSibas un ierobeZojumu pamaciba

Visparigie sistéemas piesardzibas pasakumi

levads

Visparigie
instrumenta
BD Rhapsody
Express
piesardzibas
pasakumi
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Saja sadala ir aprakstiti visparigie sistémas piesardzibas pasakumi.

Saja tabula ir aprakstiti visparigie instrumenta BD Rhapsody Express
piesardzibas pasakumi.

Risks Visparigie sistémas piesardzibas pasakumi

Lai novérstu apdraud&jumu, instruments BD Rhapsody Express
& jalieto saskana ar razotaja noradijumiem.




DrosTba un ierobezojumi | 177

Biologiska drosiba

levads

Biologiskie
piesardzibas
pasakumi
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Saja sadala ir aprakstits, ka izvairties no biologiski bistamu lidzeklu
iedarbibas.

2 Uzmanibu: biologisks apdraudg&jums! Saskarg ar

biologiskajiem paraugiem un materialiem var tikt parnésata
iespgjami navejosa infekceija.

Lai izvairitos no biologiski bistamu lidzeklu iedarbibas, ir janem véra
talak sniegtie noradfjumi.

Darbojoties ar biologiskajiem paraugiem vai instrumentiem, kas
nonak saskarg ar Siem paraugiem, vienmer ieverojiet visparejus
piesardzibas pasakumus.

Pipeti nedrikst izmantot ar muti.

Lietojiet atbilstoSu aizsargapgérbu, aizsargbrilles un cimdus.

Ar visiem biologiskajiem paraugiem un materialiem rikojieties ka
ar potencialiem infekcijas parnésatajiem.

Visus biologiskos paraugus un materialus lictojiet atbilstosi
piemerojamajiem noteikumiem un razotaja specifikacijai.
Atbrivojieties no atkritumiem, veicot atbilstoSus drosibas
pasakumus un saskana ar viet€jiem noteikumiem.

Pirms atkritumu aizvaksanas apstradajiet atkritumu tvertni ar hloru
(10 % no kopgja tilpuma).

Lai noverstu atkritumu tvertnes parpildiSanos, iztukSojiet to katru
dienu.
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Informacija par
drosibu
laboratorija
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Informacijai par drosibu laboratorija skatiet talak mingtos noradijumus.
Klmisko un laboratorijas standartu institiita dokumentus var pasttit
tieSsaisté vietn€ www.clsi.org.

Protection of Laboratory Workers from Occupationally Acquired
Infections,; Approved Guideline—Fourth Edition. Wayne, PA:
Clinical and Laboratory Standards Institute, 2014. CLSI dokuments
M29-A4.

Procedures for the Handling and Processing of Blood Specimens
for Common Laboratory Tests; Approved Guideline—Fourth
Edition. Wayne, PA: Clinical and Laboratory Standards Institute,
2010. CLSI dokuments GP44-A4.

Eiropas Padomes Direktiva par darba némeéju aizsardzibu pret
risku, kas saistits ar biologisku agentu iedarbibu darba vieta (2000/
54/EK), un §ts direktivas attieciga transpon&Sana valsts tiesibu
aktos.



http://www.clsi.org
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Piesardzibas pasakumu uzlimes

levads Uz instrumenta BD Rhapsody Express nav piesardzibas pasakumu
uzlimju.
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Sauga ir apribojimai

Siame vadove aptariamos toliau nurodytos temos.

*  Saugos apzvalga (182 psl.)
*  Sutartinés saugos zymés (183 psl.)
*  Apribojimai (185 psl.)

*  Bendrosios su sistema susijusios atsargumo priemonés (186 psl.)
*  Biologiné sauga (187 psl.)
*  Atsargumo priemoniy etiketés (189 psl.)

M AIANLIIN
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Saugos apzvalga

lvadas Sioje temoje apzvelgiama ,,BD Rhapsody™ Express* prietaiso sauga.
Visi ,,BD Rhapsody Express* prietaiso naudotojai turi perskaityti Sig
informacija.

Apie §j vadova Siame vadove pateikti saugos ir jspéjamuyjy etikeé¢iy, bendryjy su
sistema susijusiy pavojy, konkreciy pavojy bei biologiniy pavojy
apraSymai.

Siame vadove neapragomos prieziiiros procediros jokiems tre¢iosios
Salies priedams, jy keliamai rizikai ir pavojams, taip pat nepateikiami
jrangos, kuri gali buti prijungiama ar naudojama su jiisy prietaisu,
parink¢iy ar tvarkymo jrangos pavojingumo ar rizikos apraSymai.
Konkreciy pavojy aprasSymy ieskokite treciosios Salies gamintojo
pateiktoje informacijoje.

Kur laikyti §j Si vadova laikykite greta prietaiso kaip pagalbing priemone.
vadova

»BD Rhapsody *  Prietaisa naudokite, kaip nurodyta naudotojo vadove.

Ex_pre_ss *  Nevykdykite jokiy jprastos ir techninés prietaiso priezitiros
prletalfo procediry, iSskyrus specialiai nurodytasias. Informacijos apie
naudojimas

prieziliros procediras ieSkokite sistemos naudotojo vadove.
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Sutartinés saugos zymeés

lvadas

Saugos simboliai

Doc ID: 76918 Rev. 4.0

Si tema apima §iame vadove naudojamy simboliy ir vartojamy pavojy
terminy apraSymus. Nors §ie simboliai ant prietaiso ar kity etike¢iy gali
biiti spalvoti, kitur jie gali buti atspausdinti nespalvoti, taciau jy reikSme
iSlieka ta pati.

Toliau pateikti Siame vadove naudojami saugos simboliai, skirti jspéti
apie galima pavojy.

Simbolis | Reik§mé

Persp¢jimas. Nurodoma, kad svarbios perspéjamosios
informacijos, pvz., ispéjimy ir atsargumo priemoniy, kuri dél
jvairiy priezas¢iy negali buti pateikta ant paties prietaiso,
naudotojas turi ieSkoti naudojimo instrukcijose.

Biologinis pavojus

Pavojus keliant

> B B>
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Kiti simboliai

Simbolis ReikS§meé

Katalogo numeris

Zr. naudojimo instrukcijas

)
[l

"

i| Trapu, elgtis atsargiai

|44i Laikyti sausai

|E Si pusé aukstyn
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Apribojimai

lvadas Sioje temoje pateikiami ,,BD Rhapsody Express* prietaiso apribojimai.
Tinkamas Sis prietaisas naudojamas tik moksliniy tyrimy tikslais. Nenaudoti
naudojimas diagnostinéms arba terapinéms procediiroms atlikti.

»BD Rhapsody *  Neperpildykite surinkimo mégintuvéliy.

Ex_pre_ss“ «  Kaseciy nenaudokite pakartotinai.
prietaiso . )
apribojimai *  NeiSardykite magnety.
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Bendrosios su sistema susijusios
atsargumo priemonés

Jvadas

,»BD Rhapsody
Express“
prietaiso
bendrosios
atsargumo
priemonés
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Si tema apima bendrasias su sistema susijusias atsargumo priemones.

Sioje lenteléje pateikiamos ,,BD Rhapsody Express® prietaiso
bendrosios atsargumo priemongs.

Pavojus

Bendrosios su sistema susijusios atsargumo
priemonés

A

,.BD Rhapsody Express* prietaisg reikia naudoti taip, kaip
nurodo gamintojas, kad i§vengtuméte pavojaus.
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Biologiné sauga

lvadas Si tema apima nurodymus, kaip i$vengti biologinj pavojy keliangiy
medziagy poveikio.

Biologinés

atsargumo Atsargiai: biologinis pavojus! Lieciantis prie biologiniy

priemoneés @ meéginiy ir medziagy galima pernesti potencialiai mirting
infekcija.

Kad i$vengtuméte biologiniy pavojy kelian¢iy medziagy poveikio,

paisykite toliau pateikty nurodymy.

*  Dirbdami su biologiniais méginiais ar prietaisais, kuriais lieciate
tokj meéginj, visada imkités universaliy atsargumo priemoniy.

* Niekada netraukite pipetés burna.

»  Dévékite tinkamus apsauginius drabuZius, uzsidékite akinius ir
muvékite pirstines.

*  Su visais biologiniais méginiais ir medziagomis dirbkite taip, lyg
jie galéty pernesti infekcija.

e Suvisais biologiniais méginiais ir medziagomis dirbkite
laikydamiesi taikomy taisykliy ir gamintojo specifikacijy.

*  Atliekas Salinkite taikydami tinkamas atsargumo priemones ir
vadovaudamiesi vietinémis taisyklémis.

*  Pries i§pildami atlieky konteinerio turinj, ji apdorokite balikliu
(10 % viso tiirio).

»  Atlieky konteinerj iStustinkite kasdien, kad jis nepersipildyty
atliekomis.
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Informacija apie
laboratorijos
sauga
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Informacijos apie laboratorijos saugg zr. toliau pateiktuose
nurodymuose. CLSI dokumenty galima uzsisakyti internete adresu
www.clsi.org.

*  Protection of Laboratory Workers from Occupationally Acquired
Infections, Approved Guideline—Fourth Edition. Wayne, PA:
Clinical and Laboratory Standards Institute, 2014. CLSI
dokumentas M29-A4.

*  Procedures for the Handling and Processing of Blood Specimens
for Common Laboratory Tests; Approved Guideline—Fourth
Edition. Wayne, PA: Clinical and Laboratory Standards Institute,
2010. CLSI dokumentas GP44-A4.

*  Europos Tarybos direktyva dél darbuotojy apsaugos nuo rizikos,
kylancios dél biologiniy medziagy poveikio darbe, (2000/54/EB) ir
ja igyvendinantys teisés aktai atitinkamoje Salyje.



http://www.clsi.org
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Atsargumo priemoniy etiketés

lvadas ,.BD Rhapsody Express® prietaisas neturi atsargumo priemoniy
etikeCiy.
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Sikkerhet og begrensninger

Denne veiledningen omfatter folgende avsnitt:

e Sikkerhetsoversikt (side 192)

e Sikkerhetskonvensjoner (side 193)

e Begrensninger (side 195)

¢  Generelle forholdsregler for systemet (side 196)
* Biologisk sikkerhet (side 197)

¢ Forholdsregelmerking (side 199)
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Sikkerhetsoversikt

Innledning

Om denne
veiledningen

Hvor skal denne
veiledningen
oppbevares?

Bruk av
BD Rhapsody
Express-
instrumentet
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Dette avsnittet inneholder en oversikt over sikkerheten for
BD Rhapsody™ Express-instrumentet. Alle brukere av
BD Rhapsody Express-instrument ma lese denne informasjonen.

Denne veiledningen beskriver sikkerhets- og advarselsmerking,
generelle systemfarer, saerskilte risikoer og farer ved biologisk
materiale.

Denne veiledningen omfatter ikke vedlikeholdsprosedyrer eller
beskrivelser av fare eller risiko for noe tredjepartstilbeheor,
-maskinvarealternativ eller -handteringsutstyr som kan kobles til
eller brukes sammen med instrumentet. Se informasjonen fra
tredjepartsprodusenten for beskrivelser av saerskilte farer eller
risikoer.

Oppbevar denne veiledningen nzer instrumentet, slik at du har den
tilgjengelig.

¢ Instrumentet skal kun brukes som angitt i brukerveiledningen.

e Ikke utfer annet vedlikehold eller service pd instrumentet enn
det som er spesifikt angitt. Se i systemets brukerveiledning for
vedlikeholdsprosedyrer.
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Sikkerhetskonvensjoner

Innledning

Sikkerhetssymboler
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I dette avsnittet beskrives symbolene og fareuttrykkene som brukes
i denne veiledningen. Selv om disse symbolene kan vises i farger pa
instrumentet eller i annen merking, kan de skrives ut i svart og
hvitt. Deres betydning forblir uendret.

Folgende sikkerhetssymboler brukes i denne veiledningen for &
varsle deg om potensielle farer.

Symbol

Betydning

Forsiktig. Indikerer at brukeren ma se i bruksanvisningen
for 4 fa viktig informasjon om advarsler og forholdsregler
som av ulike drsaker ikke kan oppgis pa selve enheten.

Biologisk risiko

2dl

Loftefare
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Andre symboler
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Symbol

Betydning

Katalognummer

)
[l

"

Se bruksanvisningen

M

Skjer, behandles med forsiktighet

-

Holdes tort

il

Denne side opp
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Begrensninger

Innledning I dette avsnittet beskrives begrensninger for BD Rhapsody Express-
instrumentet.

Riktig bruk Dette instrumentet er bare beregnet pa bruk til forskning. Skal ikke

brukes i diagnostiske eller terapeutiske prosedyrer.

BD Rhapsody
Express-instrument—
begrensninger

Ikke fyll for mye i provererene.
Ikke bruk kassetter pa nytt.

Ikke demonter magnetene.
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Generelle forholdsregler for systemet

Innledning I dette avsnittet beskrives generelle forholdsregler for systemet.

Generelle I denne tabellen beskrives generelle forholdsregler for
forholdsregler for  BD Rhapsody Express-instrument.

BD Rhapsody
Express-instrument

Risiko

Generelle forholdsregler for systemet

A

For & hindre farer skal BD Rhapsody Express-instrument
benyttes slik det er angitt av produsenten.
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Biologisk sikkerhet

Innledning I dette avsnittet beskrives det hvordan du forhindrer eksponering
for biologiske risikomaterialer.

Biologiske
forholdsregler Forsiktig: Biologisk risiko! Kontakt med biologiske
@ prover og materialer kan overfare potensielt dedelige
infeksjoner.

Slik hindrer du eksponering for biologiske risikomaterialer:

e Ta alltid allmenne forholdsregler ved handtering av biologiske
prover eller instrumenter som er i kontakt med proven.

e Det skal aldri pipetteres med munnen.
e  Bruk egnede vernekler, vernebriller og vernehansker.

* Handter alle biologiske prover og materialer som om de kan
overfore smitte.

¢ Alle biologiske prover og materialer skal handteres i henhold
til gjeldende bestemmelser og produsentens spesifikasjoner.

e Kast avfall i henhold til aktuelle forholdsregler og lokale
bestemmelser.

e Tilsett blekemiddel til innholdet i avfallsbeholderen (10 % av
totalt volum) for innholdet kastes.

e Unnga at avfallsbeholderen flommer over ved 4 temme
avfallsbeholderen daglig.
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Informasjon om

Doc ID: 76918 Rev. 4.0

Se folgende retningslinjer for informasjon om sikkerhet
laboratoriesikkerhet i laboratoriet: CLSI-dokumentene kan bestilles elektronisk pa
www.clsi.org.

Protection of Laboratory Workers from Occupationally
Acquired Infections; Approved Guideline — Fourth Edition.
Wayne, PA: Clinical and Laboratory Standards Institute, 2014.
CLSI-dokument M29-A4.

Procedures for the Handling and Processing of Blood
Specimens for Common Laboratory Tests; Approved
Guideline — Fourth Edition. Wayne, PA: Clinical and
Laboratory Standards Institute, 2010. CLSI-dokument
GP44-A4.

EU-direktiv om vern av arbeidstakere mot fare ved a vere
utsatt for biologiske agenser pd arbeidsplassen (2000/54/EF)
og relevante nasjonale oversettelser.



http://www.clsi.org
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Forholdsregelmerking

Innledning BD Rhapsody Express-instrumentet har ingen forholdsregelmerking.
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Denne siden er tom med hensikt



Bezpieczenstwo i ograniczenia

Niniejszy podrgcznik zawiera nastgpujace tematy:

*  Omowienie bezpieczenstwa (str. 202)

»  Konwencje dotyczace bezpieczenstwa (str. 203)

*  Ograniczenia (str. 205)

e Ogolne srodki ostroznosci dotyczace systemu (str. 206)
*  Bezpieczenstwo biologiczne (str. 207)

»  Etykiety ostrzegawcze (str. 209)
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Omoéwienie bezpieczenstwa

Wprowadzenie

Informacje
o podreczniku

Gdzie
przechowywaé
hiniejszy
podrecznik

Korzystanie

z urzadzenia
BD Rhapsody
Express
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W tym temacie omowiono kwestie bezpieczenstwa zwiazane
z urzadzeniem BD Rhapsody™ Express. Informacje te powinni
przeczyta¢ wszyscy uzytkownicy urzadzenia BD Rhapsody Express.

Niniejszy podrecznik zawiera opis etykiet bezpieczenstwa
i ostrzegawczych, ogolnych zagrozen zwigzanych z systemem,
konkretnych niebezpieczenstw oraz zagrozen biologicznych.

Podrgcznik nie zawiera procedur konserwacji lub opisow zagrozen badz

niebezpieczenstw zwigzanych z jakimikolwiek akcesoriami firm
trzecich, opcjami sprzgtowymi lub sprzgtem pomocniczym, ktory

mozna dotaczy¢ do niniejszego urzadzenia lub z nim stosowac. Zobacz

informacje dostarczone przez innych producentéw na temat
specyficznego zagrozenia lub opisdéw ryzyka.

Podrecznik nalezy przechowywaé w poblizu urzadzenia.

*  Uzywaé wylacznie zgodnie z instrukcjami zawartymi
w podregczniku uzytkownika.

*  Nie nalezy przeprowadza¢ czynnosci konserwacyjnych ani
serwisowych oprzyrzadowania innych niz wyraznie podane.

Procedury konserwacji mozna znalez¢ w podreczniku uzytkownika

systemu.
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Konwencje dotyczace bezpieczenstwa

Wprowadzenie W tym temacie opisano symbole i nazewnictwo zagrozen stosowane
w niniejszym podrgczniku. Te symbole na samym urzadzeniu lub
innych etykietach moga by¢ kolorowe, natomiast w podrgczniku moga
by¢ drukowane w postaci czarno-biatej; ich znaczenie jest w obu
przypadkach takie samo.

Symbole W niniejszym podreczniku stosowane sa nastgpujace symbole
bezpieczenstwa bezpieczenstwa, ktore majg ostrzegaé uzytkownika przed mozliwymi
zagrozeniami.

Symbol | Znaczenie

uzytkownika z waznymi informacjami, takimi jak ostrzezenia
i $rodki ostroznosci, przedstawionymi w instrukcji obstugi,
poniewaz z r6znych powoddw nie mogly zosta¢ umieszczone
na urzadzeniu.

2 Przestroga. Wskazuje konieczno$¢ zapoznania si¢ przez

Zagrozenie biologiczne.

Zagrozenie dotyczace podnoszenia.

P> P
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Inne symbole

Symbol Znaczenie

Numer katalogowy

Nalezy zapoznac si¢ z instrukcja obstugi

)
[l

"

i| Kruche, obchodzi¢ si¢ ostroznie

|44i Chroni¢ przed wilgocia

|E Ta strong w gore
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Ograniczenia
Wprowadzenie W tym temacie opisano ograniczenia dotyczace urzadzenia
BD Rhapsody Express.
Prawidiowe To urzadzenie jest przeznaczone wytacznie do zastosowan badawczych.
uzycie Nie stosowa¢ w procedurach diagnostycznych i leczniczych.
Ograniczenia *  Nie przepehia¢ probowek.
urzadzenia *  Nie uzywac ponownie wktadow.
BD Rhapsody ) . )
Express *  Nie rozmontowywac magnesow.
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Ogodlne srodki ostroznosci dotyczace

systemu

Wprowadzenie

Ogolne srodki
ostroznosci
dotyczace
urzadzenia
BD Rhapsody
Express
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W tym temacie opisano ogdlne $rodki ostrozno$ci dotyczace systemu.

W tej tabeli opisano ogodlne srodki ostroznosci dotyczace urzadzenia
BD Rhapsody Express.

Ryzyko

Ogdlne srodki ostroznosci dotyczace systemu

A

By zapobiec zagrozeniom, urzadzenie BD Rhapsody Express
musi by¢ uzywane zgodnie ze wskazaniami producenta.
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Bezpieczenstwo biologiczne

Wprowadzenie W tym temacie opisano, w jaki sposob unikna¢ narazenia na czynniki
stanowiace zagrozenie biologiczne.

Srodki

ostroznosci Przestroga: zagrozenie biologiczne! Kontakt z probkami
dotyczace @ oraz materiatami biologicznymi moze przenosi¢
zagrozen potencjalnie $miertelne zakazenia.

biologicznych S . . . N .
9 y By unikna¢ narazenia na substancje stanowigce zagrozenie biologiczne:

*  Podczas pracy z probkami biologicznymi lub przyrzadami
majacymi kontakt z probka nalezy stosowa¢ uniwersalne §rodki
ostroznosci.

*  Nigdy nie pipetowac¢ ustami.

*  Nosi¢ odpowiednig odziez ochronna, okulary i rekawiczki.

*  Wszystkie probki materialow biologicznych nalezy traktowac jako
mogace przenosi¢ zakazenie.

e Ze wszystkimi probkami i materiatami biologicznymi nalezy si¢
obchodzi¢ zgodnie z obowigzujacymi przepisami i specyfikacjami
producenta.

*  Zlewki nalezy utylizowac z zachowaniem stosownych srodkow
ostroznosci i zgodnie z lokalnymi przepisami.

*  Zawarto$¢ pojemnika na zlewki nalezy przed usuni¢ciem zalaé
ptynem odkazajacym (w ilosci 10% lacznej objgtosci).

* By zapobiec przepehieniu zbiornika na zlewki i wylaniu jego
zawartosci, nalezy go oproznia¢ codziennie.
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Informacje
dotyczace
bezpieczenstwa

pracy
w laboratorium
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Informacje na temat bezpieczenstwa pracy w laboratorium sa zawarte
w wytycznych wymienionych ponizej. Dokumenty CLSI mozna
zamawia¢ online na stronie www.clsi.org.

*  Protection of Laboratory Workers from Occupationally Acquired
Infections, Approved Guideline—Fourth Edition. Wayne, PA:
Clinical and Laboratory Standards Institute, 2014. Dokument CLSI
M29-A4.

*  Procedures for the Handling and Processing of Blood Specimens
for Common Laboratory Tests; Approved Guideline—Fourth
Edition. Wayne, PA: Clinical and Laboratory Standards Institute,
2010. Dokument CLSI GP44-A4.

*  Dyrektywa Rady Europy w sprawie ochrony pracownikow przed
ryzykiem zwigzanym z narazeniem na dziatanie czynnikow
biologicznych w miejscu pracy (2000/54/WE) i jej narodowe
dostosowania.



http://www.clsi.org
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Etykiety ostrzegawcze

Wprowadzenie Urzadzenie BD Rhapsody Express nie posiada etykiet ostrzegawczych.

Doc ID: 76918 Rev. 4.0



Strona celowo pozostawiona pusta



Seguranca e restricoes

Este guia inclui os seguintes topicos:

® Descricao geral da seguranca (pdgina 212)
e Convengdes de seguranga (pagina 213)

e Restrigcdes (pagina 215)

e PrecaugOes gerais do sistema (pagina 216)
e Segurancga bioldgica (pdgina 217)

¢ Etiquetas de precaucio (pigina 219)

Doc ID: 76918 Rev. 4.0




212 | Manual de seguranca e restricdes da utilizacdo do instrumento BD Rhapsody Express

Descricao geral da seguranca

Introducao

Acerca deste
manual

Onde guardar este
manual

Utilizacdo do
instrumento

BD Rhapsody
Express
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Este topico fornece uma descri¢ao geral dos aspetos de seguranga
do instrumento BD Rhapsody™ Express. Todos os utilizadores do
instrumento BD Rhapsody Express devem ler estas informacgdes.

Este manual descreve as etiquetas de segurancga e adverténcia, os
perigos gerais do sistema, os riscos especificos, bem como os
perigos bioldgicos.

Este manual no inclui procedimentos de manutengio, descri¢oes
de perigos ou riscos para acessorios de outros fabricantes, opgoes
de hardware ou instrug¢des quanto ao manuseamento de outros
equipamentos que possa acoplar ou utilizar com este equipamento.
Consulte as informacdes fornecidas pelo fabricante de outros
equipamentos para conhecer as descri¢des de perigos ou riscos
especificas.

Guarde este manual junto ao equipamento para consulta.

e Utilize apenas conforme indicado no manual do utilizador.

e Naio realize operagoes de manutengao do equipamento nem
procedimentos de assisténcia, exceto os especificamente
indicados. Consulte o0 manual do utilizador do sistema para
conhecer os procedimentos de manutengao.
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Convencoes de seguranca

Introducao Este topico descreve os simbolos e termos de perigo utilizados
neste manual. Apesar de estes simbolos poderem aparecer a cores
no equipamento ou noutros rétulos, os mesmos podem ser
impressos a preto e branco; o seu significado mantém-se

inalterado.
Simbolos de Os seguintes simbolos de seguranca sdo utilizados neste manual
seguranca para alertar o utilizador em relacdo a perigos potenciais.

Simbolo | Significado

Cuidado. Indica que o utilizador deve consultar as
A instrucoes de utilizagdo relativamente a informagoes de
aviso importantes como, por exemplo, adverténcias e

precaucdes que nio podem, por diversos motivos, ser
apresentadas no dispositivo propriamente dito.

Perigo biolégico

Perigo ao levantar

2dl 2
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Outros simbolos
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Simbolo

Significado

Numero de catdlogo

)
[l

"

Consultar as instrugoes de utilizagio

M

Fragil, manusear com cuidado

-

Manter seco

il

Este lado para cima




Restricoes
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Introducao

Utilizacao
adequada

Restricoes do
instrumento
BD Rhapsody
Express
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Este topico descreve as restri¢des do instrumento BD Rhapsody
Express.

Este equipamento destina-se a utilizacdo exclusiva em investigacio.
Nio se destina a utilizagdo em procedimentos terapéuticos ou de
diagnostico.

N3io encha os tubos de colheita em excesso.
e Naio reutilize os cartuchos.

Nio desmonte os imanes.
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Precaucdes gerais do sistema

Introducao

Este topico descreve as precaucdes gerais do sistema.

Precaugdes geraisa Esta tabela descreve as precaugoes gerais a tomar na utiliza¢ao do

tomar na utilizacao

do instrumento
BD Rhapsody
Express
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instrumento BD Rhapsody Express.

Risco

Precaucodes gerais do sistema

A

Como medida de preveng¢io contra perigos, o instrumento
BD Rhapsody Express deve ser utilizado conforme
especificado pelo fabricante.
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Seguranca bioldgica

Introducao Este topico descreve a forma de evitar a exposi¢do a agentes
biolégicos.

Precaucoes ) ) ) )

biolégicas Cuidado: Perigo bioldgico! O contacto com amostras e
@ materiais biol6gicos pode transmitir uma infecio

potencialmente fatal.
Para evitar a exposi¢do a agentes biologicos perigosos:

e Aplique sempre as precaucoes universais quando manipular
amostras bioldgicas ou instrumentos que entrem em contacto
com a amostra.

¢ Nunca pipete com a boca.
e Utilize vestuario, 6culos e luvas de prote¢io adequados.

*  Manuseie todas as amostras e materiais bioldgicos como se
fossem passiveis de transmitir infecoes.

e Manuseie todas as amostras e materiais biologicos em
conformidade com os regulamentos e especificagoes do
fabricante aplicaveis.

e Proceda a eliminagdo dos residuos tomando as devidas
precaugOes, de acordo com os regulamentos locais.

e Aplique lixivia (10% do volume total) ao contetido do
recipiente de residuos antes da eliminac3o.

e Evite o extravasamento de residuos esvaziando o reservatdrio
de residuos diariamente.
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Informacdes sobre
a seguranca
laboratorial
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Para obter informacdes sobre seguranca laboratorial, consulte as
instrucOes presentes nas seguintes publica¢des. Os documentos
CLSI podem ser encomendados online em www.clsi.org.

Protection of Laboratory Workers from Occupationally
Acquired Infections; Approved Guideline—Fourth Edition.
Wayne, PA: Clinical and Laboratory Standards Institute, 2014.
Documento CLSI M29-A4.

Procedures for the Handling and Processing of Blood
Specimens for Common Laboratory Tests; Approved
Guideline—Fourth Edition. Wayne, PA: Clinical and
Laboratory Standards Institute, 2010. Documento CLSI
GP44-A4.

Diretiva do Conselho Europeu sobre a protecio dos
trabalhadores contra riscos relacionados com a exposi¢do a
agentes biologicos no local de trabalho (2000/54/CE) e
respetivas transposi¢oes nacionais relevantes.



http://www.clsi.org
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Etiquetas de precaucao

Introducao O instrumento BD Rhapsody Express ndo possui etiquetas de
precaucao.
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Siguranta si limitari

Acest ghid include urmatoarele capitole:
*  Prezentarea informatiilor referitoare la siguranta (pagina 222)

+  Conventii de siguranta (pagina 223)
*  Limitari (pagina 225)

e Masuri generale de precautie cu privire la sistem (pagina 226)
*  Siguranta biologica (pagina 227)
»  Etichete de precautie (pagina 229)

A4

~

VYNVYINOX
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Prezentarea informatiilor referitoare la
siguranta

Introducere Acest capitol furnizeaza o prezentare a informatiilor referitoare la
siguranta pentru instrumentul BD Rhapsody™ Express. Toti utilizatorii
instrumentului BD Rhapsody Express trebuie sa citeasca aceste

informatii.
Despre acest Acest ghid furnizeaza descrierea etichetelor de siguranta si de
ghid avertizare, a pericolelor generale ale sistemului, a riscurilor specifice si

a pericolelor biologice.

Acest ghid nu include proceduri de intretinere sau descrieri ale
pericolelor sau riscurilor pentru accesorii, componente optionale
hardware sau echipamente de manipulare terte pe care le-ati putea atasa
la sau utiliza cu instrumentul dumneavoastra. Consultati informatiile
oferite de producatorul tert cu privire la descrierile pericolelor sau
riscurilor specifice.

Unde trebuie Pastrati acest ghid in apropierea instrumentului, pentru a putea fi
pastrat acest consultat.

ghid

Utilizarea «  Utilizati-o numai In conformitate cu manualul de utilizare.

instrumentului
BD Rhapsody
Express

*  Nu efectuati operatii de intretinere sau de service asupra
instrumentelor, cu exceptia celor precizate in mod specific.
Consultati manualul de utilizare a sistemului pentru procedurile de
intretinere.
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Siguranta si limitari | 223

Conventii de siguranta

Introducere Acest capitol descrie simbolurile si terminologia referitoare la pericole,
care se regasesc 1n acest ghid. Desi aceste simboluri pot sd apara in
culori pe instrument sau pe alte etichete, sau pot sa fie imprimate alb-
negru, semnificatia lor este aceeasi.

Simboluri de Urmatoarele simboluri de siguranta sunt utilizate in acest manual pentru
siguranta a va avertiza cu privire la pericolele potentiale.

Simbol | Semnificatie

Atentie. Indica necesitatea ca utilizatorul sa consulte
instructiunile de utilizare, pentru a afla informatii importante de
atentionare, precum avertizari si masuri de precautie care, din
diverse motive, nu pot fi prezentate pe dispozitivul insusi.

Pericol biologic

Pericol la ridicare

> B >
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Alte simboluri

Doc ID: 76918 Rev. 4.0

Semnificatie

Numar de catalog

Consultati instructiunile de utilizare

Fragil, a se manipula cu grija

A se mentine uscat

Orientati aceastd parte in sus
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Limitari

Introducere Acest capitol descrie limitarile instrumentului BD Rhapsody Express.

Utilizarea corecta Acest instrument trebuie utilizat numai in scopuri de cercetare. Nu
trebuie utilizat pentru stabilirea unui diagnostic sau in scop terapeutic.

Limitarile *  Nu supraincarcati eprubetele de colectare.
instrumentului

BD Rhapsody ) B
Express *  Nu dezasamblati magnetii.

*  Nu reutilizati cartusele.
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Masuri generale de precautie cu privire la

sistem

Introducere Acest capitol descrie masurile generale de precautie cu privire la sistem.
Masurile Acest tabel descrie masurile generale de precautie cu privire la
generale de instrumentul BD Rhapsody Express.

precautie pentru

instrumentul

BD Rhapsody Risc Masuri generale de precautie cu privire la sistem
Express
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A

Pentru a preveni pericolele, instrumentul BD Rhapsody Express
trebuie utilizat conform specificatiilor producatorului.
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Siguranta biologica

Introducere

Masuri de
precautie
impotriva
pericolelor
biologice
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Acest capitol descrie modurile 1n care poate fi evitatd expunerea la
agenti care prezinta pericol biologic.

materialele biologice se pot transmite infectii potential

2 Atentie: pericol biologic! Prin contactul cu esantioanele si
fatale.

Pentru a preveni expunerea la agenti ce prezinta pericol biologic:

»  Utilizati intotdeauna masuri universale de precautie atunci cand
manevrati esantioane biologice sau instrumente ce intra in contact
cu esantioanele.

*  Nu picurati niciodata cu gura.
«  Utilizati manusi, ochelari si imbracaminte de protectie
corespunzatoare.

* Manevrati toate esantioanele si materialele biologice ca si cum ar
putea transmite infectii.

* Manevrati toate esantioanele si materialele biologice in
conformitate cu reglementarile in vigoare si cu specificatiile
producitorului.

*  Eliminati reziduurile respectand masurile de precautie
corespunzatoare si in conformitate cu reglementarile locale.

+  Inainte de aruncare, expuneti continutul containerului de reziduuri
la tnalbitor (10 % din volumul total).

» Impiedicati deversarea reziduurilor prin golirea zilnica a
containerului de reziduuri.
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Informatii privind Pentru informatii privind siguranta in laborator, consultati urmatoarea
bibliografie. Documentele CLSI pot fi comandate online pe
www.clsi.org.

siguranta in
laborator
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Protection of Laboratory Workers from Occupationally Acquired
Infections, Approved Guideline—Fourth Edition. Wayne, PA:
Clinical and Laboratory Standards Institute, 2014. Documentul
CLSI M29-A4.

Procedures for the Handling and Processing of Blood Specimens
for Common Laboratory Tests; Approved Guideline—Fourth
Edition. Wayne, PA: Clinical and Laboratory Standards Institute,
2010. Documentul CLSI GP44-A4.

Directiva Consiliului European privind protectia lucratorilor
impotriva riscurilor expunerii la agenti biologici la locul de munca
(2000/54/CE) si reglementarile relevante de la nivel local.



http://www.clsi.org
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Etichete de precautie

Introducere Instrumentul BD Rhapsody Express nu are etichete de precautie.
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JlaHHOE PYKOBOJICTBO COCTOMT U3 CIICAYIONINX PA3/CIIOB:

*  0O030p TexHHKH O6e30macHocTu (CTp. 232)

*  VYcioBHBIC 0003HAYCHUS, CBSI3aHHBIC ¢ 0€30MacHOCThIO (cTp. 233)

e Orpannuenns (cTp. 235)
e OOuume Mephl IPeIO0CTOPOKHOCTH TIPH paboTe ¢ cuctemoii (ctp. 236)
*  Buonornveckas 6e30macHOCTb (cTp. 237)

* TIIpemocrteperarommue dTHKETKH (cTp. 239)

UNADDAd
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O630p TeXHMKN Oe30nacHOCTHU

BBeaeHue

06 aTom
pykoBoAacTBe

MecTo xpaHeHus
OaHHoro
pykoBoAacTBa

Akcnnyarauus
npubopa

BD Rhapsody
Express

Doc ID: 76918 Rev. 4.0

B nanHOM pasnerne mpuBeneH 0030p TEXHUKU 0€30MacHOCTH pubdopa
BD Rhapsody™ Express. Bce mons3oBarenu npudopa BD Rhapsody
Express TOMKHBI 03HAKOMUTBCS € 3TOU MHPOpMAIHEH.

B HacTosiieM pyKoBOICTBE ITPHUBEICHBI ONMCAHUS STHKETOK

C IPEAYNPESKACHISIMHI U 3aMEYaHIAMH 10 O€301acHOCTH, 00IINX
OTIACHOCTEH CHCTEMBI, CIIEU(PHIECKUX PUCKOB, a TAKXKE
OMOIOTHYECKUX YTPO3.

Hacrosimee pyKoBOJCTBO He BKITIOYAET IPOIEAYPHI 00CITY)KUBaHHUSA,

a Tak)Ke OMMCAHUs YIPO3 U PUCKOB, KOTOPBIE MPEACTABIISIOT
aKceccyaphbl, JOTOJIHUTENbHOE 000py0BaHNE MIIH BCIIOMOTATEIbHOE
000pyI0BaHHE CTOPOHHUX IMPOU3BOIUTEINCH, MTOIKITIOYaeMbIE K CHCTEME
WJIM MCTIONTb3yeMbIe ¢ Hell. THbopMaIiio o KOHKPETHBIX yTrpo3ax

1 PHCKaX CM. B PYKOBOJCTBAaX COOTBETCTBYIONINX CTOPOHHUX
MPOU3BOAUTENCH.

XpaHHTE 3TO PYKOBOACTBO PSAAOM C ITPUOOPOM JUTsl 00JIeTUeHHS
JIOCTyHa K CIIPaBOYHOM MH(OpMAIIH.

*  Ilpu pabote ¢ mprbGOPOM HEOOXOIUMO CIICIOBATH PYKOBOJCTBY
TIOJTb30BATEIS.

*  He BBINOJHANTE PEMOHT UITH TEXHUYIECKOE 00CITy)KUBAHUEC
puodopa crocoOOoM, OTIIMYHBIM OT YKa3aHHOTO B PYKOBOJICTBE.
[Mpoteaypsl TEXHUUECKOTO 0OCITY)KUBAHUSI CM. B PYKOBOZICTBE
TOJTb30BATEIISL.
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YcnoBHble 06003Ha4YeHUs1, CBA3aHHbIe
c 6e3onacHoOCTbLIO

BeepneHue B aTOM pasperne onucaHbl UCTIOIb3yeMbIe B PYKOBOICTBE CHMBOJIBI
n o0o3HaueHus yrpo3. HecMoTpst Ha TO 4TO Ha MpuOOpe M IPyroit
MapKUPOBKE HHOT/IA UCTIOIB3YIOTCS LIBETHBIE CUMBOJIBI, TIPH YePHO-
0eJoii meyaT UX 3HaUYCHHE OCTACTCS HEM3MEHHBIM.

CumBonbl I[J'IH MNpeaynpeKACHNA O MOTCHUHUAJIIBHBIX YIPO3ax B JaHHOM
6e3onacHocTU PYKOBOACTBE UCIIOJIB3YIOTCA CICAYIOMINE CUMBOJIBI.

CumBon | 3HavyeHue

C BaKHOH npenynpexaromneii napopManuei B pyKOBOACTBE
TI0 SKCIUTyaTalu, HAIPAMEp ¢ IPEIYIPExKIACHUSIMA U MEPAMH
TIPEI0CTOPOKHOCTH, KOTOPBIE 10 Py IPUIMH HE MOTYT OBITH
MPHUBEAEHBI HETOCPEACTBEHHO Ha MpHbope

2 Buumanue! YkasbiaeT Ha H606X0,Z[PIMOCTI> O3HAaKOMHUTLCA

Bburonornueckas ormacHOCTh

OnacHOCTh MPH OABEME

P> P
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Mpoune
CUMBOIJbI
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CumBon

3HauyeHue

Howmep no xaranory

)
[l

"

O3HAKOMBTECH C PYKOBOJCTBOM 10 9KCILTyaTaIlnu

M

Xpynkwuii Tpy3, 00panatbCs ¢ OCTOPOKHOCTHIO

-

bepeus ot Baru

il

BerHSIS[ CTOpOHa
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OrpaHunyeHus

BBeneHue B nannoMm pazznere onucansl orpannuenus npubopa BD Rhapsody
Express.

Haanexauiee OTOoT NpNUOOpP NpeaHa3HaueH TOIBKO ISl HAyYHBIX HCCIIETOBAHHM.

ucnonb3oBaHue IIpubop He MpexHa3HAYEH IS HCIONB30BAHMS B AUATHOCTHUECKHIX HITH
TEPATeBTHICCKUX MPOLEaypax.

OrpaHuyeHus e IIpobupku mist cbopa 0Opa3IoB HE JOHKHBI TIEPETIOTHATHCS.
npubopa *  KapTpumku He OAIe)KaT HOBTOPHOMY HCITOTh30BAHUIO.

BD Rhapsody .

Express *  He pa3bupaiite MarHuThl.
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OOwume mepbl NPEeOOCTOPOXKHOCTHU
npu paborte ¢ cCUCTEMOM

BeepneHue B nanHOM pazzesie onucaHbl 00LIHe MEPhI MPEIOCTOPOKHOCTH PU
paboTe ¢ CUCTEMO.

O6wme mMepbl B nanHO#1 Tabnuie omrcaHbl 00LIME MEPBI MPETOCTOPOKHOCTH MTPU
npeaocToOpOX- pabote ¢ mpubopom BD Rhapsody Express.

HOCTM Npun
pabote ¢

npubopom
BD Rhapsody OnacHocTb

O6wue Mepbl NPegOCTOPOXHOCTU Npu paboTe
C cucrtemom

Express

s mpodMIIaKTHKY OTIACHBIX CUTYalUi mpruoop
BD Rhapsody Express ciemyeT ucrons3oBarh B
COOTBETCTBUH C HHCTPYKIMSIMH IIPOM3BOJUTEIS
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Buonornyeckasa 6e3onacHoOCTb

BBe,qu ne B JaHHOM pas3aeje OInucaHo, Kak n30exKarhb BO3H€ﬁCTBHH OHOJIOTHYECKU
OITIaCHBIX BCHICCTB.

TexHuka
6UONOrM4YecKomn Buumanue! buonornyeckas onacHocts! JItoObie
6e30MacCHOCTU Ouonorudeckue oOpasibl U MaTEPHAIIBI IPU KOHTAKTE MOTYT

mepeaaBaTh MOTEHIIMAIHHO CMEPTEIbHBIC HH(EKITHH.
[IpenoTBpamieHre BO3AEHCTBUS OUOIOTUYECKH OTIACHBIX BEIIECTB:

*  Ilpu pabore ¢ GronormuecKMMu 00pa3namMy Wi HHCTPYMEHTaMH,
KOTOpBIE C HIMH COTIPHKACAIOTCS, BCET/Ia COOMIonanTe
YHHBEPCAIBHBIE MEPHI IIPEJOCTOPOKHOCTH.

e Huxkornma He HaOupanTe )KUIKOCTh B ITUIIETKY PTOM.

° CJ'IeleCT HCIOJIB30BATh COOTBETCTBYIONIIYIO 3AIIUTHYIO OACKAY,
CpCACTBA 3AIIUTHI IJ1a3 U MEPUYATKU.

*  OOpamraiiTech co BceMU OHOJIOTHYSCKUME 00pa3aMu 1
MaTepuaJaMy Kak ¢ MOTEHIINAbHBIMI HCTOYHUKAMH HH(EKIIHH.

e OO0pamaiiTech co BCEMHU OMOIIOTHYECKUMHU 00pa3iaMu 1
MarepuajaMy B COOTBETCTBUH C IPUMEHUMBIMH TIPaBHIAMHU U
PEKOMEHIALUSIMU TIPOU3BOAUTEIISL.

* VTunuzamuio oTXo10B CJICAYyE€T NPpOU3BOAUTD, CO6J'IIOI[8.H MEPbL
MPEAOCTOPOKHOCTU U MECTHBIC HOPMATHUBHBIC Tpe60BaHI/ISI.

o TIlepen yrumu3zamueir o0paboTaiiTe comepKkuMoe KOHTeHHepa s
OTXOIOB XJIopcoaepkamuM peareHToM (10 % ot obrmiero oosema).

*  UroOBI HE HOMYCTHUTD IEPETIONHEHNS KOHTEHHEpa I OTXOAOB, €T0
CIIEIyeT OTIOPOXKHATH KaXKIbIi JCHb.
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Undopmauusna

O TEXHUKe
6e3onacHocTu
B naéoparopuun
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Hudopmanus o TexHuke 6€30IacHOCTH IpH paboTe B Ta0OpaTOpHH
COIIEPIKUTCS B CIENYIOMHNX NoKyMeHTax. JJokyMmeHnTsl CLSI MoxHO
3aka3arh uepe3 MHTepHeT Ha caliTe www.clsi.org.

*  Protection of Laboratory Workers from Occupationally Acquired
Infections,; Approved Guideline—Fourth Edition. Wayne, PA:
Clinical and Laboratory Standards Institute, 2014. JJokymenT CLSI
M29-A4.

*  Procedures for the Handling and Processing of Blood Specimens
for Common Laboratory Tests; Approved Guideline—Fourth
Edition. Wayne, PA: Clinical and Laboratory Standards Institute,
2010. Joxyment CLSI GP44-A4.

*  JlupextuBa EBporneiickoro coBera no 3aIure pabOTHHKOB OT
PHCKOB, CBI3aHHBIX C BO3/ICHCTBHEM OMOIOrHYSCKHUX BELISCTB Ha
pabouaem mecte (2000/54/EC) u ee BapHaHTHL, IPUHATHIC B Pa3HBIX
CTpaHax.



http://www.clsi.org
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lNMpeaocTteperarowme 3TUKETKH

BeepneHue Ipenocreperaronue sTuketky Ha mpudope BD Rhapsody Express
OTCYTCTBYIOT.
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OTta cTpaHMUa HaMepeHHO OCTaBrieHa NycTomn



be3begHOCT M orpaHnyera

Y oBoM Bomudy Hanase ce cienehn omgesbuu:

* Ilpernen 6e36ennoctH (cTpanuma 242)
*  KonseHmyje o 6e30equ0CcTH (cTpanuna 243)

*  Orpannuema (cTpannma 245)

*  Ommre Mepe omnpesa y Be3n ca CUCTeMOM (cTpanutia 246)
*  Buonomka 6e36emHocT (cTpanuia 247)

*  Hanemrune ca mepama ompesa (cTpanuia 249)

UXOLUdD
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MNpernepn 6e36eaHoCTH

YBop

O oBoM Boauvy

Foe Tpeba
yyBaTuH OBaj
BOAMNY

Kopuwhere
BD Rhapsody
Express
MHCTPYMeHTa
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OBgaj oznespak caapiku npemniesn 6e3oeqHocHnx Mepa 3a BD Rhapsody™
Express nactpyment. OBe nndopmaryje Tpeda 1a mpodnTajy CBH
kopucaui BD Rhapsody Express nHcTpymenra.

OBaj BOAWY caJp ¥ OIHCE HAJICITHUIA 38 0e30€IHOCT U YII030peHha,
OTIIITHX OMACHOCTH y BE3H Ca CHCTEMOM, OIIHC IIOCEOHUX PH3UKA
H OMOJIOIIKHUX OITACHOCTH.

OBaj BOAMY HE Ca/IPIKU MOCTYITKE OP)KaBamba MK OIKCE OMACHOCTH
WM PU3MKA 32 JIOJIaTHY OIIPEMY, Xap/IBEPCKE OIIH]je HIIH PyKOBabE
OIPEMOM KOjy MOXETE J1a IPUKJbYUNUTE HA MHCTPYMEHT MM KOPUCTUTE
ca \BHM, a Koje je mpousBena Tpeha ctpana. Onuce moceOHMX
OIIaCHOCTH WJIM pU3UKA MOTPaKuTe y HH(popManrjama Koje je
00e30e110 He3aBUCHH TTPOn3Bohad.

JlpxxuTe 0Baj BonuY y OJIM3UHN MHCTPYMEHTA Kao pedepeHiry.

*  PykyjTe HCKIbYUHMBO IIPEMa CMEPHHUIIAMA y KOPHCHUYKOM BONYY.

*  He o6aBspajTe oapxkaBame WU CEPBHCHPAIHE, OCUM aKo TO HHUje
M3PUYHTO HABEJCHO. 3a MOCTYIKE OApKaBamba MOIIE/1ajTe BOIUY 32
KOPHCHHKE CHCTEMA.
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KoHBeHUuje o 6e3begHOCTHU

YBoa OBaj ozesbak onucyje cuMO0sIe ¥ TEPMHHE 33 ONTACHOCT KOjH CY
kopuirheHn y 0BoM Boauuy. Mako oBM cHMOOIIM MOTY JIa ce TojaBe
y 00ju Ha HHCTPYMEHTY HJIU IPYTUM O3HAUCHHUM JCIIOBUMA, OHH MOTY
OWUTH MTAMIIAaHU U Y HPHO-0€II0j TEXHUIIH, aJTH lbUXOBO 3HAYCHE 0CTaje

HETIPOMEHHCHO.
Be3beaHoOCHMU VY oBoM Boamuy kopuirheHu cy cienehu 6e30eqHoCHI cuMOO0ITH KOji
cumbonu YI030paBajy 0 MOryhum ornacHOCTUMA.
Cumb6on | 3Hauewe

Omnpes. Yka3zyje Ha TOTpeOy 1a KOPUCHUK TOTPaXKH

y YIOyTCTBUMa 3a YHOTpeOy BaskHE yro3opaBajyhe
uH(pOpMalKje Kao LITO Cy YIO30peha U Mepe ompesa Koje
ypebaj He MOXke 1a IpHKaXKe U3 Pa3IMYUTHX pa3Jiora.

buomnonika ormacHocT

> B B>

OmnacHOCT MpH NOAU3aky TepeTa
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AOpyrn cumbonum

Cumbon 3Hauewe

Karanoriku 6poj

— :] [ornenajre ymyTcTBO 32 YoTpedy
1

:|I JloMIbHBO, TA’KIJBUBO PYKOBATH

|44i OpprkaBajTe CyBUM

|E OBa cTpaHa rope
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OrpaHunyena

YBoa VY oBOM o71eJbKy omMcaHa cy orpannuema 3a BD Rhapsody Express
HHCTPYMEHT.

MpaBunHa OBaj MHCTPYMEHT je HAMEH:EH HCKIbYUMBO 32 YIIOTPeOy Y HCTPAKNBAYKE

ynotpeba cBpxe. HemojTe ra KOPHCTUTH y I1jarHOCTUYKHUM HIJIH TEPAITH]CKAM
MOCTYIIINMA.

OrpaHuyena * Hewmojre na mpenyHuTe €NpyBeTe 3a MPUKYIJbabE.

BD Rhapsody *  Hewmojre 1a KOpECTHTE KEpTpHUIIE BUILE ITyTa.

Express i

WHCTpYMeHTa *  Hewmojre na pacraBibare MarseTe.

Doc ID: 76918 Rev. 4.0



246 | Boawny 3a 6e36eaHocT n orpaHnyera BD Rhapsody Express uHCTpymeHTa

OnwTe Mepe onpe3a y Be3n ca CUCTEMOM

YBop

OnwTe mepe

OBaj oziesbaK OMKCYje OIIITE MEPe OIPe3a y BE3U Ca CUCTECMOM.

Oga tabena onmcyje ommre Mepe ompesa 3a BD Rhapsody Express

onpes3ay Be3u Ca HMHCTPYMEHT.

BD Rhapsody
Express
MHCTPYMEHTOM

Doc ID: 76918 Rev. 4.0

Pusuk

OnuwrTe Mepe onpe3a y Be3n ca cucremom

A

[la 6ucre cupeunnu onacuocty, BD Rhapsody Express
HHCTPYMEHT MOpa J]a Ce KOPUCTH Y CKJIaJy ca yIyTCTBUMA
npousBohaya.
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Buonowka 6e36egHoCT

YBoa OBaj oz1eJbaK ONKCYje HAYMHE Ha KOje MOXKE J]a ce N30ErHe H3Jlarame
OTIaCHUM OHMOJIOIIKMM areHCHMa.

Mepe onpesa

y Beau ca Omnpe3: dnosomka onacHocT! KoHTakT ca OGnoiomknm

30pLIUMa U MaTepujaMa MoXe Ja IpeHece NOTEeHLIU]aIHO
GUONOLWKUM y30p pHj P i
MaTepujanom CMPTOHOCHE 3apase.

Jla O6ucre n3bern u3aarame OMacHUM OMOJIOIIKAM areHCHuMa:

*  Ilpm pykoBamy OHOJOIIKAM y30pIHMa WM HHCTPYMEHTHMA KOj!
Jloase y IOAWp ca y30pLuMa yBEK ce MPUAPKaBajTe YHUBEP3aTHUX
Mepa orpesa.

*  Hwkama He KOPHUCTHTE MUTIETY YCTHMA.
*  Hocure oarosapajyhy 3amrutHy onehy, Haouape u pykaBuIle.

*  CBHM OHOJNONIKHMM y30pIIMMa M MaTepHjaiiMa Tpeba pyKoBaTH Kao
J1a TIOCTOjU MOTYhHOCT IIpeHoIIeHha HHPEKIHje.

e CBuM OHOJIOIIKAM y30pIIMMa M MaTeprjaauMa Tpeda pyKoBaTh y
CKIIay ca BakehnM mpornucuma v crienudukanyjamMa mporus3Bohada.

*  OrnaanHu MaTepHjan Tpeba oyiaratu y3 oarosapajyhe mepe ompesa
Uy CKJI[ly Ca JIOKAITHUM MPOITHCHMA.

*  Cazprkaj kOHTEjHEepa 3a oTnaz nocnure BapukuHoM (10% on
YKYITHE 3allpeMUHE) MIpe OAJIarama.

*  CBakoTHEBHHMM IPaXXiHECHEM KOHTEjHEpa CIIPEUHUTE IIPEITNBATLE
0TIIaJa U3 mHhera.
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UHdopmauuje o
6e36eaHoOCTHN Y
na6opartopuju
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Hudopmanuje o 6e30eqHOCTH ¥ Ta00paTOPHjU IOTPAXKHTE Y clienehum
cMmepHHuLama. JlokymenTe IHCTUTYTA 32 KIIMHIYKE U JIADOPAaTOPHjCKe
crarnapae (CLSI) moxeTe na HapyduTe Ha agpecu www.clsi.org.

*  Protection of Laboratory Workers from Occupationally Acquired
Infections,; Approved Guideline — Fourth Edition. Wayne, PA:
Clinical and Laboratory Standards Institute, 2014. CLSI qokymeHT
M29-A4.

*  Procedures for the Handling and Processing of Blood Specimens
for Common Laboratory Tests; Approved Guideline—Fourth
Edition. Wayne, PA: Clinical and Laboratory Standards Institute,
2010. CLSI noxyment GP44-A4.

*  JlupekTHBa €BpPOIICKOT CaBeTa O 3aIUTHTH PaJHHKA O PU3HKa
Y BE3W ca u3JarameM OMOJIOMIKIM areHcuMa Ha paxy (2000/54/EC)
U oAroBapajyha TpaHCIIOHOBamka y HAL[HOHAITHE 3aKOHE.



http://www.clsi.org
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HanenHuue ca mepama onpesa

YBoa He nocroje Hanennuie ca mepama onpesa Ha BD Rhapsody Express
HHCTPYMEHTY.
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Bezpecnost’ a obmedzenia

Tato prirucka obsahuje nasledujuce témy:

*  Prehlad bezpecnostnych opatreni (s. 252)
*  Dohody tykajtice sa bezpecnosti (s. 253)
*  Obmedzenia (s. 255)

*  Vseobecné systémové bezpecnostné opatrenia (s. 256)

*  Biologicka bezpec¢nost’ (s. 257)
*  Bezpecnostné stitky (s. 259)

VNIQN3IAOS
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Prehlad bezpeénostnych opatreni

Uvod

Informacie
o tejto prirucke

Ulozenie
priruéky

Pouzitie pristroja
BD Rhapsody
Express
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Tato téma ponuka prehl'ad bezpecnostnych opatreni pristroja
BD Rhapsody™ Express. Vsetci pouZivatelia pristroja BD Rhapsody
Express by si mali precitat’ tieto informacie.

Tato prirucka obsahuje opis bezpecnostnych a varovnych $titkov,
vSeobecnych systémovych rizik, Specifickych rizik a biologickych rizik.

Tato prirucka neobsahuje postupy udrzby, opis nebezpecenstiev a rizik
suvisiacich s pouzivanim prisluSenstva tretich stran, ani informéacie

o moznostiach hardvéru ¢i manipulacii so zariadeniami, ktoré mozno
pripajat’ k tomuto pristroju alebo s nim pouzivat. Opis Specifickych
nebezpecenstiev a rizik najdete v informéaciach poskytnutych vyrobcami
tretich stran.

Tto priruc¢ku ulozte v blizkosti pristroja, aby bola v pripade potreby
k dispozicii.

*  Zaobchadzajte s iou vyhradne podl'a pokynov uvedenych
v pouzivatel'skej prirucke.

e Nevykonavajte udrzbu ani servis systému okrem pripadov,
v ktorych je to vyslovene uvedené. Informacie o postupoch udrzby
najdete v pouzivatel'skej prirucke systému.




Bezpecnost’ a obmedzenia | 253

Dohody tykajuce sa bezpeénosti

Uvod

Bezpecnostné
symboly
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Této téma opisuje symboly a pojmy oznacujuce rizika, ktoré sa
vyskytuju v tejto priruc¢ke. Hoci mézu byt tieto symboly na zariadeni
alebo na inych znackach uvedené farebne a v tomto dokumente mozu
byt vytla¢ené Ciernobielo, ich vyznam je totozny.

V tejto prirucke sa pouzivajll nasledujuce bezpecnostné symboly, ktoré
vas upozoriuji na mozné rizika.

Symbol

Vyznam

Upozornenie. Oznacuje, Ze pouzivatel’ si ma v navode na
pouzivanie preStudovat’ dolezité informacie, napriklad
varovania a bezpe¢nostné upozornenia, ktoré z roznych
dévodov nemdzu byt uvedené na samotnom zariadeni.

Biologické nebezpecenstvo

> B B>

Riziko pri zdvihani
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Iné symboly
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Symbol

Vyznam

Katalogové ¢islo

)
[l

"

Prestudujte si ndvod na pouzitie

M

Krehké, pri manipulacii postupujte opatrne

-

Skladujte v suchom prostredi

il

Touto stranou nahor
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Obmedzenia

Uvod Tato téma opisuje obmedzenia pristroja BD Rhapsody Express.
Spravne Tento pristroj je ureny len na vyskumné ticely. Nesmie sa pouzivat’ na
pouzivanie diagnostické alebo lieebné postupy.

Obmedzenia +  Zberné skimavky nadmerne nenaplinajte.

pristroja BD «  Kazety nepouzivajte opakovane.

Rhapsody e

Express *  Magnety neodpajajte.
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Vseobecné systémové bezpeénostné
opatrenia

Uvod Tato téma opisuje vSeobecné systémové bezpecnostné opatrenia.

Vseobecné Tato tabul’ka opisuje vSeobecné bezpecnostné opatrenia pre pristroj
bezpeénostné BD Rhapsody Express.
opatrenia pri

praci

s pristrojom Riziko | VSeobecné systémové bezpeénostné opatrenia

BD Rhapsody

Express Pristroj BD Rhapsody Express je nutné pouzivat’ podla
A $pecifikacii vyrobcu, aby sa predislo rizikam.
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Biologicka bezpecnost’

Uvod

Biologické
bezpecnostné
opatrenia
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Tato téma opisuje, ako zabranit’ vystaveniu biologicky nebezpecnym
latkam.

s biologickymi vzorkami a materialmi mé6ze dojst’ k prenosu

2 Varovanie: Biologické nebezpecenstvo! Pri kontakte

potencialne smrtel'nych infekcii.

Zabranenie vystaveniu biologicky nebezpeénym latkam:

Pri manipulécii s biologickymi vzorkami alebo pristrojmi, ktoré

s nimi prichadzaji do kontaktu, vzdy dodrziavajte vSeobecné
bezpecnostné opatrenia.

Nikdy nepipetujte ustami.

Pouzivajte vhodné ochranné oblecenie, prostriedky na ochranu o¢i
a rukavice.

So vSetkymi biologickymi vzorkami a materidlmi zaobchadzajte
tak, ako keby mohli prenasat’ infekcie.

So vsetkymi biologickymi vzorkami a materialmi zaobchadzajte
v sulade s platnymi predpismi a poziadavkami vyrobcu.

Odpad likvidujte pomocou vhodnych opatreni a v sulade

s miestnymi predpismi.

Pred likvidaciou pridajte do kontajnera s odpadom bielidlo (10 %
celkového objemu).

Kazdy den vyprazdnujte odpadovi nadrz, aby ste tak zabranili
preteceniu odpadu.
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Informacie
o laboratérnej
bezpeénosti
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Informécie o laboratérnej bezpecnosti najdete v nasledujucich
smerniciach. Dokumenty CLSI si moZete objednat’ online na lokalite
www.clsi.org.

*  Protection of Laboratory Workers from Occupationally Acquired
Infections, Approved Guideline—Fourth Edition. Wayne, PA:
Clinical and Laboratory Standards Institute, 2014. Dokument CLSI
M29-A4.

*  Procedures for the Handling and Processing of Blood Specimens
for Common Laboratory Tests; Approved Guideline—Fourth
Edition. Wayne, PA: Clinical and Laboratory Standards Institute,
2010. Dokument CLSI GP44-A4.

*  Smernica Eurépskej rady o ochrane pracovnikov pred rizikami
suvisiacimi s vystavenim biologickym faktorom pri praci (2000/54/
ES) a jej prislusné vnutrostatne transpozicie.



http://www.clsi.org
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Bezpeénostné stitky

Uvod Pristroj BD Rhapsody Express nema ziadne bezpecnostné stitky.
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Seguridad y limitaciones

Esta guia abarca los temas siguientes:

e Descripcion general de la seguridad (pagina 262)
e Convenciones de seguridad (pagina 263)

e Limitaciones (pagina 265)

® Precauciones generales del sistema (pdgina 266)
e Seguridad bioldgica (pagina 267)

¢ Etiquetas de precaucién (pigina 269)
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Descripcion general de la seguridad

Introduccion En este tema se ofrece una vision general de la seguridad del
instrumento BD Rhapsody™ Express. Todos los usuarios del
instrumento BD Rhapsody Express deben leer esta informacion.

Acerca de esta guia Esta guia ofrece descripciones de las etiquetas de seguridad y
advertencia, de los peligros generales del sistema, de los riesgos
especificos y de los peligros bioldgicos.

Esta guia no contiene procedimientos de mantenimiento ni
descripciones de los peligros o riesgos debidos a accesorios,
opciones de hardware o equipos de manipulacion de otras marcas
que se conecten al instrumento o se utilicen con él. Consulte la
informacién proporcionada por el correspondiente fabricante
acerca de las descripciones de peligros o riesgos.

Donde guardar esta Guarde esta guia cerca del instrumento para poder consultarla en

guia caso necesario.

Uso del e Uetilice el instrumento unicamente como se indica en la guia del
instrumento usuario.

BD Rhapsody N

No realice ningtin procedimiento de mantenimiento ni
reparacion del instrumento, a menos que se indique
concretamente. Consulte la guia del usuario del sistema para
conocer los procedimientos de mantenimiento.

Express
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Convenciones de seguridad

Introduccion En este tema se describen los simbolos de seguridad y los términos
de peligro que se utilizan en esta guia. Aunque estos simbolos
puedan aparecer en color en el propio equipo o en otras etiquetas,
es posible que en este documento estén impresos en blanco y negro,
en cuyo caso el significado no varia.

Simbolos de En esta guia se utilizan los siguientes simbolos de seguridad para
seguridad alertarle de posibles peligros.

Simbolo | Significado

Precaucion. Indica que el usuario debe consultar las
instrucciones de uso a fin de obtener informacién
importante, como advertencias y precauciones que, por

distintos motivos, no se pueden presentar en el propio
dispositivo.

Peligro biolégico

Peligro por levantamiento de carga

P> P
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Otros simbolos
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Simbolo

Significado

Numero de catdlogo

)
[l

"

Consultar las instrucciones de uso

M

Fragil, manipular con cuidado

-

Mantener seco

il

Este lado hacia arriba
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Limitaciones

Introduccion En este tema se describen las limitaciones del instrumento
BD Rhapsody Express.

Uso adecuado Este instrumento solo debe utilizarse con fines de investigacion.
No debe utilizarse en procedimientos diagndsticos ni terapéuticos.

Limitaciones del e No llene en exceso los tubos de recogida.
Instrumento e No reutilice los cartuchos.

BD Rhapsody .

Express ¢ No desmonte los imanes.
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Precauciones generales del sistema

Introduccion

Precauciones
generales con el
instrumento

BD Rhapsody
Express
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En este tema se describen las precauciones generales del sistema.

En esta tabla se describen las precauciones generales del
instrumento BD Rhapsody Express.

Riesgo

Precauciones generales del sistema

A

Para evitar peligros, el instrumento BD Rhapsody Express
debe utilizarse de acuerdo con las especificaciones del
fabricante.
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Seguridad bioldgica

Introduccion En este tema se describe como evitar la exposicion a agentes de
riesgo biologico.

Precauciones para

prevenir peligros Precaucion: Peligro bioldgico. El contacto con muestras
biolégicos @ biol6gicas y materiales que hayan entrado en contacto

con ellas puede transmitir infecciones potencialmente
mortales.

Para evitar la exposicion a agentes de riesgo biologico:

¢ Adopte siempre precauciones universales durante la
manipulacién de muestras bioldgicas o instrumentos que
entren en contacto con ellas.

¢ Nunca pipetee con la boca.

e  Utilice ropa protectora, proteccion ocular y guantes
adecuados.

®  Manipule todas las muestras bioldgicas y los materiales como
si fueran potencialmente infecciosos.

e Manipule todas las muestras bioldgicas y los materiales segun
las normativas aplicables y las especificaciones del fabricante.

e Deseche los residuos tomando las precauciones adecuadas y
segln la normativa local.

¢ Desinfecte el contenido del contenedor de residuos con lejia
(10 % del volumen total) antes de su eliminacion.

e Evite el desbordamiento de residuos vaciando el contenedor de
residuos a diario.
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Informacion sobre
seguridad en el
laboratorio
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Para obtener informacién acerca de la seguridad en el laboratorio,
consulte las directrices siguientes. Los documentos del CLSI
pueden solicitarse en linea en www.clsi.org.

Protection of Laboratory Workers from Occupationally
Acquired Infections; Approved Guideline—Fourth Edition.
Wayne, PA: Clinical and Laboratory Standards Institute, 2014.
Documento M29-A4 del CLSI.

Procedures for the Handling and Processing of Blood
Specimens for Common Laboratory Tests; Approved
Guideline—Fourth Edition. Wayne, PA: Clinical and
Laboratory Standards Institute, 2010. Documento GP44-A4
del CLSIL

Directiva 2000/54/CE del Parlamento Europeo y del Consejo
sobre la proteccién de los trabajadores contra los riesgos
relacionados con la exposicion a agentes bioldgicos durante el
trabajo y sus transposiciones nacionales correspondientes.



http://www.clsi.org
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Etiquetas de precaucion

Introduccion El instrumento BD Rhapsody Express no incluye etiquetas de
precaucion.
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Sakerhet och begransningar

Den hir handboken omfattar foljande avsnitt:

e Sikerhetsoversikt (sidan 272)
e  Sikerhetskonventioner (sidan 273)

® Begransningar (sidan 275)

¢ Allmanna forsiktighetsdtgarder for systemet (sidan 276)
* Biosikerhet (sidan 277)
®  Varningsetiketter (sidan 279)

VISN3ANS
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Sakerhetsoversikt

Inledning

Om den hér
handboken

Forvaring av den
har handboken

Anvanda
BD Rhapsody
Express-
instrumentet
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Det hir avsnittet innehaller en sidkerhetsoversikt for
BD Rhapsody™ Express-instrumentet. Alla som anvinder
BD Rhapsody Express-instrumentet ska ldsa den hir informationen.

I den har handboken beskrivs sikerhets- och varningsmarkeringar,
allmanna risker med systemet, specifika risker samt biologiska
risker.

Den hir handboken innehéller inga underhallsrutiner eller
riskbeskrivningar som ror tillbehor, maskinvarualternativ eller
eventuell anvandningsutrustning frén tredje part som du kopplar
ihop med eller anviander tillsammans med instrumentet. For
beskrivningar av specifika risker hanvisas till informationen fran
tredjepartstillverkaren.

Forvara den hir handboken i nirheten av instrumentet for
referens.

¢ Far endast anvindas i enlighet med anvandarhandboken.

e Underhall och service pé instrumentet far endast utforas pa
angivet sitt. En beskrivning av underhdllsrutinerna finns i
systemets anvandarhandbok.
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Sakerhetskonventioner

Inledning

Sakerhetssymboler
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I det hir avsnittet beskrivs de symboler och risktermer som
anvinds i denna handbok. Aven om dessa symboler visas i firg pa
instrumentet och annan markning kan de vara tryckta i svartvitt i
denna handbok, men deras betydelse forblir densamma.

Foljande sakerhetssymboler anvands i den har handboken for att
gora dig uppmarksam pa potentiella risker.

Symbol | Betydelse

OBS! Indikerar att anviandaren méste lisa om viktiga
forsiktighetsdtgirder i bruksanvisningen, till exempel
varningar och forsiktighetsdtgarder som av olika
anledningar inte kan visas pd apparaten.

Biologisk risk

Risk vid lyft

> B >
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Ovriga symboler
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Symbol

Betydelse

Katalognummer

)
[l

"

Se bruksanvisningen

M

Omtiligt, hanteras varsamt

-

Forvaras torrt

il

Denna sida upp
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Begransningar

Inledning I det hdr avsnittet beskrivs begransningarna for BD Rhapsody
Express-instrumentet.

Korrekt anvandning Detta instrument ar endast avsett for forskning. Fir inte anvandas
for diagnostiska eller terapeutiska procedurer.

Begransningar for ¢  Overfyll inte uppsamlingsroren.
BD Rhapsody
Express-

instrumentet

Ateranvénd inte kassetter.

e Montera inte isir magneterna.
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Allmanna forsiktighetsatgarder for systemet

Inledning I det hir avsnittet beskrivs allmidnna forsiktighetsdtgarder for
systemet.

Allméanna forsiktig- I den hir tabellen beskrivs allmanna forsiktighetsatgarder for
hetsatgarder for BD Rhapsody Express-instrumentet.

BD Rhapsody

Express-instrumen-

tet Risk Allmanna forsiktighetsatgarder for systemet

tillverkarens anvisningar for att férhindra risker.

2 BD Rhapsody Express-instrumentet mdste anvandas enligt
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Inledning

Forsiktighetsatgar-
der for biologiskt
riskmaterial
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I det hir avsnittet beskrivs hur du undviker exponering for
biologiskt riskmaterial.

och material kan leda till overforing av en potentiellt
livshotande infektion.

' OBS! Biologisk risk! Kontakt med biologiska prover

Forebygg exponering for biologiska riskmaterial pa foljande sitt:

e Tillampa alltid allminna forsiktighetsitgarder nar du hanterar
biologiska prover eller instrument som kommer i kontakt med
proverna.

e DPipettera aldrig med munnen.
e Anvind limpliga skyddskladder, -glaségon och -handskar.

¢ Hantera alla biologiska prover och allt material som om de
kan 6verfora infektioner.

e Hantera alla biologiska prover och allt material i enlighet med
tillampliga foreskrifter och tillverkarens specifikationer.

e Kassera avfall i enlighet med lokala foreskrifter och lampliga
forsiktighetsbeaktanden.

e Exponera avfallsbehillarens innehall for
dekontaminationslésning (10 % av totalvolymen) innan det
kasseras.

e Forhindra att avfallet svammar 6ver genom att tomma
avfallsbehallaren dagligen.
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Information om
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Information om laboratoriesakerhet finns i anvisningarna nedan.
laboratoriesdkerhet CLSI-dokument kan bestallas online pad www.clsi.org.

Protection of Laboratory Workers from Occupationally
Acquired Infections; Approved Guideline — Fourth Edition.
Wayne, PA: Clinical and Laboratory Standards Institute, 2014.
CLSI-dokument M29-A4.

Procedures for the Handling and Processing of Blood
Specimens for Common Laboratory Tests; Approved
Guideline — Fourth Edition. Wayne, PA: Clinical and
Laboratory Standards Institute, 2010. CLSI-dokument
GP44-A4.

Europaparlamentets och rddets direktiv 2000/54/EG om skydd
for arbetstagare mot risker vid exponering for biologiska agens
i arbetet, samt dess relevanta nationella tillimpningar.



http://www.clsi.org
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Varningsetiketter
Inledning Det finns inga varningsetiketter pA BD Rhapsody Express-
instrumentet.
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Guvenlik ve Kisitlamalar

Bu kilavuzda asagidaki konular bulunmaktadir:

*  Giivenlige genel bakis (sayfa 282)
*  Giivenlik agiklamalar1 (sayfa 283)
*  Kisitlamalar (sayfa 285)

*  Genel sistem onlemleri (sayfa 286)
*  Biyolojik giivenlik (sayfa 287)

+  Onlem etiketleri (sayfa 289)
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Guvenlige genel bakis

Girig Bu konu BD Rhapsody™ Express cihazi i¢in giivenlige genel bir bakis
sunar. BD Rhapsody Express cihazinin tiim kullanicilariin bu bilgileri
okumasi gereklidir.

Bu kilavuz Bu kilavuz giivenlik ve uyar etiketleri, genel sistem tehlikeleri, belirli
hakkinda riskler ve biyolojik tehlikelere dair agiklamalar sunar.

Bu kilavuz cihaziniza takilabilen veya cihazinizla kullanilabilen higbir
iiclincii taraf aksesuari, donanim segenegi ya da tasima ekipmani icin
bakim prosediirleri veya tehlike ya da risk agiklamalar1 sunmaz. Belirli
tehlike veya risk agiklamalari i¢in iiglincii taraf iireticiler tarafindan
saglanan bilgilere bakin.

Bu kilavuzu Bu kilavuzu daha sonra bagvurmak tizere cihaza yakin bir yerde
nerede saklayin.
saklamaliyim

BD Rhapsody *  Yalnizca kullanici kilavuzunda belirtildigi sekilde ¢alistirin.

Express «  Ogzellikle belirtilmedigi takdirde cihaz bakimini veya servisini
cihazinin yapmayin. Bakim prosediirleri i¢in sistem kullanici kilavuzuna
kullanimi bakin.
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Guvenlik aciklamalari

Giris Bu konuda, bu kilavuzda kullanilan semboller ve tehlike terimleri
aciklanmaktadir. Bu semboller cihaz veya diger etiketler iizerinde renkli
olarak goriinebilir, ancak siyah beyaz olarak yazdirilsalar da anlamlar1

ayni kalir.
Giivenlik Sizi olas1 tehlikelere karsi uyarmak tizere bu kilavuzda asagidaki
sembolleri giivenlik sembolleri kullanilmastir.

Sembol | Anlami

Dikkat. Cesitli nedenlerle cihazin iizerinde gosterilemeyen
uyarilar ve dnlemler gibi dikkat edilmesi gereken 6nemli
bilgiler i¢in kullanicilarin kullanim talimatlarina bagvurmast
gerektigini belirtir.

Biyolojik tehlike

Kaldirma tehlikesi

> B B>
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Diger semboller
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Anlami

Katalog numarasi

Kullanim talimatlarina bakin

Kirilabilir, dikkatli tagtyin

Kuru tutun

Bu kisim yukar1 gelecektir
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Kisitlamalar
Girig Bu konuda BD Rhapsody Express cihazi igin kisitlamalar
acgiklanmaktadir.

Dogru kullanim  Bu cihaz Yalnizca Arastirma Amagh Kullanim igindir. Diyagnostik
veya terapdtik prosediirler igin degildir.

BD Rhapsody *  Toplama tiiplerini asir1 doldurmayin.
Express cihazi .

Kartuglar1 yeniden kullanmayin.
kisitlamalar

*  Miknatislar1 sokmeyin.
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Genel sistem onlemleri

Giris Bu konuda genel sistem 6nlemleri agiklanmaktadir.

BD Rhapsody Bu tabloda BD Rhapsody Express cihazi igin genel 6nlemler
Express cihaziile agiklanmaktadir.

ilgili genel

oénlemler

Risk Genel sistem onlemleri

Tehlikeleri 6nlemek i¢in BD Rhapsody Express cihazi {iretici
& tarafindan belirlenen sekilde kullanilmalidir.
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Biyolojik guvenlik

Girig Bu konuda, biyolojik olarak tehlikeli ajanlara maruz kalmanin nasil
onlenecegi agiklanmaktadir.

Biyolojik
énlemler Dikkat: Biyolojik tehlike! Biyolojik 6rnekler ve
@ malzemelerle temas etmek potansiyel olarak dliimciil bir

enfeksiyon bulagtirabilir.
Biyolojik olarak tehlikeli ajanlara maruz kalmay1 6nlemek igin:

*  Biyolojik 6rnekleri veya drneklerle temas eden cihazlari
kullanirken her zaman evrensel 6nlemleri uygulayin.

* Agzile pipetleme yapmayin.
*  Uygun koruyucu giysi, gozliik ve eldiven kullanin.

*  Tiim biyolojik 6rnekleri ve malzemeleri, enfeksiyon bulastirma
ihtimali tagiyormus gibi kullanin.

e Tiim biyolojik 6rnek ve malzemeleri gegerli yonetmelikler ve
iiretici spesifikasyonlarina uygun bigimde kullanin.

»  Atiklari, uygun 6nlemleri alarak ve yerel yonetmeliklere gore atin.

*  Atik konteyneri icerigini atmadan Once agarticiya (toplam hacmin
%10’u) maruz birakin.

*  Atik konteynerini giinliik olarak bosaltarak atigin tagsmasini
onleyin.
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Laboratuvar

guvenligi ile ilgili

bilgiler

Doc ID: 76918 Rev. 4.0

Laboratuvar giivenligi ile ilgili bilgiler i¢in asagidaki kilavuzlara bakin.

CLSI dokiimanlari, www.clsi.org adresinden ¢evrimici olarak siparis
edilebilir.

Protection of Laboratory Workers from Occupationally Acquired
Infections, Approved Guideline—Fourth Edition. Wayne, PA:
Clinical and Laboratory Standards Institute, 2014. CLSI dokiimani
M29-A4.

Procedures for the Handling and Processing of Blood Specimens
for Common Laboratory Tests; Approved Guideline—Fourth
Edition. Wayne, PA: Clinical and Laboratory Standards Institute,
2010. CLSI dokiimant GP44-A4.

Iscilerin calisma sirasinda biyolojik ajanlara maruz kalmakla ilgili
risklerden korunmasiyla ilgili Avrupa Konseyi Direktifi (2000/54/
EC) ve ilgili ulusal hukuki aktarimlar.



http://www.clsi.org
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Onlem etiketleri

Girig BD Rhapsody Express cihazinin nlem etiketi yoktur.
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TexHika 0e3neKkn Ta ooOMeXeHHSA

Le#t moCiOHUK CKITaTaeTHCS 3 HABEACHUX HIDKYE PO3ILIIB.

*  Omax TexHiku Oesmneku (cTop. 292)
*  YMOBHI ITO3HAYEHHS MOA0 TEXHIKH Oe3meku (cTop. 293)

»  Oo6wmexenns (cTop. 295)

*  3araibpHi 3acTepeXeHHs MO0 cucTeMu (ctop. 296)
e Texnika 6e3mexu i yac poOOTH 3 OioJIOTiYHUMHE Matepianamu (ctop. 297)

*  Hakueiixu i3 3acrepexeHHsIME (cTop. 299)

VAQOH|VdAA
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Ornag TexHiku 6e3neku

BeTtyn

Mpo uen
nocioHuK

Le 36epiratn uen
NOCiGHUK

BukopucrtaHHa
iHCTpyMeHTa
BD Rhapsody
Express
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VY npoMy po3aisi HaBeIeHO OIS TEXHIKK O€3MeKH 1010
BuKopuctanus iHcrpymeHTa BD Rhapsody™ Express. Ycim
kopuctyBauam iHcTpymeHTa BD Rhapsody Express ciin o3naiiomutics
3 Hi€ro iH(opMaIri€ero.

VY 11poMy TTOCIGHHKY HAaBEIECHO ONUC HAKJICHOK 13 MOIepeKEeHHAMU
i 3ayBa)KEHHSAMH LIOJI0 TEXHIKK OE3MEKH, OIMCAHO 3arajbHi Ta
crenuivHi PU3UKH, a TAKOXK O10JIOTIUHI 3aTrpO3H.

[TociOHMK HE MICTUTB OTIHC TIPOIEAYP 0OCTYTrOBYBaHHS, a TAKOXK OITHC
3arpo3 i pU3HKiB 11010 CTOPOHHBOTO 00JIaIHAHHS, PYHKIIIH arrapaTHOTO
3a0e3MedeHHsI Ta eKCTUTyaTallii o0IafHaHHsI, IKe BU MOXKETE ITi/1 € THATH
JIo prITaty ab0 BUKOPHCTOBYBATH B ITOEIHAHHI 3 HUM. [H(opMmaIrito
1070 CHeI(iYHUX 3arpo3 1 PU3KKIB JUB. B MOCIOHUKAX CTOPOHHIX
BHPOOHUKIB.

30epiraru mMociOHMK cJ1i MOOAM3y MpHIIaay Ha BHMAIOK MOTpeOn
B JIOBiII.

*  BukopHCTOBY#TE NpHIAL JIUILIE 3T1JHO 3 IHCTPYKLISIMH
B MOCIOHNKY KOpPHCTyBaya.

e  He BuKoHY#TE HISKUX MIPOIEAYP TEXHIYHOTO YH CEPBICHOTO
00cmyroByBaHHSI arapara, KpiMm mpsMo 3a3HadeHux. [Hpopmartito
PO TIPOIIEAYPH 0OCITYTrOBYBaHHS HABEIECHO B IMOCIOHUKY
KOPHCTYBa4a CUCTEMH.
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YMOBHI NO3Ha4YeHHS WoO0 TeXHIKU 6e3neku

BeTtyn VY npoMy po3aisli HaBeIeHO OIKUC CUMBOJIIB 1 TEPMiHIB, ITOB’3aHHX 13
pu3uKamu. Xo4a Ha MpHiagl ¥ IHIIMX HaKJIeHKax i CHMBOJI
KOJIOPOBI, a B IOKyMEHTaX iX MO)ke OyTH 300pa’keHO YOpHO-OLINMH,
XHi 3HaYCHHS BiJ] [LOTO HE 3MiHIOIOTHCS.

CumBonu Jlai HaBeIeHO CHMBOITH, 0 BUKOPUCTOBYIOTHCS B TOCIOHHKY, MO0
TexHikn 6e3neKn 3acreperTd KOPUCTYBAUiB PO MOTEHINIHHY HeGE3IeKy.

CumBon 3Ha4YeHHsA

3acTepekeHHS. YKa3ye Ha HEOOXiIHICTb 3BEPHYTHUCS A0
IHCTPYKLII 3 eKCIUTyaTaii, 100 03HAHOMHUTHUCS 3 BAXKITMBUMH
3aCTEPEKCHHAMM, 30KPEMa 3 TONEePEIKCHHIMU

i 3a1I001KHIMU 3aX0/IaMH, SIKi 3 PI3HUX IPUYUH HE MOXKYTb
OyTH 3a3Ha4eHi Ha CaMOMy HPHUCTPO.

Bionoriuna 3arposa

! 3arpo3a TpaBMyBaHHS B pa3i MigHATTS
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IHWi cumBonun
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CumBon

3Ha4yeHHA

HOMep 3a KaraJiorom

)
[l

"

JuB. iHCTpYKLIi 3 ekcruTyararmii

M

Kpuxkuit npoaykr: HeoOxinHe obepekHe MOBOHKEHHS

-

30epiraT B cyXoMmy MicIi

il

Ilieto cTOpPOHOIO HOTOPH
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ObmMmexeHHSA

Bctyn VY upoMy po3niii HaBeIeHO OOMEKEHHS IIOMO0 IHCTPYMEHTA
BD Rhapsody Express.

BukopuctaHHsa 3a 1leit npuiiaa npu3Ha4eHo JUIIE 15 10CHiDKEHb. Horo 3a00pOHEHO

NPU3HaYeHHAM BHKOPHCTOBYBATH JJIs TIarHOCTHYHHX 1 TepareBTUIHUX MPOIEAYD.
O6MmexeHHA *  3anoBHIONTE MPOOIPKH AJIst 30MpPaHHs 3pa3KiB 10 3a3HAYEHOTO
woano PiBHSL.

IHCTPyMEHTa *  He BUKOPHCTOBYHTE KapTPUIXKI TIOBTOPHO.

BD Rhapsody L ]

Express He 3uimaiite MaraiTu.
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3aranbHi 3acTepeXeHHs Woa0 cucTemm

BeTtyn

3aranbHi
3acTepexeHHs
woao
iHCTpyMeHTa
BD Rhapsody
Express
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v IbOMY pOS,HiJIi HaBCACHO 3arajbHi 3aCTCPECIKCHHA MO0 CUCTCMHU.

V miif TabnuIli HABEICHO 3araibHi 3aCTEPEKESHHS MO0 IHCTPyMEHTa
BD Rhapsody Express.

Pusuk

3aranbHi 3acTepexeHHA woao cuctemMum

A

{06 3amo6irT¥ BUHUKHEHHIO HeOe3MeUYHUX CUTYaLlii,
incrpyment BD Rhapsody Express noTpiOHO BUKOPHCTOBYBATH
3riJIHO 3 BKa3iBKaMy BUPOOHHKA.
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TexHika 6e3neku nig 4ac podoortu 3
OGionoriyHMMu martepianamm

Bctyn Y 11p0My pO3iJTi OIMCAHO TPaBUIa TIOBOKESHHS 3 010JIOTI9HO
HeOe3MeYHNMHY MaTepialaMH.

3acTepexeHHs

wonao 3acTepeikeHHs: PpU3HK KOHTAKTY 3 Hefe3meYHuMH
BUKOPUCTAHHSA & oiosoriuanmu matepianamm! Yci Gionoriuni 3pasku Ta
GionoriyHunx MaTepiaTd MOKYTh IIEPEHOCUTH IIOTEHIIHHO CMEPTENbHI
maTepianis indexuii.

[To6 3amo6irTu BILTUBY 010J10T1YHO HEOE3MEUHMX MaTepiais,
JIOTPUMYHTECS] HaBeIEHNX HIDKYE MPABHII.

e TIlig yac po6oTH 3 OIOJOTTYHUMHE 3pa3KaMH Ta MPUIIATIAMH, 1[0
KOHTAKTYIOTh 13 HUMH, 3aBXI1 JOTPUMYHTECh YHIBEpCATbHUX
3axX0/iB O€3MeKH.

*  Hikomn He BUKOHYHTE MINETyBaHHS 3a TOTIOMOTOO POTA.
*  HapgraiiTe BiAMOBIIHUH 3aXVUCHUMA OJIAT, OKYJISAPU Ta PYKaBUYKH.

* IloBogpTecs 3 yciMa 010JIOTIYHMMU 3pa3kaMy Ta MaTepianaMHu sk i3
MOTEHUIHHO 1H()IKOBaHHMHU.

*  IlpamroBaru 3 ycimMa OiONOTIYHHMH 3pa3KaMH Ta MaTepialaMu CIix
3riHO 3 YAHHMUMH HOPMaMH Ta BKa3iBKaMH BUPOOHHKA.

e JloTpuMyHiTECS HAISKHUX 3aCTEPEKEHB 1 MICIIEBUX HOPM TIijI 4yac
YTUITI3AIIi1 BiAXOIiB.

»  TIlepen yTumizalliero HaJMBaiTe B KOHTSHHEP 13 BiIXoqaMu
xJopoBMicHHH 3aci6 (10 BiICOTKIB Bij 3arajbHOro o0csry).

*  He momyckaiite nepenoBHEHHs KOHTSIHEpa IS BIAXOMIB,
CIIOPOYKHIOIOYH HOTO IIOAHS.

Doc ID: 76918 Rev. 4.0



298 | MocibHwK i3 TexHikn 6e3nekn Ta obmexxeHb Ans iHCTpymeHTa BD Rhapsody Express

BigomocrTi npo
npaBuna TexHikn
6e3neku B
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BimomocTi mipo mpaBmiia TeXHIKHA O€3MEeKH B JTA0OPATOPIsIX HABEACHO B
3a3Ha4YCHUX HIKYe TOKyMeHTaX. JlokyMeHTH [HCTUTYTY KIIIHIYHHX i
nmaboparopuux cranaapris (Clinical and Laboratory Standards Institute,
CLSI) moxua 3amoBuTH B [HTEpHETI 32 anpecoro: www.clsi.org.

Protection of Laboratory Workers from Occupationally Acquired
Infections, Approved Guideline—Fourth Edition. Wayne, PA:
Clinical and Laboratory Standards Institute, 2014. JJokyment CLSI
M29-A4.

Procedures for the Handling and Processing of Blood Specimens
for Common Laboratory Tests; Approved Guideline—Fourth
Edition. Wayne, PA: Clinical and Laboratory Standards Institute,
2010. Joxyment CLSI GP44-A4.

JupektuBa €Bponeichkol paau I0A0 3aXKUCTY MPAI[iBHUKIB
BiJl pU3HKIB, TIOB’S3aHUX 13 BIULTHBOM Oi0JIOTIYHUX 30YTHHUKIB
Ha pobori (2000/54/EC), i 11 BinmOBiIHI BapiaHTH, IPUHHATI
B IHIIUX KpalHax.



http://www.clsi.org
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Haknenku i3 3actepexeHHAMMU

BeTtyn Iacrpyment BD Rhapsody Express He Mae HakJIeHOK 13 3aCTEpEKEHHIMU.
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Becton, Dickinson and Company
BD Biosciences

2350 Qume Drive

San Jose, CA 95131

USA

Tel 1.877.232.8995, prompt 2, 2
researchapplications@bd.com
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