CRP

®
Test before prescribing

accurate as a laboratory

- even by non-laboratory personnel

needed
@ EASY TO USE: simple to operate

test
1 QUICK: result available exactly when

@ RELIABLE: as

QuikRead
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QuikRead” CRP

QuikRead CRP is a simple test for quantitative
measurement of C-reactive protein (CRP).

QuikRead 101 Instruent 06040
|« package including adapter, accuracy dispenser,
manual and dust cover
o c¢an be oparated on B x AA (1.5) batteries or an

CRP is normally present at very low concentrations in the

blood of healthy people. (‘.Ifl’ conccntmtio‘ns arc mn.rkcdly 100-240 AC power supply

1ncrcas€d in bacterial infections, whercas viral infections ¥ ik P Kit, Pesfiiled cvatren, S0 tasts

mostly induce a very modest clevation or none at all. (with capillaries and plungers) 134191

In addition to clinical signs, measurement of CRP can (without capillaries and plungers) 134192

therefore be used as a basic tool to distinguish bacterial QuikRead CRP Kit, 50 tasts &

infections from viral infections. Monitoring CRP levels (with capillaries and plungers) 67961

also provides an objective means of assessing treatment ) ohihasiticapliiarlenand plungen) o SRTRY

response, as CRP levels fall rapidly as a result of effective  QuikRead Dispenser, 1 ml t 05560

therapy. ¢ QuikRead CRP Control, 1 ml 68296
When the test is performed near the patient, the CRP i recommendeil (G fyaiilydntio]

result will be available during patient consultation and can . QuikRead Capillaries, 50 pcs 67962

cffectively guide antibiotic use. The QuikRead system —~ * QuikRead Plungers, 50 pcs 67966

consisting of a small instrument and a ready-to-use kit - is "

especially designed for usc in primary health care scttings QuikRead is a registered trademark of

being instantly ready for operation and giving immediate Orion Diagnostica Oy.

test results.

Features and benefits of QuikRead CRP
REUIABLE: as accurate as a laboratory test
e quantitative result
« reproducible CRP result within the 8-160 mg/l range

QUICK: result available exactly when needed
« measuring time is less than 1 minute

EASE OF USE: simple to operate — even by non-laboratory

personnel
« performed on a finger prick blood sample (altematlvely £

serum or plasma sample)

« no pipctting of reagents, built-in calibration,
instrument robust and simple to operate

For more information about CRP you will find out in
“The valuc of C-reactive protein in primary health care”.
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Vertimas i$ angly kalbos

Naudojimo instrukeija. QuikRead® CRP kontrolinis serumas 68296/ 132702

Naudojimas

Orion Dagnostica QuikRead CRP kontrolinis serumas naudojamas QuikRead CRP méginio kokybés
kontrolés jverintinimui dirbant QuikRead* aparatu arba QuikRead 101* arba QuikRead go* aparatu.
Skirtas tik in vitro diagnostikai.

Procedairos principai

QuikRead QuikRead go

QuikRead 101

Naudokite kontrolinj seruma taip pat, kaip buty Naudokite kontrolinj serumg taip pat, kaip buty

tiriamas neZinomo bendro kraujo méginys, tiriamas neZinomo bendro kraujo méginys,

remiantis tyrimo atlikimo procediros instrukcija. remiantis tyrimo atlikimo procedaros instrukcija.
Reagentai

Kontrolinis serumas sudarytas zmogiskyjy sky¢iy pagrindu. Su kontroliniu serumu bitina elgtis kaip su
pacienty méginiais.

Paruolimas
QuikRead kontrolé nereikalauja papildomo paruodimo, paruo3ta naudojimui.
Palaikykite medziagg 30 minu¢iy kambario temperatiiroje (18-25 9C). Gerai i¥maigyti. Neplakti.

Laikymas

Kontrolinis serumas i8lieka stabilus iki galiojimo datos pabaigos jei saugomas 2-8 C temperatiiroje.
Atidarius kontrolés pakuotg: stabilus 2 ménesius 2-8 OC temperatiiroje.

Nenaudoti, jeigu matomas mikrobiologinis uzter§imas.

Tikétinos reikimés
Testo rezultatas turi patekti j nurodytas ribas, kurios uZradytos ant kontrolinio buteliuko etiketés. Kiekviena
laboratorija turéty nusistatyti savo reik3meg ir tiksli norma.

Perspéjimai ir atsargumai

Reagento sudétyje yra <0.1% natrio azido konservanto, kuris néra kenksmingos koncentracijos. Natrio
azidas gali sukelti toksines dujas kontaktuojant su riigtimis. Azidai gali sureaguoti su vandentiekio sistema
bei sudaryti sprogstamuosius miginius. Azidg butina nuplauti dideliu kiekiu vandeniu kaip ir 3alinant
reagentus.

Nenaudokite produkto jeigu pasibaigus galiojimo laikui paZymeto ant iSorinés pakuotés.

Kontrolinis serumas sudarytas Zmogiskyjy sky&iy pagrindu, kurie buvo patikrinti ir gauti neigiami rezultatai
ZIV antikiinams (HIV 1 ir 2), hepatito C virusui (HCV) hepatito B pavirsiaus antigenui (HbsAg).

Neitirint to, su QuikRead CRP Control elkités atsargiai, kaip galinia perduoti infekcijos sukéléjus.

¢ Salinimas

Salinkite turinj pagal nacionalinius ir vietinisu jstatymus

Turinys:

Popierius: Naudojimo instrukcija

Kartonas: Iforiné déZuté

Stiklas: Kontrolés buteliukas

Plastikas: Buteliuko dangtelis

Guma: Kamétis

Kai naudojama pagal Geros Laboratorines praktikos, geros profesinés higienos ir naudojimo instrukeijas,
pateikti reagentai neturéty kelti pavojaus sveikatai.
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QuikRead® CRP Control, Cat. No, 68296 1

Intended use
Otlon Dingnostica QuikRand CRP Control |a Intended for
quellty control of CRP assays by the QuikRead” Inatrument
QuikRead® 101 Inatrumont of QuikRend go® .
Fot In vitro diagnostic use,
Princlples of the procedure
QuikRead e
QuikRead 101
Une the control In the Use the control In the samel
BAM8 WAy B8 unknown way as unknown plasmal
whole blood specimen | serum spacimaen would
would b usad, following | ba used, Tollowdng the
the Insteuctions for the Inatrictions for the assay
ASARY prooedure procadure
Reagents
The control Is human-baned material It should
e handiad In the same way as patient sample

Proparation

QuikRerd CRP Conttol 18 ready-1o-use. Allow Ihe materisl
10 stabiling for 30 minutes alroom temperature (V8. 28°C)
M wall Do not ahake

Storage

Statve untl 1he expity date when stored ot 2..8°C.
Qpened vial Stabie for 2 monthe a1 2 8°C

Da Aot use any Vial IRl Mas vieibia avidenoe of microbiel
Orowth

Expected values

The individusl terull should be WIthin (he range
Indicated on the cantrol vial [abal. €ach Iabora-
tory ahould establish Its own mean and precision
daa

] QuikRead go

QualkRoad" CRP Kontrolle,

Anwendung

Onon Diagnostica QuikResa CRP Kontrolle wt for die
Qualitmakaniralle dei CRP Analysen beahmml, gemensen
mh cem QuikRend® odet QuikRead® 101 oder QuikRead
go® Instrument

Nut fur Ja vive Diagnostik.

Testprinzip
QuikRead
OuResd 10V

QuikRead go

Kat, Nr. 88298 "

132494-17

Warnings and precautions

+ Reaganta contain <0 1% eadium azide, which 1s not con-
aidered & harmiul concenlration Sodium azida libarales
toxic gan when In contacd with acide Azides may rasct
with metal pi g, forming explos comp

Axide bulld-up can ba avolded by fushing with 8 large
voluma of watar when disposing of Iha réngenta

Do not use the product sfter the expiry date merked on
the oular package

Do not axcead Iha stabillty pariods for opened reagents
QuikRead CRP Control contalng materinl of human orign,
which has baan tested and found nagativa for huntan im-
munodeficiancy vinis antibadias (HIV § and 2), hapatitin
€ vinu (HCV) and hapatitia [ ainface antigan (HBsAg).
As & precaulion, handa Quikiead CRP Control s If
oApANA of trananvting Infectious agents

Disposal
+ Diapose of contants acrording 16 natlonal and local lsw.
» Materiain of the components
Paper instructiona for use
Cardhoard Outer box
Glass, Control vials
Plastic. Vial capa
Rubber, Bloppet
» Whan used in accordance with Good Laboratory Prao
Niem, good occupational hygiene and the Inslructions
for uan, the (angente suppliad should nol presant &
haxard to hesith,

Wam- und Entsorgungshinwels
+ Das Rengenz enthait Natiumazid in einer Konzentration
von <0,1 %, de nicht sls gesundheitagafahrdend einge-
stultwird. Dol Kontakt mit Sauren setzt Natriumazia toxi-
sche Gase frei. Azide k6nnen mit Metallrohren rengleren,
Indem sie explosive Stoffe bilden, Div Bildung vonAziden
kann vermieden werden, indem mil grofien Mengen
Wesser nach Wegschitten des Reaganzes gosp(it wird.
Das Produkt nicht nach dem Verfallsdatum auf der
Bufhran Verpackung verwenden.
ie r gaoff

ien nicht

Die Kontrolie ward unter Die Kontrolle wird unter
B N der | dot Berucksi ung de1

Oberschrolton.
+ QuikRead CRP Control enthall Material menschlichen
U

e
eine unbekannts Blutpro- | sine unbekannte Plass
e verwenoel Serumprobe verwendel

Reagenzien

QuikRead CRP Kontiolle ist gebrauchsfertig.
Vo Testdurchiohrung 1ot ca. 30 min, bei 18..25°C stehen
lassen, Qut machen mchi schittein. Die Kontrolle Ist hu-
manen Urprungs und sollts genauso gehandhabt werden
wie Pabentenpraden.

Lagerung

Be 2 6°C ist Ge Kontrobe b zu dem auf der Packung
angepebenen Vedaliastum stabl

De inhat petfineter Filschchen st bel 2...8°C Ober 2
Monate stadi

Kaine Flsschen mil sichibarer mikrobieller Bewachsung
verwendon

Erwarteie Werte

Dhe pemessene Korzenkaton sollle in dem auf dem Etkett
angegetenen MeGberach kegen DarGberhinaus sollte
B30 LB BIDEW nd
ockumenteen

Utilisation

Lo vt e Onon Dagrostica QuikRead CRP Conliol eel
Oestrd 8y Corrine skl Ges 008868 de CRP realisés
8 Twide Co Tanabysesr GuUkRead®, QuikResd 101 ou

Cmiens 7

Pow Ggrostic Iy vitre.

Princips 6 ulilisation

Oubisesd

I;‘ﬂ-om Ovikfised 9o
Ew.—nm“ﬁ Uthaer lo contitie de
Inrmw.b;wan;u » mémae fagon gue les
2 artiirs o sarg G | &2.47tbors Ga plasmal
§ tevier of Bvant o #oo8 sbrur b tovier en subvent
o p-a\uuﬂ-w

Rgaciffs

Lo it Umbert Oy metbtsel d ofvgee hraneine. i doH
re ek 8 W MR (a0 Qua | GNBrAGN Ou paSerd.
Préparation

Lo ot e Lirfass CRP oot prld b Tomgla Lassset lo
b g Brce W iy hion b Vet il At porianrde (18 DB'C)
Srart Alealon Ben NALSNGS! 150 (B0 SSLOUSY,

Conseretion

57 B0 )av 8@ e 4 ergesson wacie v 1 boke.
Flaus. paron bamse woed 1o 07 B'C

foe Jan VS ur OOTI TV U0 UORINGE MicIO:
Derne

Valours stisndues

Las 16sitaris siielie Guiders bue cumpie dens la
fs e Go vane s Wby ber Su | Bussmtie Lheigss
U wnie 08 SAUA bub (FUPOY Burnbey GO INUYOTNG
o ermWiude

ud
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das in Bezug aul das Vorhandensein von
Antikarpern gegen das humane immundefizenz-Virus
(HIV 1 und 2), das Hepatits C Virus {HCV) und das
Mepatitis B-Obarfischanantigen (HBsAg) gelnlel \:‘nd

Ich hme das

QuikRoad® CRP Controf, Cat. No.

Uso recomendado

£ Control QuikRead GRP da Orion Diagnostica ae utiiza

eoma control da calldad da los tast ds CRP y utiizando ol

QuikRead® Instrument o 8l QuikRead® 101 Inatrumant o

ol QuikRead go®* Instrument.

Para uso diagnéstico in vifro,

Principlo del procadimlonto

.6\rliﬂa.ml .
QulkRead 101

Ubizar of contiol de 1a
miama lorma que |ee
munatias de sangre tolal
det pacianta slguiendo Ian
Insttueclonms dal procadi.
mianto del Annyo

Renctlvos

El conlrol eald basado an material de orlgan humano

Daba sat manajado con lae mismae precauciones que

una muastra da paciente.

Preparacién

EIControl OuikF ead CRP alh liato para s uso  Dejar que

o) matarial aa natabiica duranta 30 minutos a tamg

QuikRead go

UBiizar af control de (e mis.
ma forma que lag muestyay
de plasma/auare del
yaclanta, siguiando lag
Instruecianne dal procedi-

Advertenclas y Precaucionas

+ Los teactivus contlanen una proporcién de azida sédica

41 <0,1 %, concantracidn qua no 84 considars parjudi-

cial La azida addica iibare gaars téxicon cuando antre

an contacto con Acidos. Lan azldas puaden reacclanar

con 1as cafariae matdlinas, formando compuastos ex-

plosivos Ld formacién de compuestos de aZida puade

avitarma aclarando con agua sbundanle al desechar

(o8 reactivos

Ma utillzar sl producto daspuss de la leche de caducidad

indicada an al ervana exerlor.

No suparar [0 pariodos de establidad de los reactivos

atiatton

+ I Control QuikfRlaad CRP eantiena matarial de rigen
humann, qus 4 ha analizado y ha dado un resullado
nagativo para anticuarpos dal vrue da la dafici
¢ hurmana (VIM 1y 2), Arus da (s hapatitte C (MHC) ¥
antigana da suparfcie de (a hapatile B (AgerB). Como
pracaucian, manajar El Control QuikRaard GRP como Ll
fiiviara i posibilidad de tranamitir agantas Infecclofos.

Ellminacién

« Elirninac s contanido 80 dé dcuardo con (8 legisiacion
nacianal f focal

* Matarialas de (09 componantes

ambienta (18 25°C) Mezclar bien. No agitar.

Consarvacion

El Control QuikRead CRP @4 entabie hasta (a fecha de
caducidad conearvado 8 2 8°C

Vial abiato: Establa durants 2 mases conaervadoa 2..8°C.
Desechar cuatquiar visl con signos de cracimianto
microbieno.

}Inlovel esparados

| debe astar 0! dentro
del rango Indicado an Ia aliqusta dal vial de contral. Cads
Isburatoriv dobe eslablecer su propia media y detos de
predsion.

Scopo del test

1l Conlrollo QuikRead GRP di Orian Dlagnoslica
& destinato al controllo di quakts del dosaggl & CRP ramite
fo strumento QukRead®, QuikRead 101° 0 QuikRead go®.
Per uso diagnostico In vitro,

Principlo della procedura

QulkRead
QuikRead 101

Utiizzare i controlio nello | Utilizzare Il controlio

QuikRead go

QuikRead* CRP Conitrollo, Cati No. 66296

stegso modo in cui sndraby
be utifizzato It campione di

nello stesso modoin cul
andrebbe usato

ale ne gativ bestatigt wurde. Als
Produki QuikReed CRP Conlrol wie potentiellinfekiioses
Material handhaben.

Entsorgung

« Inhait entsprechend nationalem und lokalem Recht
2ufOhren.

Materialien der Kompanentsn

Papler. Gebrauchsanweisungen

Karton: Umkarton

Glas: Kontroliflaschchen

Kunstatol: Flaschchenstopfen

Gummi: Stopsel

Wird der Test In Uberelnstimmung mil der Good Labo-
ralory Practice, unter guten Hygienebedingungen und
nach den i dieser heinft i
werwendel, stellen die Reagenzien keine Gefahy f0r die
Gesundheit dar.

Controie QuikResd® CRP, Cat. No. 882967

Précautlons d'emplol

« Les réactils contiennent <0,1 % d'azide de sodium,
concentrallon d laquells celul-d n'est pas nodf. L'azide
de sodium peut réagir avac les ecides et libérer des gaz
toxiques. L'ezide de sodium peut réagir avec le plomb

des pour former des. posés explosifs.
La formation de composés explosifs peut &lre évitée en
finganl abondemment svec de I'eau lors de I mise 8u
rebut des réactfs.

Ne pas utliser le prodult
ton figurent sur I'embalis,
+ Ne pss dépasser (s période de stablilté des réactife

-deld de aa date de péremp-

ouwverts.

« Lo conlséle QuikRead CRP contient das échantilions
dorigine humsine, qui ont 816 lostés al s'avéront
négatfe sux anticorpy anl-virue dimmunodsficience
hummine (HIV 1 o1 2), au virue de Fhépatite C (VHCL-\
sux antgénes de surface de Ihépalite B (HBaAQ). Per
pr Le controle QuikRead CRP comme
un agent potentiellement Infectieux,

Deatruclion

« Ewniner ls contenu conformément sux réglementations
nationsies ot loceles en vigueur

* Matdriaux des compasans
Pogier mooe & emplol
Canon bolls ectérieurs
Verie Raone de cortitle
Plavugue bouchone des Asoons
Covrhhaus haee

+ B'8s 8074 yikebs s8N ks Bonnas Pratques de Labo-
JaiAre, Bvey une Lonng hygune Ju jen de Levell el
Sunsaid ia niaice 0 Amsabon ley 16acule ne repiésentent
pas UA ABNRGH POl 18 8

C€ e

Papal i ciorad da o
Cartéry caja axtarior
Vielrer ‘Anlag de eonlrol
Pléstico taponas da loa viales
Goma: tof

« Utitizarios da acuardo con e busnas praclicas de labo-
1atorio, una higiena labaral corrazta y eslas insiruccionas
de 130, o8 (eactivns suministrados no daten guponer
un pafigro pars (s salud

i 5. s 35 2t
w7 g

Avvertimentl a pracauzion|
« | 1eagarli contangono sodio 3zide < 0,1%, concantra-
zione che non & considarala paricolnsa. La sadlo azide
libara gas tossici a contatto con gh 3Gd Le azif somsono
teagre con le wbatura mataliche lormando comoost
esplowivl. L'sccumulo di azics pub =3sers a0 offel.
tuando un abbondants rsciacquo zon acqua prma @
smaltire i reaganti.

Non utilizzare il prodotto doco ia data & scadenza ind-

cata sull'asterno delle confezicne.

Non superare | perlod i slabilits dal reaganti aparf.

« 1l Controllo QukRaad CRP contiena matarials % origne
umans, lastato @ riscontrato negatvo agh amticora e
virus delflimmunodsficienza umana (HI' 12 2), a v1us
dallepatite (HCV) # allantigana di superficie daff apstits
B (HBsAg). A scopo cautelativo, mamipolars 1 Cortollo

QuikRead CRP coma materiale potenziaimants infatto.

-+ Smaltire il prodotto inin conformstd ala regolamentazione

sangue Intero, seguendo | il plasma/siero,

lo Istruzioni della saguendo le istruzioni

procedura oet test. della procedura del test
R o
1t controllo & di origi . Utifizzar L

richiesta per il campione di un paziente.

nezionale e locale

Preparazione 5

1l Controllo QuikRead CRP & pronto ali'uso. Parmettere
al controllo d stabilizzarsi per 30 minuti a temperatura
ambiente (18...25*C) prima d utiizzarlo. Miscelare bene.
Non agitare.

Conservazione

Il Controflo QuikRead CRP & stabile fino alle data d sca-
denza se consarvalo a 2..8°C.

Aflacone aperto & stabile 2 mesi 2...8'C.

In caso di sagnl evidantl & crescila microbica eliminare
il facone,

Vaiori attesl

| risultati ottenuti devono cadare allinter-
no dell'intervallo Indicato sull'stichelta del flacone
d conlrollo. Ogni labar atorio dovrebbe avere | proprl wvalor
medi @ di precisione.

‘QuikReau® CRP Kontrola, Kat.&. 68296

Ur&eny GZel poutitl

Orion Diagnostica QuikRead CRP Kontrola je uréena ke
Kontrole kvality test CRP méfenych plistrojem QukRead®,
QuikRead* 101 nebo QuikRead* go.

Pro poulit in vitro.

Princip metody

QuikRead
QuikRead 101 QuikRead go

Poutivepe kontrolu Poutivejte Kontroiu ste}-
stejnym zplsobem jako by | nym 2pusobem jake
byl poutit neznamy vzorek| by byl poulit neznamy

piné krve. dodrdujte vzoiek plasmy/sdra,
Névod pro pouti, dodr2ujte Névod k pouliti.
Reagencie

Konltrole je m ial lidekého pivodu. Mdlo by
o nl byt zachdzeno stejnym zpleobem jako ¢
pacientekym vzorkem.

Pllrnvn

QuikRead CRP Konlola &l plipravens k pouditl, Mate-
1181 nechie temperoval 30 NUNUL Na tADVrANNN Lot
(16.. 25°C). Doble promichefte. Nettepte.

Skladovani

QuikRead CRP Konlrola je stabilni do deta expirecs, pakud
Jo skiudovana ph 2 8°C

Otevlend lshvitha ¢ stabdnl 2 mésice pi 2 . &'C.
Lahviéku, hieid by vyhszovala Zndmhy MukiodiAInM
1001y, vyhodte

O¢ohAvane hodnoty

Ziehans hounaty by se mdly pulybovel v lo1mezl uvede
M e $Uthu lahvivhy 8 honbisivu, Ratda laboratal by o
méta vytvolit viastnd prOmer @ pleand dete

Materiali dei companenti

Carta: istruzioni per fuso

Cartone’ scatola del kit

Vatro: Fiala del controllo

Plastica: Tappi defia fiata

Gomma Tappo

| reagenti fornid, se ulifizzati conformements ade norme
dalla Buona Pralica g Laboratorio, ronche nei fapatto
dells norme igisniche o defle istiuziori per I'uso, non
dovrebbaro presentare rischi per la salute.

Ugoxnminl a varovani

« Reagencie cbeanujl < 0.1 % axdu sodeio, ol veni
pova2ovanc za $xodivou (ONCINITAc ATS S0QNY Jvak
Auge toicky plyn, pokud 8 v KONtk 3 <ysadnam. ADcy
mohou "‘IW‘VD( # KQVOVy M 238iM JPRNRG ol LD
7a vorby expiozivaich amdst Tvardd ancu 2s Nacwit

tm, 20 pii 1kvidac ieagencl vie Unaand
velkym mao2atvim vody.

« Nepowdivate orodukt po uplymid doOy AXCHAcE Wredene
na vnédim odalu

» Neplekratufte Jotu, po Merou @ Mrudens wanite ¥O
Qteviend eagune.

* QuikRead CRP Kontioia Materal 1IN
pUvOdU, Ktery byl tesfovan a secan Yegatvie Na
probhitky prca NIV 1 a 2 SOV 2 mdedg v oans
Bazpednosiich cpattent @ 8 Jwhlear CRP oo
nne dovat axo et

e

Likvidace

© Quatiadte odeal podte NrOUICh & MERtNCh TaROAL.

* Mate.dly womponentd
Paci Ndved ¢ vt
Kacon Yoami ddat
SARL LADVICRY 3 LONMIQINIM fgtasam
Prast Vicus wiwiten
Ouma Jdxa

© PuALY 10 1y 8IBM FOUDIVE ¥ IIGARN 48 Sor vy D0
RO POy, JO S 8@ NONIEL Wil 4 AOd
KoLl Joy end (sageae Ty Wy NeIRmvovet
2 avold AR




QuikRoad® CRR.Kontrola, Kat.¢, 68208

Urteny utel poulitia

Orlon Diagnoslica QuikRaad konlrola je urtend ku kon-
trole kvality tealov CRP maranych pristrojom QuikRead®,
QuikRead® 101 alebo QuikRead® go.

Pre poutitie in vitro,

Princip metddy
QuikRead
QuikRead 101 QuikRead go
Poullvajte kontrolu Poutivajte kontrolu rov-

yom sp ako| nakym ako by
by bota poulitd nexndma | bola poulitd

' Slovanbhy

Otakavané hodnoty
Zlskans hodnoty by as msli pohyboval v rozmedz| uvads.
lou, Katdée

nom Na Blitky Wakticky 8 k

QuIkRoad* CRP.Konteoll,

Brukasmride
Otlon Diagnustica QuikRasd CRP kantroll ar baregnst for

# melo atanoviC viastny priemar & prewnd Gdaje,
Varovania a bezpetnosiné opatrenin

0

Reagancie obsahuji < 0,1 % wzidu worindha, Bo nie 8
povarovand za Akodliv) koncentidcly, Azid sodng wvol-
A\X‘ toxicky plyn, pokiaf ju v koniakie & kyselinami Azidy
mdu reagovat e kovovymi daslami adpadovaho potiubia
24 tvorby axplozlvnrch 2meal, Tverbe azidov je molné
prodist tym, 3o prl kviddull rempencll vistio dokledne
oplachnate valkym mnolatvom voddy,

Produkt napoutivajie po uplynutl doby exsplrdele uvede.
el ne vonkajtom obale,

Jte dobu, po kioru je 2erudend stabilils pre

vzorka nexndma vzorke

plne] kevl,dodrduhte L Isdra, dodr2uf .

Névad ne poulite. Navod na poubitie, ONOran raAgANAS
Reagoncie L

Konteola jo materis! Tudakeha pdvodu, Malo by sa s Aou
zaobchadzal rovneko ako & pacieniekou vxorkou,

Priprava

QuikRead CRP Kontrola Je papraveni na poulilie, Mate-
N4l nechajte temparoval 30 mindt na laboratdimu taploty
(18..25°C). Dobre pramiedajte. Netrapte.

Skiadovanie

QuikRead CRP Konltro Je atatiing do datumu expirdcte,
ak o skiadovana pi 2 8°C

Otvorena Madtidka Jo stabind 2 meslace pri 2 . 8*C.
Fladtidku, itora by vykazovela znaky mikrobidlneho rasty,
vyhodie,

Kontrola QuikRoad® CRI Kat. §t. 68208

Kontrola QuikRaad GRP otmahujs materidl hudského pd.
vorh, ktory bol testovany & uzaany aayaliviym na protilt-
Ay prot IV 1 8 2, HCV 8 HbaAg, ViAmal barpatnostnych
opatren! j¢ 6 Konliola Quikitead CRP nutnd manipuloval
AkO & Materialom achopnym pranadal infekdnd agans,

Likvidacia

Odatraniti vashing v skadu 2 detavnimi zakon) In lokal:
N acipiel

Mataridly komponsntav

Papler, Navod na poudile

Kandn, Vankajdia dkatula

8kdv. Bkiamavky & kontrolami

Plnst Viecka skomaviek

Guma Uzdver

AX ea systém poudiva v silade so sptdvayml laboratdr
fyml postupml, dodrkuje 84 pracovnd hyglana o ndvod
na pautite, dodavand Ginidld by nemell pradsisvoval'
2dravotnd najko

Opozorila In zascia

eagent vsebuje « 0,1 % naldjeveps azida, kar ni ne-
vaina koncentracja. Natrijov azid ob stiku s kislinami
wprotta strupen plin, Azldi lahko rerglrajo 8 kovinsliml
cavovodi in lvorjs ekeplozivna apajina. Nablranje azldov
lahko prepredite 2 lzpitanjem 2 veliko kollino vode, ko
odetcanjujete reagente.
Izdelka ne uporabliajte po poteku roka uporabe, W Je
oznaden ne zunanj embaladi.
N ohdobja za odprte reagenle,

Namen
Kontrola QuikRead CRP proizvi Orion Disgnostion Je
namenjana kontrali kvalitete CRE testov, i jih Zvaiamo na
enalizatorih QuResd®, QuiRead® 101 all QuikRead® go.
2 in vitro diagnastiks,
Princip testa
[QuiRead
QuikRead 101 Quik 9
Kontroini test izvajafte | Koatroin test izvajajte po
PO navadith enakd kot 2 | havadiih enako kol 2 vzor-
vzoroam poine krvi cem ¢ plaxmol seTumom.

Rezgentl
Kontrola veetuge dovetks matenisl, Z raztopind ravhajte
enako kot 2 vZOra pacientov.

Priprava
Kontrois QuikRead CRP je prioravijena za uporabo.

e p
QuikRead CRP Kontrola vesbuje materlal dovedkega
izvora, katarega rozultati teste ze protlelesa virusa hu-
mane Imunske poman]ijivosti (HIV 1in2), virus hepalitisa
C (HCV) in povinnjl antigen hepatitisa B (HBsAg) 8o bill
negativni, 2 QuikRead CRP Kontrola ravnajte, kot da bl
lahko bil vir nalezijivin oku2b,

Odstranjavanje

Odsirenitl vaebino v sidadu z dr2avnimi zakonl In lokal-
nimi predpisl.

Pred unorabe ny sloj 30 minut pri sobni Iy
(18..257C). Kontroio dobro premedajte, vendar je ne
stresaite.

Shranjeva kgi

Xontroie QuikRead CRP je ob hranjenju pii lemperatud
2. 8°C uporebna oo datuma j na i
o & e 2 2.8'C.
Redendie, v katenh opazile prisoinost mikrooliganize
mov, Tevzite.

Pritakovane vrednosti

Vrednost kantrole mora bt v ju, navedensm Na N&-
lepk steadenidke, Vaak taborstorij naj ugotavija dejanske
n vragnost.

Avsedd anvindning

Orion Diagnostics QuikRead CRP kontroll &r sv-
sedd far kveliletskontroll av CRP-analyser
med QuikRezd® -instrumentel, QuikRead® 101-
mstumentet elier QukRead god-instrumentst.

Fér in vitro diagnostit.

Testprincip

QuikRead

Cunfess 10 Cunfiead 0o
Anwanc corwchens pd Anvand kontral'en pd

Sa7rTE B 60T o2 okl | $3Mma ¢atl som ett okéat

plasmaiserumprov,

PvErt petom 2% samena | genom 31 samms anaslys-
2 pancip fohs.

Reagens
Kom-phmaieigiet & av bumant ursprung. Def skall be-
handias i sarmma s3f som ol pefierapro.

Forberedeise

QuikFead CFP KontroH &1 f3rdig atl anvanda.
Lét konvolimatenaie! stabiiserss i 30 minuter
§ rurseToe e (18..25°C). Blands val. Skeka inte
farsran,

Forvarng
Reagernst 81 hiaiban Wl uglngedetum vid 1orvaring

‘QuikRead® CRP Kontroll; Kat: Nr: 68296 (Sveriger At ne

Matetial it

Papir: navodils za uporabo

Karton: zunanja ovojnina

SteMo: kontrolne epruvete

Plastika: pokroved epruvet

Guma. zamadek

Ce priloiene rsagente uporabljate skiadno z dobro
laboratorijsko prakso, dobro pakdicne higieno In navodii
2a uporabo, ti ne bi smell pomeniti tveganja za zdreve.

F¥rvintade virden

Det enskiida kontioliresullatet bdr falla inom de gransvarden
som ges pé kontroliflaskans etikett. Varje laboratcrum skell
upprétia sitt eget medelvarde och tildten avvikelse,

Av CRP analynar utferl pA QuikRead® 101
allar QuikRaad go® Instrumantane,
Fort in vitro dlagnostisk bruk,

Prosedyre
Quikfmad
QuikHead 101
Bruk konttollan pA samme | Bruk kantrollen ph
mala sam an fullblodpra. | samma mAte som an

va. Feig bruk Ny
for pravaproandy

QuikRead go

'Falu' e " gan for
praveprosadyren.

!lnnir\llr
Konltollen et bassit ph hurnant matatiale, Dsn skal be-
handiaa pd samma méta som pasiantprsver.

Forharedainnr
Quikitaad CRP Kontrol) af kiar il biuk, (e kontiallan stabl.
Ilneran vad (10...25°C) | 30 minutter, Bisnd go, Ikke rist,

Oppbavaring

Kontrollan et stabil Inalll ulspadato nAr den ef oppbevart
vad 2. B°C

Apne! flaske: Stabil | 2 mAneder ved 2..8°C,

Ikka bruk kentrollan hvis dan visar tydallg lagn ph miko.
blologiak vaksl,

Péatankt anvendalse

Orlon Diagnostica QukRead CRP Conlrol ef pAtmnki il
kvalitetskontrol af CRP analyser, udfert pd QuikRead?,
QuikRead? 101 eller QuikRead go® Instrument.

TN fn vitro diagnostisk brug.

Testprocedura
QuikRead
QuikRead 101 QuikRead go
Anvend kontrolten pa Anvend kantrollan pa sam-
samme made som en me méde som en ukendt
ukendt fuld l P ved
wved at folge vejledningernd at falge vefladningerne for
for testp di

Reagenser
Kontrollen er human-baseret materiale og skal
behandles pi samme mide som en patientpréve.

Forholdsregler

QuikRead CRP Conlrol ef kiar-lil-biug. Konlrollen skal sta-
biliseres | 30 min. ved aluetampaeratur (18,..25°C). Blandes
grundigt, men ikke rystas.

Opbevaring

Moldbar indl udiebedatoan, hvis den opbevares ved2...8C.
Anbrudt flaske: Moldbar | 2 mor. ved 2...8°C.

Anvend aldrig en kontrol, som har tydellg tegn pd mikro-
blel veakst.

Forventade veerdier
Det individuelle resultat bar vesre indenfor omrédet
vist ph 16 etiket. Hvert ber etab-

Kiyttbtarkoitus

Orion Diagnostican QuikRead CRP kontrolli on tarkoitettu

QuikRead® tal QuikRead® 101 lal QuikRead go® -eitteeila
ien CRP. i

Invitro -dlauno:lllkk‘un.

Att tinka pd
R Aller < 0,1 % vilket inte Madritysperiaate
anses vara en skadig i i id frigor BulkRosd
giftig gas vid kontakt med syror, Azider kan reagera med u
metaller i avioppsrér och bilda explosk gar. Un Q 101 Qulkhesd g0
vik azidansamiing ganom st epola med stora mangder s la & kuten
vatten vid kassering av reagens, Kut stabtiinl ol 1y
. Rer det uten i

.

g anges

den ytire forpackningen.

ergkiid Inte hallbarhaetsliden for dppnat resgens.
QuikRead CRP Konltroll innehdlier material av humant
ursprung, som har lestats och funnits vara negativt Ir
antikroppar mot humant immunbiistvirua (HIV 1 och 2),
antkroppar mot hepalit C-visrus (HCV) och hepatit B-ytan-
tigen {(HBaAg). Som an férsiklighetedtgsrd ska produkten
hanteras som om den vore elt smittforande material,

Bortskaffande

Innehdtiet lamnas till kassering enfigt nationell och lokal
tagstiftning.

Material i komponenterna

Papper. Bruksanvishing

Kartong: Yitre IAda

Clas: olifaskor

Plest: Lock tili faskor

testi suoritataan raagenssi{ ja testi suoritetaan
pakkauksen ohjeiden reagenssipakkauksen
mukaigsesti. oh|eiden mukaisest,

Reagenssit
Kontrolll on humaaniper dista matedaala. Sitd luise kasitella
kuten mits lahanee potilaanayletta.

Eslvalmistelut
QuikRead GRP Kontrolll on kayttovaimista. Anna kontrofin

30 (18...25°C)
ennen kaytod. Sekoits hyvin. Ala ravista.
SHilytys
QuikRead CRP Kontroll sailyy svaamattomana 2.. 8°C:sse
Ry L saakia.

Avattu pullo sdilyy 2 kuuksutta Jaaksapisss (2...8°C)

Katalog nurmmor 65296

QuikRead? CRP Control, Varenummer 610068296

“OulkRead” CRP Kotitrolll; thatenumero 68296

Forvantede verdlar

Dat ankalle resultat skal ligge innenfor de vardiar som er
angit pA Raaken maed konlrollan, Hvart laboratorium bar
stablara sitt agen gj i og isjonsd.

Advarsier og forholdaraglar

« Raagansenainnaholdar <0,1% natdumazid, an konsan-
frasjon 8om betraktas som ufarlg. Natrlumazid utvikler
gitig gass vad kontakt med syrer Azidet kan reagare
med malall | aviapsrar 6g dannd akapiosive fo/tindalser
Opphapning av azidar kan unngés vad 4 bruke rikelig
mar yann nAr raagarmans lemmeas ut

Produkiat akal ikka brukes atter ulepadatoen som ef
applent pd embalfasjsn

Iicka overakrid atatiitatatiden for Apnade raagensar.
QuikRaad CRP Kontall innaholdar humant mataraie
som ar testet og pdvist 1%t for antiatoffer mot humant
Immunsviktvirus (HIY 1 ag 2), hepatitt C-vitus (HCV)
og hapatit 8. gan (HBaAg). For stk

alyld akal AuikPaad CAP Kantroll hAndiares som om
dat innaholdar smittastofiar.

Avhending

Innholdat akal avhendes | samevar med nasjonal og
Inal lovgivring

Matarialar [ kamponantane

Pagir pavringavedlagg

Papp utsiclan av asban

Clans yontiAifankar

Plaat koricar p Aasker

Qurmml: aparra

MArtastan Haraa i samavar mad god abaratoniaprakale,
god hyglana og paknings LI LE] 9 L]
som lalgar med | pakican, ikis represantare noan nel-
velar,

=7 DaneK
lare dares eget refarencacmrdde for kontroflen.

Advarsler og forholdnra?hr

* Raagy <0,1% | Pevilieat ks
betragies som en skadslig konceniration. Matiumazid
frgivar giffige gasser, nar dmt kommar | konlgit med
syrer. Azider kan rasgera mad matallatif aks stéi/anke
og danne aksplosiva fortindetsar Oparte g af azider
«an undgAs vad at akylla med sfore maengder vand e
bortskaffelse af reaganser.

« Produktet m ikke anvandes sftar dan udebsdato, der
o trykt pd dan ydre emballage.

« Abnede raagenser mé ikke anvendes ud over stabili-
tetapariodan.

+ QuikRead CRP Control indsholder materiala af human
oprindelse, dar ar lastet negativt for antisioffar moe hu-
men Immundefakivirus (anti-HiY 109 2), hapatitis Tvirus
{HCV) og overNadeantigener Gl hapatitis B-virus (HB3Ag).
QuikRead CRP Control skal som en sikicarhadsioranstatt-
ning h&ndteres, som om det kan vesre smittetaerende.

Borntskalfelse
w i bortskaffes i
med natianale og lokale bestemmelsar.
» Materials ) kamponenterne
Papir. Brugsanvisning
Karton: Ydre mske
Glas: Kontrolhatteglas
Plastik: Lag til hastteglas
Gummi: Prop
. l;Ms g

isprakels, gode
gsvajedningen falges, bar ca
a0 ikke udgare en sundhedsiisiko.

°g
G rsagen-

Aaisi omat keskiarvo- ja lavoiterajansa.

Varoitukset

. it B i <01 % mitd &
pideta haitaili pitoisuutena Xamtad
myrky'lista kaasua hapon kanssa (eagoicessaan, Arscit
voivat reagoida metallisten viemanputuen anssa a
mucdostaa rajahtavid yhdsteitd. Atudan aryminen
putkistoihin vcidaan estda huuhlaismaila havitetiavat
resgenssit runsaan veden kanssa viemanin.

« Ala kay!d tuotstta uikopakkaukseen meckityn
viimeisen kayttopaivan jalkeen.

+ Al kiayta avattuja reagena:
umpeucutva

» QuikRead CRP Kontiolli sis3itaa ihmisper&ista testattua
materiaaka, joka i sisalla \hmisen MMuLMKAICwWI RSN
vasta-aineita (HIV- 1- i HIV-2-vasta-anea), Mecaaits T
viruksen vasta-aineita (HCVevasta-areita) aid Yeoa
fitt Bin pinta-antigeemia (KBrAQ). Kdstteie QuikR2ad
CRP Koatrollia kuitenkin varoen [ vtuniavaarailisen
aingan tavoin.

Havittiminen
* Havita sisaite ¥
mukaisest
+ Osien matenaait
Papert Kayttdohje
Panvi. Utkepakkaus
Ll Kontrollipuitot
Muoyi. Pullojen xoekit

aja vdilyvyysajan
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