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FTCE-C0NT-5-v5 (1212018)

. Ouvr r avec pr6caulon le fl.con en eYibnl la

\ophilisie.
'Ajouter p16cis6ment 5 mL d'eau dlFtll16e ou

ELITROL I

ELITROL II
llete | 6 n c i a sl KUE t Ko i :
coNT - 0060 EL||ROL I
coNf - 0160 ELITROL ll

Composilion dtr coflrel/ Kit composition/Composici'n del kil
Co niei do da ernbalagenlfl c pt tyi p evo ouo xt uso taE :

Conltol:10xSmL
Control:10xSmL

Frangais - FR

AUSAGE PREVU
Ces dispos lifs de diagnoslic ,n vliro sgni deslins
qualld des per{ormances des lesls qranlitalils

dans la fche de valeur'

ECOMPOSITION
EtlTRoL I et ll sonl des se(lms de @lttdle

de s6ruil humain

MATERIELS REOUIS IVIAIS NON
' EqLiipemenl gdneral de laborato fe

AVERTISSEMENTS ET
Cos contrdles sonl !liiqucnlenl

dra! rosl c la vlko
- ces coflrarles sorl Drepar6s il padir dB

de lAbor3loSo
- Ulili!erdu nratAri€l de laboraLoie prcprp cu a usage

d'dv[er l.ule contamination
- pour ,s o'infotm*nn, fa ficha de dolrnCes de sr

es{ ais rible sur demande Dour les prolessionnels

TRAITEMENT OES DECHETS
L 6liminalion de loLs les dachels doil

aux €xigences 16glemsnlaircs localos d;Ctat et

-pnEpARatloN
'Tapol6r doucem€ni le llacon poul quf kl mlldfiel
30 1 en bas du flacon

dis€ilados pala

cuanlilelivas

de oigen

PERO NO

Drolesonal €n el

d€ ongon

aprcbados por la
d6 sup€ildo

ann-HCV

llcha de v,rloles

dlfferent€s de los
eror65 €xrn-

dife16nclas,
su propra

Pro, ullice los

en la fcha

PortuguCs - PT

cuTtttzacAo PRt:vlsrA
tsre$ disposiil;os de ddgndslilo ,n v//o sao desli)alos ao

conlrole de qualldade dos (jesenlpenho; dos lesles quanl lalivcs

ELIT?ch lislados na lolha de valores

-coMPOSlCAO.
ELITIIOL I s ll sao soros de controlo liolilizildos a base di)

soto humano,

MArERtAls NEcEss^itlos MAs I'lAc
FORNECIOOS
- Equipo de laboraloaio de uso genefal

AVISO E PFIECAUe:0E9
- Esles conlrolss s5o solam€nl€ para 0so p/oiissionrl d€ dr-
gndslico ln viko
.-Os conlroles $eo iroparados a padi ds prodllos da Origenl

humana examirlados atravds dod m6l0dos aproladoii da FDA

taram um ao anliq€Dio do

lrus da H anli(orpos anti'

C) e aos H2 l{o enLanLo

qle seja PokrnciaLmenle

ue seiarn o as o eL:Lc6es

d€ ulilizagio.
- R€spsilar as Precugoes d€ utilizaQzo € as boas Prblhas de

laborat6ilo
- Uliiizaf mslerial de lahoralorio llmpo o! destinado a uma 0n ca

ulil zicio de modo a evildr qLalaJe' conlarl 1a!,o
- Pa a mais inloffraiogs, d licha de dados de seguranQa (FDS)

6sl6 d sponlvel tnedianle pedido para o! prollss onais '

TRi\TAMENTO DOS RESIOUOS
Tod0s os reslduos d.Qvem ser elinlinados ds acodo com as exi'

g6ncias locais do roiiulam(rnl6qllo. estadual e lederal

o
trasco perq q!r) o malerial d0 c( clF

do iasio:r' '

nle o lrasco, evilsndo d Pe(13 P'i

liofilizado.
- A(iro6c€ntar oxaclam0nLe 5, n1L d€ iigua d€slilaca ou

desllnizada. ,

- Fschar o kasco com llidado Dissolver o conLetdo cori
pl€tam€nle alraves de ro:aQaes suceljslvas do kasco durafle

30 nrinrlos
- Ndo agilar de nlodo a ev lar a fonnac,o de espu4la

0bS!Lg9E9 im@tlante:
Para rcalivat a loslalase alcahna, oet(e o l6aca 

^:lcnstttitto(
descansat a 15 - 25'C Pot unB ha.a

-C I DO PRCTDUCIO
- O I !I lma aparirnci:l lnl poj(o aeb a

.d( Jolen e'c')sobreud.srliJr
pioa l cule! no Lr oelel c'aqao

- Na uvs eud6n( 3 visirel d: ri€:er c

iisi*r, biDla€16 eJ qu;m ct

- NAo utilizat o mnfol caso h:ja d:fos na €n]balg!fl qli
possam Gugl algum ekllo sobte o d?3;"mi?Nlp do crci,L
(vazdrnenlor;) I

ES'I'ABII.JDADE E cONSi:R\/AqA()
ADlr
- Co o ;i-'3o cr ru

- N; .3 de ; d:4. 
13 

crr;. r:j r. - ::

dos

al!9s-orl-c.s.!.rjil!.&-a-9'

- Esl3r:daC? dts carsllu i1:i
E&Lz3lLll : s .:.
Erl!2tEll-l . { sr'.r:s {d}::'a> :! :-: -- r:'::

ErcrpQces:

. Establd2de da b.di": lc)l \2 cr-av .'a.i|='a).t -:I
EnL,:2e8 ]l 2{ faas
€r!l-25e-15 i3 : 5 laslMli..'a?.'z,s 1.3 -- r? ::

' Eslabl daie & b t-tub;_: d:es la ft 's:1 A- 5 : zr-r:: .: !'
EoBLzsLlQ : I f.-.;s
EI!],.;5e-15'C: 5 cis(ov;i j .:-: :i ": : ir

- EsLaltdad: dc f6tab* i,!r.a l

E!l[LZj:L]: :2r haas

!:!:2re!l--C . 4 srerisir-ii : ;':-i: -: - 
": 

't

-[thlEfla:ao:
. Corserya/ os f.asccs betl/9il3dos c rQ e<|tti|) 1it ltz aia:

- Millrtrc o conletdo zilles d2 $nr.
- O esp'cines cangelados neo dew ler des.Dtgeio.to 2 37'C

evil.ndo a cangela1ea e ( /escorlei3q,o /ei€fri,s izn tamo ,i

misl'na violEnla, que Nde desnakna'a terqlina

PROCEOIMEN'I.O
Os lroaos du Mirob lao anailsadDs c)n)o amDstas Da acord!

VALORES OE COI,ITROLO
As (oncsn|agoos € actividadas dos consliivinkrs sa0,rspDcilicas

ao lDle A iofornrag;o dos valores de 16str€ab;lllade Dlteo i rdlca-

dos na folhd do dados coloFda no ki
Os valores oblldos p6los laborol6rlop podEm ser dife'

renlres dos anunciados A lacnlci, o equiPamento

. €rros oxpsrlmentals Pod€m induzil €!isas dilBr€nqas

Corisoqu€ntenrante aconselha'se que cqds labora:orio rede-

fina as suas pr6praag normas.

os lsu6ilos do sofiwar€ llelectia Touch Pio' !ulizanr os valores

incluidos nos c6digo de bil(as disponivel nhs fdha de reb16nclil

risAe.

' Rehoucher le flacon avec soin Dissoirdro le co

'. r'en. pa rerou'nerenls sJccess's du llaccn

pracli€s d3

o d€ agua

complotamenle por

duGnle

0e ac!eroo
y I€deral6s.

nrat€rial de contol

de evilar la pdrdida

Sln €mbilrgo,
infe@iosos y

is do una vez)

Ne pas agjler afin d evitor la formalio4 de mousse

BLnlnALiflpgJl\tJL I Pou t6acliver la

/a;ssez reposer /e llacan rccansliluA a 15' 25 "C

cDETERtoRATIoN DU PRoDlJlr
e peul p'iserler un arpe(l l;gdr

rprei tluL,or. Cela rJa auc,n ellcl su' es

Cu produll Toute pr6sence de padicules serall le

d6L6roraLlon.
- Ne pas uliliser e produll s\l y e ds sion€s dvidenls

ralon biologique, chimique ou physique

- Ne pas !liiser le coft6e si les dcinmages de

peuvenl avolr !n cffet su. les Pedormanfa< du

STABILITE ET CONSERVATION

ouree de 30 mtnuLes

Aw1-rffili!{]0

Jigeranrenle lub o

el rendlmiento del

evldentes ds

o

pudiesen lener un

r!zl

dad indi€da En la

zr tr63 de Lna vez)

S ocker a 2.B 'C el a I abri de la lumlale.

N- pas rrlse'aplesla oa(e octpr'alqn nd:quee

eA!ds-r9@is!l!!q I

31eb;|Le des mFslludnls

i,!re2el8'C i 5jo!6
j]'lre '25 eL -15 'C : ,1 s€fla nes (r€ onlder

Er<

-SL lab,nru'neiolale(:m@dbrAlahide

rcca.slihlion

'; ncnann)a,s,ret,

,'l 
ouc dai\tnt dhc'

IUODE OPERATOIRE
{-es sdrums de con[6le sonl analysas pornme dos

:lelon les instrucuons de la lche lecfinhue de c
seNanl au dosage, il est recommande q analyser

.r,;me lenrps que des Achantillors de pAlknls, al

par joura nsi qua chaque nouv€lle caliqralion

VALEURS DE CONTROLE
Les concenlralions et aclivilds des @n![luants sonl

du ot. Les irlofmalions sur la llaqabllil6 des vale!

qudes dans la llche de valeufs irduse dans le

Les valeurs oblenues par l6s laboratolres
fdrenles de celles annoIc6es. Lr l€chnlque,

des erreurs exDdrimenlales peuvenl Indulre c€s

ilar cons6quent, il est conseilld que q

iinisse ses propr€s normes

Pour les ulillsaleurs du log ciel Sel€clia Touch

r:9 ae una vez)

descatlgelados a

Segun las

la ficha ldcnica de

suetos €l mrsmo

una vez al dia y

componenLes son

inlormacl6n de los

I H6uall

el pouf

r u ine e^aminAs selon oes f,dlhooes atplouv6€s

€l uvds non reaclils polr lanlige[€ de surfa@

E4re2el8'C :24 helfes

El'jte-25e|'15 "C: 5 jers (ne 6r!dsquu.€s

t nP ortr.e {b M*A€r d l?bi dc

. i ,"." r"" *e"'q-r* *
.Stab te d. b phosFhaLase Elalre:
Edre2etS"C :24 heures

English . EN

CINTENDED USE
9"i]tdlt Thoso D vlro diagnoslic devices are lntended for lhe qMlity

lE'p.igL:Fs
.-USO PREVISTO
llslos dispositivos do diagn6slico in v,lio

lisles conkd ol lhs Frlornrances ol ELlTech quanlilanve tests listed

in lho value sheel

acoMPoslTloN

0l conlrol do calid.Ld dsl fendimlsnlo d€ las

HLlTech lisladas en la hoja de valoros

,?coMPOSlCloN
ELITROL I y ll lion sueros de conlr0l

humano,

IVIATERIALEIS REQUERIDOS
tNcl-ulDos
. Equipo de laboralorio do uso general

,ETENCt6N Y PRECAUCIONES
. Esto6 contfoles son solamente pals

diagndshco l,) Yiko,

virus de HCV antibody and aDti-HlV1&2 anl bodies However as no tesl
fa iul approved m€lhuds a1d louro lo Ds ron reaclivo lol HbsAg anli' . Los conlroles 50 prepararon a parlf de

humano oxaminados do €cuerdo @n mel0

rn€ts du WARNINGS AND loNS
- Thsse corkols ale for vilro diagnoslic use only

d'o,rqine . These conlrols are pre 
"l T19l',1',":,t1P l?,f

C) nrclhod can rlle out lh€ poLerltial dsk of rlleclion wilX sbsolule

d; cedainly, handle eulio!sly as potenllally inleclious

d6 les . Tak0 nornlal premul ons and adhor€ (o qood laboralory pr6clcs

- use clean or single lse laboralory equipm€nl only lo avoid

conl€ln nauons,
- For mor€ inlormalon sa'Dlv Dala Sh€el {SOS) is availabl€ on

d base ELITROL I and ELITROL ll are lyophillssd conlrol se'a prcpilred

lfom hunlaD serum

MATERIALS REQUIRED BUT NOT PROVIDED
- G6neral Laboratory equiPnr€n1

afin r€qu{sl lor plofesslonal usel

lr0uDb an e'fecl on lhe producl perlormanc8 (leakages)

d.UN(I STABILITY AND STORAGE
fularl9-t9.c.0ns!u!-or I

ddt6rio. - Slored al 2-8 .C and protected lrom lighl

- Do nol !se afier exDirallon daL€ ind caled on lhe vial label

a0rt
qAfuIlrsnrllll]lLg! 

;

- Slab liiy of the componenlsl

Bshs€en2and8"C : 5 days

Betureen.25 and -15 "C i 4 weeks (v/hen kozen mce)

l'ellauel[)
ExcellDns:

. Sla'1 ty of lolal bllrub;n (*hen slofed prol{led ftom lghl):
8eh\ce.2and8'C : 24 hou.s

Bel*eel '25 and -15 'C | 5 days (when lrozen onc€)

seLtc tc,s) rubh (shef stored prolecled [.d ]{hl) |

' : I hours

Be!;een-25and-15'C : 5 days(whenlrozenffi)

fl eieJ : 
- stabliy ot aikeline phasphalasel

Be[!ep12ald8'C : 24 haufi

llc Tlre infornration ol kaceabjlity values are indi€led in lhe daLa

r6acLl sheel endosed in the kl

FDA y han r€sullado no r€sclivos Para €l

dol v[!sde la H€palilis I (AgHBs), pata los

IH€palitis C) y pari! los anlicu€rpos anti

$e recrmionda colslderarlos conro

Tanipulados mn Precaucidn,
Rospolar las pt{}ouciones de uso y las

aboratotio
Para €vilal conLanlinaclon€s utilizal

tam€nlo limplo

'Pafa m6s informacidn, la ftchsdedalos de

{lisponibl6 a solicilu! para us prol€sional

TRATAMIEN'TO DE LOS
Todos los maleriales de dosecho deben

rion lfls roquisllos reglamenlaaias losles'

.'PREPARACI6N
Golp€6 suavomlnlo €l kasco para quo

qredo sn el fondo d€l kasco

' Destaparculdadoqamente €, frasco con el

do mal€rial liofliz€do
. Agrogar etaclamenlo 5 mL de agua

doBionlrada
C€riar cuidadosanlenle ol kasco

invorsidn realizando movlmi€nlos gfalonos

30 minutos

'No agilar para €vilar la formacion do

l.giaulangt Parc resclivat la [oslalasa

recansliluida dascansat a 15'25'c

.2OETERIOFIACION DEL
El @ntrol puede Plesentar un

dasp!6s de aeconslil!cion, esto no

trod!clo La presencia de panic!las es un

No ulliG €l pfoducto si esle pr€senla

d€t€rioraci6n biologi€, quimic o tislca

" No ltilic el @n[ol si los daios J
r)lecb sobrs e] rendimienlo del produclo

ESIABILIDAD Y
Adleilh-b@)stilucl6n :

Con*ruar a 2'8'C y prolegldos de la luz

No ul;lice despues de la fecha de

dxluola del faasco

-Dosou6s ds la reconsliluci6nl

Eslab,lidad de los @mponenles:

t:_482-y-0-9 : 5 dias
,--dje-25 v- 15'C, : 4 *manas (m

(FDsI WASTE MANAGEMENT
Disposal of aJl wast€ m0t€rial should b€ In ac@rdanco with local'

slalo and Foderal reguliltory r€quilen)onls

APREPARATION
- Genuy lap lh€ vial s0 lhal lhs conlrol malorial can bo al lh€

bollom ol th6 vial
- Carclullv opon lho vial, avoiding lhe loss ol lyophil zate

cor[dl(, - Add In 6tactly 5 mL of dlstlllsdldolonlzod watsr'
- ca.€lully dos; lho vial and dlssolvs lha @nl€nls @mpl€l6ly by

noild(' occ:tonal qelLle sw rjilq durlg 30 m nules
' - Do not sna\e lO avoid the lo.mdlion o/ loam

dd sio.

hnaoilant To rcactitole lhe alkahne phasphalase' ailow lhe

:;ii i;:; ii,stinrca cout,ot ,o,un lo st"td tot ono hau 3t | 5-2s 'c

-PRODUCT DETERIORATION
- Tre (orkol Tay Dresell a gliqr'ly hazy apoearance afier rocons-

alc,llit\a liLulion Th s hagno elfecl on (he perfornrances of lho producl All

0r0 presence of padicules world indicat€ deLeri0rali0n.

' Do nol use lhe prcd!cL il lhere is v sible evidence of biological

chemlcal or physi€l deteroralion
- Do nol use lhe conlrol il the damages of packaging Inighl hav€

ru)' BeM*n-25andl5'ct I qeeks($henfrozenfr@)

qME

l^.,, Slct1 conhd seta hgltly capped and prclecrcd hoa l:7hl alel
tccotlsl ililtan.
- lAi, ccnlenl ptiar la use
. FrozeD specinen shorld tlol be lhahed al 37'C and rcpealed

heezitu andlhalina bc aroded asfletlasv'o:anltiing
sel F t0 sJ' t/hicr\ ntay denallna

i:Dtbs PR(:)CEDURE' The @nlrd ssra are handlod as samples aMId ng (o lhe ns'

lruclions uso of oach realenl, ll is re@mnendsd lo use these

,i sera togelher sith sampi€s, al leasl onc€ a day and allsr eech

cat clles cal btalon

CONTROL VALUES
Th€ ooncenlralions and aclivilies ol lhe componenls are loLsped-

EsLbliJd de h btfrlins tobl(t o:eJs&
.:n[e2v8'C : 24 horrs

t;!!9j25-tjll-l : 5 dias (rc @rcelar

EskbliJ€d d€ la bi nbina d;reda (pr0legel

r:nlre2v8'C : I hcras

r:.dG-25 v-15'C | 5 dias (no @n!ear

Esbbli&d de h foslalas .bal na

l:ntae2v8'C i 24 horas

l:nlre -25 v-15'C | 4 sem;nas

-Nda:
Conseruar /os hascos bien cercdos Y

'Jaspfts 
de la rcconsliluci6n

Mezclar anles de usar,

fos especlnenos congeladas no deben

runrs ei Indlvldual laboralori6s may obtain valu65 ditforont kom thoso

ilre fois announcod. Tgchniqu€, equlpm€nt end oxp€rlmontal oror
may produco sllghtly difle/€[lvalu€s Each laboratory should

dalermlno (helr own moan valugs

For users wilh Selec[a Touch Prosollwar€. use lhs valres

sonl indi- included in lhe barcode ava lable on lhe value sheol

6t€ dil-

l/'C asi nisno deben evilarce

ciones rcpendas, de igual hanera las

pueden desnahtrelizat la leillith

PROCEDIMIENTO
Los suefos de conlrol se analizan como

lnsbumiones de dosih6ci6n de acuerdo

cada teadivo, se rocomjenda analLar

liempo que las mueskas de pacientes, al

on cada nueva calibracidn.

VALORES DE CONTROL
Las cscenlraciones y aclividades deLas cscenlracrones y aclvloa0es oe

especillcas para cada lote de reaclivos

valores de lrazabllidad esld indicada en

incluida en el kit

de
u ser

a che

Los laboralodos PUeden obtonor

valoro6 anunclados. Procadimsnlo,

menlales pued€tr produclr valoros con

se r€cohlehda que cada laboratorlo

modla paaa eslos controles.

Pafa los ilsuarios del sofMaae Seleclra

valores incluida en el c6digo do bairas
valeurs induses dans le code bare qisFonible sul

ll ,,.,t..n clinical Systems SAS - Zone Industrielle - 61500 SEES FRA - www.elitechgrcruP.conl
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tl coNT.0060
coNT - 0160

ELITROLI 10xs
ELITROL ll 10 x 5

r( qtrorr4d4( Tov 10nrK6v xor xpalKOI xdvovlotrov

ANAPAEKEYH
- Xruniorr ono16 rnv q/ol|] ri,ori ro utrrxd r
ppis{€ro oro xdru p{poq Iq( grdlrls.
jAvol(E npoo,KrKd ro'rpro,\i6 o, otrwap,/ovro( rrlv
,\uoerArd!,vnq ouokrq.
. npoo8iorr oKprPdr( 5 mL
vt00u
:'K,\rlorE rrpoo.xr(d ro Ordll6ra xdl 6ol|Jdrr
nrprxdpEvo pr rcproroorqxl( llrtrE trcporpoe
rFC( 30 lrnrdv lenLirv trlxpr rlv f,triqn ddAuoq r

- Llnv doKLvr{ra VE qtroquyrl q{qporollo0 d0pou

huo, *A, f,o ,rrpyoroi4"n rr r*nln,
rc\, cvaouotolJtvo op6 a],i.vxou w flopoptlrat Vd pld
15250 C

or civdl otrpovcic yro cno(irldro Hbs^g,
rllV182 Euotrorq (o0rir( xoplq pt0o6o( rAfVXo-

dtrox.kiofl noovd xlrdlvo rf,rp6,\uvon( pc fid^lrn

To ELITRoL I ko ll.lvor,\uo$r^rldvor opol

npodpXovror ff6 ov0pditrrvou( opoig

YATKA n0Y AnAtroYNTAl
NAPEXONIAI ITO KIT
- fcvrK6i Epyoo4pIqKoS Eqon,\rop6q

nPoEraonotHIEE KAI nPotoxH

Ir ororfhc rou( !E npNoxrl uE nrowd rn.potruoll
- Ad0rr€ o!viecrs f,poQUl6(d( (or tgop!dflc (ali1

rpoKrxri.
...Xpqorlonor4orc !6vo (oe(,lir i !la( )(p4oqs

E(,o,ptode:

- Iroero6ltlo o,\r<4( Xoltpu6dvq( (6lov

EAAnvrKo . EL

on6 QUEI
Irc!( 2 iu( 80 C : 24 drpcq

Irouc -25 (uc.ltu C r 5 rUap€( (!h Wtrj

:roS,porqro op.04q XolepuBpiv4S (orw
oxo 90(,
:rou(2aoEBoC : I dJpE(

t.:s!S:zt@r:15d : 5 4paprg (!ld qopd

:rd3Epor4ro rls o,\Kol K4S g@qqrdoX
ro!( 2 dug 80 C | 24 t0pEg

Ire!c?ilas-:-1lce: 4 cijaotd6Et(llo

a zt)!.tluql:
fi1ard rilv ovoo0orooq oDo€nKEtora rcuq opoi(

JIAXEIPHIH ANOBAHTNN
H orrdBloq 6lov ruv otropl4ruv 0o npina

AAAAOIOEH TOY NPOJONTOT
l,lcrd rnv ovooior0oq:0 i-\ayxo( lnopEl vo

' l"1q! XprlorirotrorElrE ro npoior Edr undpxEl

iDio!;Ki(, Xt!r(i( i quorKrlg Korodpo{Cri(
- [1nv Xpqorponotrhr ro po0!ovo!4r4, rdv r]

o!oKruqoio tX.r.trl6poorl ornv otr66mn rou

(6roppoa()

TTAOEPOTHTA KAI ANOOHKEYTH
[!-olrJr-!.vg.s!glsc!:
- Afogrlxeuon fiouE 2-8o C uoKpd otro ro qog
. No pqv XprlorFonotrlror nipov ruv 4y'cpcplvrdr"
ovoyp6gowoL oq ilr(irEq rdv qdr6bv

@ Ml!c-I!t-!Jggi.gss!:
- tro0rF6r4ro tov ouddlrxr.ijv
trouE2i0(8oC : Snpaprs
Iro"( .25 a(,4-1b C : 4 r]}5otddr( (pld popi

!io rloqpd 6oli Elqaiviot Auri 6Ev r:lfl (oliq
orfv 0tr66@f rou npoi6wo( H tropouolo pEpL6iov

utro6r Kvifl kdloorpoQrl

rou( noforlorrr xd,\ar Kor rou( npoquldoan qn6 ro
- Avcbruotr ro nrprExdprvo trprv rnv lpion
. To xorcqruvpavo 6rlypo 6c 0o nptna vd atroVUXOd

xcr 8o trpinEe vo oroqEuxoEi n Enoyo^0ppov6!rv4
(d cidqr!iq Ko€dr( xar q pkrq ovd!rh, nou ptropcl vo

SAS - Zone - 6150q SEES

otrd trponyorpEvrI dx60o4

- 0, duy\a(pruptvor opoi !Iayxou trfoopl(o
rroyyclporKrj
- AL'o: or otDl tr6 o\
(Aryplvo ord FDA

AIAAIKAIIA
O Xcrprold( rov ELIIROL | (dr ll ylvrrdr dlord lr. ro 6rlvldrq
o0pQUvd trt rS o64vl S yro Kdoi qvr6poor/lpD. IuvDldloi n

Xp4oq rous !d(l p0 rq 6rlypord rolrldxrorov !ld qop6 r4! qpipd

Or Xp4o[q lou trpoypopporos Sslecra Touch Pro npanu vo

Xp4orpononloouv r( rld( nou trfpIXovrot oro ypoppold hd6txo

rl(

AEN

xrvlod(

FoNn
Conlen! / Conlcnl / Conliono/ Conleido

n[ptEXdlEvo

fncriF;l
Reconslltuer avec r nrL / Reconslilule wilh , n
/ Rg@stitui con x inL / Re@nstiluir @m r mL

Avdoidodq !€ x nlL

(( Confdmlld Eu.opd€lns / Europ€an Confomity

conlofinidad Europea I Confomidado Europeia

E!potrolK'1 !upp6porrrn

delqt
t stous

avbErerl

hom previous version/Modlti€cidn con respsto a la versidn antorior/lllodificaslo tslativemente A verero anl€rior/

'xor .nli- ETTES
lnoprl vd

c[idrdlqln,

5.qornprdxrl Al ETII
ETIKETET

oonpra(d

Ppi0rlKo!

u.\tKd nou Eivqr 6rs6doipo6 oro gdllo rplirv

Les symbolB ulilisds sonl d6crilC dans la nome ISO 15223,

nt 9rpptrrv0
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ELICAL 2

corlaiIly, handl6 @uliously as pot0nlally inloclious'

- Take normal precauUons and adhere lo good laboratory praclco'

- Us{ clean or singlo use laboaatory squipmenl only to avoid

conlam nalions,
- For mole informalion, Sale(y Dala She6l (SDS) is avBilable on

requ4sl lor Prolessional user

WASTE MANAGEMENI'
Disposal ol all wesle Inaterial shouid bo /n accordance vi(h local

and legal requirements

PREPARATION
- Car€fllly opon lhe vial, avoiding the loss ol lyophil zate

- Add In exactly 3 mL of distilled/delonlzed water'

- Car6tully dose lho vlal and dis6Dlva lhe @nlenls complet€ly by

occacional genlle swiding wilhln 30 minutes

- Do rol shak€ lo avoid lhe lormaLlon o{ loam

PRO toN
. Tho lighdy hazy appeafance ait€r

rBcons on lh€ Pedormanc€s ol lh€

Droduct. All pr€sence ol pailicu 6s would indicale deterioralion

- Do fot use lhe pro{iuot il thers is visibl€ evidenc€ of biological'

ch€micai or physi€l dBleriorallol

DAMAGEO PACKAGING
Do not use lhe cslibElor lf Ih€ damages ol packaging might have

an eliecl on the producL perlonnance (leakag€s)

STABILITY AND STORAGE
Prior lo reconslitullon I

- Storod at 2-g "c and proloct€d from light

- Do ilot use afler €xpirdlion dale indicaled on lhe vial labEl

AfE:.Mllltllls:
- Siabilily olths conlpoil€nls:
B€hlesn 15 and 25 "c : 8 hours

BoMaen2and8"c | 2 days
gc$cs!-25id-li:Q : 4 weeks (when lroz€n onc€)

- Slab lily ol direcl bi irubirr (v/hen stored protecl€d lrorn I qht):

B!trYql5-anLAlQ : 3 houts
8ehleen2and8"c : thouls
Behveen -25 and -15 'C : 2 \veeks (when lrozen onc€)

- SlablliLy of lolal bi rubin (when slored prolecled from ligh():

BqNee!-1l4L2t:Q : 6 hours

BgleelhlsLLlor : l day

BcllegL25-arljls-e : 2 lveeks (When kozen once)

NtlE: Slorc vials ilghlly capped and pralecled hon lighl

CompDsiti(rn du coffrct/ Kil comPosilionlcotnPosi.cion dDl Iit
Con ieido rl a emltalagemfiI t pttyoltwo ouoK euoo is9:
Cal: 4x3mL

RefeGncias/Ku6tKoi:
CALI-0550 4x3mL

- C€ilal cuidado$am€nte el [ras@.

inveEidn toalizanda nlovinlienlos gitaloaios

30 minulos hasla dilucidn compl€la,

No agitar para evilaf la fomacior d€

DETERIORACION DEL
. El calibrador Pueie Plesentar un

(l6spu6s de r€conslilucion, eslo n0

DespuAs d€ reconEtllucldn i

' Eslablidad do los componenles:

Ette-l5IzllQ : 0 horas

l:nlra2v8"C :2dias
l:nlre -25 v -15 "C | 4 semanas (no

Excepciono s:

- Eslabilidad do l0 bilkrubina dirocla

Enke15v25'C :3hoGs
En[e2v8'C : Shoras
Enlre-25v-15'C | 2 semanas (no

Parc calibrar con ol ELICAL 2, s€gu rla
t6cnlca dB cada i6aclavo

VALORES DE CALIBRACION
l-as @ncentracionos y aclvidadss dB

esDecillcas parc cada loto de reacLivos

valoaes de lrazabilidad est6 indicada en

incluida en el klt

(:€,.'l

Frangais - FR

USAGE PREVU
ELlTech Cin cal SyslernsELlCAl.2esl !ncalibrant

lriqu€ de diagnoslic ln viko ullis6 pour le €l DIal on

des malhodes ELlTech Clinlcal Svslems,

DESCRIPTION
ELICAL 2 est un s6rum do callbralion

huntaif Los cofcentralions e] ecliviles onl

ma riOro a garantr une calibrslion oplimele des

MATERIELS REQUIS MAIS NON
- Equilromenl general de lsborato re

-AVERTISSEMENTS ET

:nt.e 25 el -15'0 2 semaine! (ne congelet

ptoduclo, La presencia de Parliculas es un

- No utilico ol produclo si €sle pr€sgnla

dsleiloracidn bioldgica, q!imica o lisica

EM6ALAJE DETERIORAOO
No ul lico d cal brador si los daios al pudr€s0n l0nol un

of€clo sobre €l rondimienlo d€l

ESTABILIDAD Y
Anl06 do la rocon6lltucidn

' Conseryar a 2-8'C y prolegidos de la luz,
indi€da en la- No ulilice desp!6s de la lecha de

eliqueia del kasm

ESTABILIO,ADE E (:ONSERVAqATf,

Altgs da r€constituicAo,
- coilsoruado a 2_8 'C € ao abrigo da lrz,

- Nir utilizar apds as dalas de validade Indcadas nls ldlulos

dos lrascos

Ar4wuolsllubiisr
- Eslabilidade dos conslitlrinies:

EAlgLlSgZLli : I hor.,s

EnlIfl2e8"C i 2dios

fuLlfr -25 e -15 '9 i 4 senranas (cofgolar apelds um0 Linica vezl

ExcepQ6es:

. EslDbllidade da bilirrubina dk€cta (a conteRar ao abrigo da luz) i

Elj4LI&fZf:g : 3hor.s
Enlrri2eB'C I Shofas

Edftlzfu:lLl ; 2 semanas (congelrr ape las uma !n tl vell

- Estlbllidado da bilif.iibina lolal (a cons€ryar ao abrigo da l!z) :

EtrltrLlSgizlli | 6 horas

E!.ltrrzi-ilC : 1 did

EmEe-ts f : 2semanas (@fgelatapenas unM linca vez)

QbgMrAar Cors€ruar os lrascos h;n lechados e ao abtigo

PRI)CEDIMENTI)
Para calibrar com o EL ICAL 2, s€OUif o modo operakio desc'llo

na fir)ha ldcnica de cada reagenl€ ulillzido Para a dosergefil

VATORES DE CALIBRACAo
As crilcenlrat6es; acUvi dos conslilqlnLes sao €specifca!i

aololo.AinlormaFodos sdorailreabllidad€eslSolndlca'
dos na lolha d€ dados colc'cada no kil

Os usuArios do soltv€re S€l6c[a Touch Pro, ulilizan) os v3lor4'r

incluidos nos cddigo de batras disponlvel nas folha d0 ef€16ncit

EAAnvrxtr - EL

NP0BAEI']OMENH XPTIIH
To ELlcAL. 2 lq( ELlTech Clnical Syslems 3ivol Ev0;

notruaqpopFpK6E po€povoprlr4S \r0 iD vilrd 6roYvo0nxq lpfof
fiqv po8po!{pron roooll(Jv !!€di5uv lqg Elit€ch clinci:

Sysloms

NEPITPAOH
To ELICAt 2 rivol luoQr,\onorlpA,o( pc0!ovoJrlrri( roL

npo,lpxerot ord sv0ponlvo op6 or o!YKseIpurotl( (o'

or (vtpy6r4rtq tov ouoronxdv lou potlo!cprllrl dxo!i
puetrorrl 60rt vo t(ooqclllolv r4 iliAlffrl p13!oldpfcq Is!
ovrtipsornplov KAlvl(rl( XrlliEld(

YAIKA nOY AnAITOYNI Al i\AAA AEN

NAPEXOI']TAI ETO KIT
- Tr\rKo( Epyoorqpro(6E E(onll0lro(

CNPOEIAONOIIITEII KAI NPOTOXH
- O lloepovo!qri( tivor !6vi Yro InoYltlponif Xp4of rn Lr0
- O Fo0lovo!lrqg nopooxtu64flol otr6 c\0pdn!o ulr<o

[,\rVpivo !r rvrrKprptv.E !t€66dq FDA i C: xor iXEr ppi8ii

opvrlnK6( ylo flbsA(i, ovlkropo anli-flCV ror ovnod!o1c anL'

HIV 82. EvrouldS, xq8irs rio!io lriSoCcS tl[1lou 6w pncpri 
"(sno(lcl5fl nleov6 Kiv6uro tnLpo\uvoq; !! otr4luil iL!o orfrc

xflprorch. Iou{ !c np@c}.ri ug n,lovd tnr!oAucli!o!(
- A6 lrr ou?i8trS npc:ulitir! Kcr .f0p[rc lc x r l1 Ip 

' 
crif3 r\r

- Xflnorpcndrxrt !610 rKaLE ri !10( )lp:!-( .r'sr'r;. I

o(tr q \io llv dtro;uii trri o\lI aiL /
. Trr nEF/006rtpc( ntrnF;oi't! rr6lil.'/ al)1.r,:r ru L!'_ j

dt&r,ri'u,Ac,il't{t\'rr)jrslSrrrc- c 
"-: 

; _ _

rno,n dlor E( ),Pl]ort(

AIA"XE I P HII-l An o B/r,HT0 f l
H oroppr+f ru, otrc3)r1!r/ 6n rp:n! 'q r .r' cr'-' ': '
rou( romKoi( (o\oio!fj;

N PI]ETO]MA:IA
-Ay)(rEntelxr'6roii"r!rJ cra;!-tlrr.: I ./:- il -
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- Ce calbrcnl esl uniquemenl deslino a!x

- Le calibranl €sl prdpar6 a pailrr de produlLs

cxanr n6s selon des nr6lhodss aPprouv6€s par

[ouves n6galils po!r l'anl]gine de sudacB du vfus d

B (AgHBs), pour les aiil corps anti-HCV lHopdlile C)

anlicons anLLV]Hllr'lH2 ll esl loul6T0ls

- SEb lrli de l" bi rubine directe (d con*Ner a I abi de

En[e 15 et 25'C : 3 heures

EOtE"d-o_! : I heures

ligeramonle lorDro

€l rordimisnto dol

de deleiloro,
evldontos do

0e s€iltfl|
d

Lorrs.Jero col To po(anliollemsnl 'nl€ctrel,x 
sr d€

avec les prdcaulions dllsaga
- Respecler les prAcaulons d'usage el les

Ur,is.r du nrard/el de labo'alois p'opte cu a usage aln

d dvller loul€ conlaminalion
- PDlr plus d Lnlornralior, la llche de dornees dg

esl d sponlble silr d€nlande pour les professio4n€ls

TRAITEMENT DES DECHETS
. aiml "lioloelouslesdeclelsdol6keellecluee
a la legislalion en vigueul

PREPARATION
, Ouvrir avec pr6caulion le llacon en evilanl la

lyoDh lisde.
'.Ajculer p16cisdmont 3 mL d'oau dl6tlllAeiou

la cE ul

poudfe

d6sio-

s)

m6s de !na vez)

de la luz) |

m6s de una vez)

- Eslabilidad d€ la bilirrubina lolal (proteger

E!llej5-!45-10 | 6 horas

En[e2y8'c :1dla
Enlre -25 v -15 'C : 2 semanas (no mAs de una vez)

NOh I Conssryar/os frascos bisn catados

PRoCEDIMIENTO
Roboucher le llacon avec soin, Dissoldr€ le

rEmenl par relou.nemenls successils du flacgn ur d6l;r

roubl:

0!fl

(ie 30 flr rules, i
- Ne Das.Ciler alill d'Cviler ld formalion de mdsse

DETERIORATION DU PRODUII
- Le calbranl pe!l pr4senler un aspe(l

durns reLonsr luhol Ccla n'r ar( J1 eflel sLr res

d! pfodul Toule presence dg padcuies serall le

deler oral on
- Ne pas uliliser e ploduil s'il y a des signes

rrlion bio ogique, chinique ou physrque

EMBALLAGE ENDOMMAGE
Ne pas u{iliser le calibmnt si les domnlages cle

p:!venl avoir un ef{et sul les pedoftnances du

STABILITE ET CONSERVATION
A$nlsffil.illlioo i

- Slockef d 2-8'C el A l'abri de la lumldae

- fle pss L liliser aprbs la daLe d'expi.aIon Ind quie

asiDrsllsLiulgtr |

'Slabil le des consLll!anls l

E!]q1trlLZLl : I heures

Farc-2d_ojc : 2lours

,:[tlL2fuL]':C: 4 sema nes (r)e congelel

componenles s0n

inlormaci6n de los

licha d€ valores

Pro. ulili@ los

en la llcha
Pata los lsualio:i del software Selocka

valorcs indlida en el codgo do bailas

Portugu6r; - PT

PR()CEDURE
To callbrale wft ELICAL 2 lollow lhe ptocedure descdbed ln lhe

inslrilctions lol use ol the co(6sponding r€agenl

ldriquone CALIBRATION VALUES
Tlls {oncenlralions and aclivilies ol (h€ comPonenls are loFspocts

fic Th€ Inlormation of lrac€abj ty valuos aIg indical€d in lho dala

she€l endos€d in lhe k I

For usels wilh SelecLra Touch Prosofhvafe use lhe values

included in the barcode avarlable on lhe val!3 sheeL

rois) Espaftol - ES

I.JSO PREVISTO
ELlTech clinical Syst€ms ELIcAL 2 es un €lbrador mll[-
pararnalrico para €l diagnbsl co in vito en la €l braci6n de os

nrekdos c!anl lalivos ELlTech CLniasl Syslenls

CARACTERISTICAS
ELICAL 2 es un suero de calibacion liofilizado a base 0e suefo

humano Las conc€n|aciones y aclividades se ellgeron para

garanllzaf une ehbracidn dplma de los roaclivos

MATERIALES REQUERIDOS PERO NO

INCiLUIDOS
' Equipo de laboralorio de uso general

ahTENCION Y PRECAUCIONES
- EsLe €hbi.rdor €s solam€nte para uso profesional en el dia-

gnbslico tn vilrc.
- El (plibrador se prepam a paik de Productos de oflgen rumano

exanrifados de acu€ldo con m6lodos aprobados por la FDA o cE

y han resullado no reactlvos para el anllgeno d€ superficie del

;irus de la Hepatilis B (AgHBs). para los anlicuerpos anli'HCV

(Hetatilis C) y para los anticuerpos anll-VlHl/VIH2 S n embargo'

ie r;comienda considetados conro potencialmenle infecciosos y

man pulados con pI€caucidn.

- Relip€tar las precauciones de uso y las buenas placli€s do

labofaLorlo
- Pata evllaf @ntaminaclon€s utilizar equipo nuevo o @mplF

lamenle limpio.
- Para mis hlormacion, la fcha de dalos de seguridad (FDS) est'

dlsponible a sollcitud para uso plofeslorsl,

TRATAMIENTO DE LOS RESIDUOS
Todos los malefiales de desecho deben eljminalse seg!n los

reqL sitos legales vigerles,

PREPARACI6N
- D6$laparcuidadosam€nt€ sl hasco con el lin de evilatlap6((lda
de naterial liolllizado

Aoreger €xaclamonl€ 3 ml. do agua doslilada o do agua

d€slonlzada

ELICAL 2 e um soro de calibraQao d base de sofo

melico para uso d agndsli@ in vilrc ra
quanlilalivos ELlTech Clinl6l Syslems

DE(iCRlqAO

humam As cono€nLragaes e aciividades escc I das de

modo a garanlir uma calibra(5o ideal dos

MA ERIAIS NECESSARIOS
FORNECIDOS
. EqLipamento gerel de laboral6io

MAS NAO

AAVISO E FRECAUgOES
EsLr €llbBdor 6 desLinado 6 !so

diagndslico in vlln
O cr ibradtr d lreparadoe Pailfde 0e ong€n numna

UTILIZAqAO PREVISTA
ELlTech Clini€l iiyslems EL CAL 2 6 um

exarlifados alravds dos m610dos

apr€lienElam !m
virus da flepallle B (AgHBs), aos

C) e aos anlirc4ros anli'Vll'i1lr'lH2 No

PREPARA9AO
- Abrir cuidadosamente o kasco,

liolilizado
- Acrescen16I exactanente 3 mL de 59ua

ntzada

murlr para

braceo de InaLdos

de sLp€dkre dc

'S:ablild de la hlrubine lolale (it con*ruerel€bri de

Ente 15 et 25'C : 6 hetres

Earre_z3_LC r 1 lour

anliHCV (H€p:: le

Ieccii€n1a-se

de olil zai:o
boas pr6licrs de

perda de p0

Edgj25l1jl51e: 2 semarnes (ne congl e'

[!9]t: ConseNer les llacons lrrcn lennes el A labt

ivlI]DE OPERATOIRE

que $ejam @nslderados @mo

sejanr maruseados r€speilando as

. Rsspeilar as pre€uq6es de ulilizaq,o e

aboral6io
Ullizar maleial de laboratdrio I mp0 0u a lma ut ca

!llizncio de modo a evilar qualquel

Para mais rnloilna@es, a lcha de dados s€guranc: (FDS)

esli drspoilivel mediaill6 pedrdo pala 0s

TRATAMEN']IO DOS
A elirninaFo de lodos os residuos deve s€r

mkjad€ com a leg slagao em vigor.

Pour ca brer alec I ELICAL 2 slivre le Inode

ians a liche lechniq!s de chaq!3 reaclif seru3nl au

VALEURS DE CALIBRATION
Les concenkalions el aclivilas des consliluanls sonl

,iu lot Les inlornralions sur la hagablil6 des

quiies dans la llche de valeLfs ilcluse dans l€

Dour Las !|lisaleurs drr loglcrel Seleclra fouch lrser les

ficho devaleurs nduses dans le code bare d sponlue slr

Snglish - EN

INTENDED USE
ELlTe.h Cincal Systems ELICAL 2 is a

brator lor 4r vilro diagnoslic !s0 il) lhe caliblalioD ol

ELlTech CInlcal Syslenrs melhods

DESCRIPTION
ELICAL 2 is a lyophillzed callbralor prepar€d l.om

The concenlfaLions and activilies ol lhe Gllbralol

nrve been adiusled Lo ensure oplimal calibrallon

chemLslry reagenls,

ItIATERlALS REQIJIRED BUT NoT
- C;eneral Laboralory {!rpm€nt

- Vdlar a rolhar o kasco com cuidado o conleldo

compl€lam€nte akav6s do rolag6es

30 nrinulos
- Neo agilar, ds nrodo a evitar a lomratSo

DETERIORACAO DO PRODUT
- 0 cal brac6o pode apresenlar uma utn NUco neouto-

sa apos a teconsltt0ieao lsto nao lem

do produlo, A presenfa de particulas

o desempenho

- N6o use o prod!lo se houver evidEncia

flsica, bk dgi€ ou quimica.

de deterioraqao

EMBALAGENS DANIFICADAS
Neo ulilizar o calib€dor caso haja na enlbalagem que

possam causal algum elollo sobr€ o

(vazamenLos)

do produlo

0u deSto'

do lrasco duranl€

ll el,ru.H Clinioal syslems SAS - Zone Industrierlle - 61500 SEES F - www.elitechgrouP.cont



ELICAL 2

TTAOEPOTHTA KAI AIIOOHKEYEn
ilplvl-[.Y-cvcc'iqlc.c.o j

: Aroo4x.uol orou( 2'80 c poiprd 0tr6 ro obf
. Nd lqv Xpqorliorotrlror rlpdv rdv qutpop4vriii,
gvoyp/Qovror sng mxdrcg rov 9rofu6lDv

MErd rlY wdoiordon:
- lKocpdrnrs rov quororrKrrv:

Ea!sl5&.6-2541 : s 
'nptgtrouc2to(8oc | 2rttLpeq

:rou( -25 ao( iso C : 4 rp6opd6r9 (trlo Oopd

Etotpiorl:

-troocpdrnrs 6p.qnf Xolrpu8pturlS (drov oDoo4xr

ond qo()
lrou( 15 doc 250 C r :3 !,iot( i
trou(2to)(Boc i SdptE :

Irou<-25 a@f -15o C :: 2 .P6oFd6( (p{o

- :roorpdrqro o,\rKri( Xo,*pi6piv4E (6rov

oro QUq) I !

Erc!(,1l-!r!s25a!' i6dpr< ii
Irouc2fu(80C I lnuf@
ld -rs .;-15!l z eooopcorE (uto ,loit

lnual@n: Anogqxt(to1 ro 9t6ilAd $prlilxd.
,poonteupt'rd dn6 rc qut 6t@ 6t

AIAAIKAEIA

TIMEI BAOMONOMHTHE
qr ouYKcwAlons xor or tvapvOrnraq rov ouoqrKd,v
0nc rlv nopr160 (t ol). Or nlq0oqofrlr(

Xpnorpororiloouv nS r pag trou trrpraxowor qo
trou.ivor 6 o€aorpo( oro 00llo npdv

uno6oKV0owo qo !orirr,l\arfio 6t^rlo 6160ptvo
Or Xp4orrs rou npoyf,(Uloro! Seleclra Touch Prc

nou nEprYpdQrrur oflg o6qYlEs rou
owr6poorilpro

CSYMBOLES UTILISES SUR LES ETIq[
SYMBOLS USED ON LABELS
SiMBOLOS USADOS EN LA ETIOUETA
SiMBOLOS UTILIZADOS NOS ROTUIOS
TYMBOAA nOY ..XPHl|M0nOrOyNTETIKETET : .

I ro rt floelovdlloq pr ro ELICAL 2

l!qil Numdro de lol / Lol Number /

Nimero de lole / Ap0!65 nopri6o(

ll vpl

a
I

@

otrd npoqyo!!rvrt a(6004

Composillon du coltrcU Kil composltionlcomppsicion clel kit
Conicido da embalagemlnqtiopEvd ouoKEidsidt:
Cal: 4x3mL

poxpra,

ro kdor

inat v(
xo)6 x(

previous versiory'Modillcacidn con resp€clo a la vetsion anlerio/Modific€950 versro anleilor/

for use/ Consulle el nanual /

diagnoslic medicl device / D sposilivo

li@ ii lrtrc //ldpfii ouoKaui 6ld],a@ns

Adre$e du tabri.anl / Manuf4lurels
0irecci6n del labricrnle / Emieref! do

A r0Suvon (orooKtuoorlt

LimiLes de temp4tsture / Temrerature

Dale d expifalion / ExpiBlim date./ F

dad / Prazo de validade/ H!trlovh

NumCro de Glaogue / Calalogue
de €talogo / Nfmoro de ElrFgo

Contenu / Conten[ / Contiene/
nrp[Xdpcvo

Calib€nl / Calibntof I CallbGdq I

Bo0povoprlr4s i

Re@nstifuer avec r mL / R@nsliLuie

/ Re@nstiluk con r mL / Recmsliluir

Avooloooq !a t mL

Conlo.midad Europea / Confomridade

Eupotr(iKl Iuppopqoo4

ld ,r,r".n clinical Systems sns - lone Industrielle - 61509 sEES - www.elitechgroup.com
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Clauss Flbrinogen 50
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Letter of Authorization

is an established

r of Hematology- Reagents, Stains, Controls End Cali rs and products for
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65, 607 office
) 549 120,549 121

) 547 373

to act as our distributor for our hematology/histology ents and controls

Mrrldova

of Sale.

l.M Glo,bal Biomarketing

the required product training of the medical Eind techni I personnel u,ho will use

ducts.

specialists of LM Global Biorparketing Group have been uly trained and are
ance and training.

18,2019

nnance Materials S.A.

r Mrrldova

that we will supply thi Products for the needs of tenders.rr lsr. vvv Yvrrr esyurJ

that we will supply thd Products for tenders with warranty as oerthe Avantor

entitle! to:

providing all services in regalds to consulting, sales,

activities LM Global Biomarketing Group ili acting in own name and on its

tion letter is valid until about 1 year after dale'
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i-ilra specially filterQd, non-sterile cleaning fluid in cleaning of cell

is designed for sgmi-automated and aut<ilmated
i r:t,,ri;^ ^^'+- ^i lha incfrr rmont

mentation, caPable

to clea blood diluting parts of the instrument.

The
the,i

cell fragments from

ProC
Prote
in an

a and preservatives
rt dye.

eyes, skin and clothingif swallowefl. Avoid cAntact with

n* is stable for two ydars at 1B-30'C.

Therb
LlllJ vl uE19l lvl qLlvll

-no 

vis'ible detetioraiions; othenvise the re{fgent shou

ce. The reagent cap be used through out
are glven the expiry date.perfc

I
* should be used und m nufacturer's

for use and should be connected as li tors manual.

may be used with all kinds of Diluids. and C

ProClean' 5 litres cubitainOr

of AvantorrM Performance Materials - Deventer -

ProGlean*

lne

(€@
rr{ Perf ofmance fiJiateilals

eugserveg :20 - 741 8 Alvl Deventer - The Nethet lands

fluid 
for

Netherlands

n't give optimised
ing optimised

ProCl
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Reqs

tril *lt (o]t;zo oozsoo
devices as mentioned in this sheet c-qmplY \^lith the

el. +M (0iti70 087500

ft Vitru DiaQnostic l,,ledical Device Drredi'1e 98,'79,1€G

VERSIO 2011-08-12



folosit pe ru a analiza hemoglopina prin masuratori o

Diff trebu cu Diluid * ERMA.

Reactivul

RBC pent

WBC pen
I

ontinu
rma III Diff este pebpzFt'vzd de ap[ gi conline:

Cyplet* Erma III l)iff' Av

e proiectai pentru i4strumente automate, cppabile sd:ste proiectat pentru l4strumente automale' o?paolre si

i,batzatpe principiul impedanlei diafragmei" CyMet *

.t a analiza hemoglobina Pri
utilizat in combinatie cu Di

tori oqtice. CYM

crnari dc anoniu;i KCN (<0,1%o).

r[suri de precautie

ca e inghitit. Evitali contactul cu ochii, piefea 9i imb

CyMet;T
utilizare i
Reactivul
cu trei p

CyMet +

Contpu;i

Daunator

CyMet x

Nu exis'td

perform

perforni

Instructi
CyMet *

instruc!iu
utilizare,
Reactivul

in plus,

* Murca

m[suri de

in plLrs, tiv'ulpoate fi utilizat cu Diluid * ERMA.

oDeratorl.

eteriordri vizibilel in caz c rntrar reactivul n1r ar trebui

d. R.eactivul poate fi utilizat in timpul perioadei de v

6. htru exist[ garanlii privind performanla re4ctivului d

:..l:g
III lDiff trebuie utilizat in mod nediluat bonform i

ile producdtorului de utilizare 9i trebuie coneictate confr

fi utilizat cu Proclean * giHipoclorit0,5o/o caage

tivul poate fi utilizat cu Diluid * ERMA'

rea nachetului
0500 CyMet * Iirma III Diff 500 ml flacon !

chetului

errorare

d q muterialblor de

0'c.

fDPE

Reactivul

,utl altt-rr l.

ate fi utilizat cu Proclean * qi Hipoclotit 0,5%o ca age

r si stabilitate:
rma III Diff este stabil pentru doi ani la 18-3

' p e rfo r man( d A1t a nto r rM Deventer -

ntor

, care este filtrat sPecial, Pentru

itoizeze un diferenJial tMBC

. Stratatoliza leactivului
i optice gi modificd

intea,

ofere optirnizarea

i litate, oferind optimtzate

pd data de er<pirare,

t de curdfare.

t de curdlare.

- 't

mentului
instrucliunilor din manuafu de
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Hvpochlorite 0.SPlo

ions: otherwise the reqgent shou

'1 liter bottle
5 liter bottle

for use in cleaning

rumentation, caPable

diluting Parts Priof to cell fragments front

Hy
of cell
The
to clea

The
the i

Sodiu

rn!
Harmf

REF
REF

*Tr

e no visible

;iple
i6 dtean btooo

Hvp

ent is u

iorite 0.5% i5 water bdsed and contains:

. ."-,- contact with eYes'

t atllu stcuilrrY
lorite 0.5 % is stable for one year at 18-30'C'

hypochlorite (0.5% agtive chlorine) and poly'foxy-eth1

rlontact with eves, skin iind cloth

poly'foxy- lkyl-alcohol,

Rea',9

Pact

lorite O5'/. should be used undiluted accordipg to ins

mrav be used with all kinds of Diluids. and {}yMet's.

ze
I 7,1 000 Hypochlorite 0.5%
1 7.5000 Hypochlorite 0.5%

k of AvantorrM rmance Materials - Qeventer -

n't give optirnisecl
ing optimised

er the expiry date,

manufacturer's
rs manLlal.

e Netherlands

et 
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) differential. based on t re aperture impedance pron t re aperture imPedEnce Pri

nolality of 330 + 20 mQsm/kg.

is a specially filtereci,

differential,

Content

non-sterile blood diluting

adj to crperate at an osnl

tsu ffiitut" whole blood prior to cbunting
W the reagent maintains stabilitf of RBC,

The
and

,SOo, pto.Elne HCI 5nd preservatives in a

Harmful swallowed. Avoid tact with eyes,

Diluidi lll Diff is stable

Therg

Diluid"

Reag

Diluid. lll Diff is watbr based and containsi
SOa, procilne HCI 5nd preservatives in an

F ore reat3ent may be used with next lysing neagents:

for use
should be used undiluted according to

ns for use and shoulb be connected as listed in the C

may be used with Hypochlorite 05% or Prpclean* as

n. v"$f. d"t"**iions; otherwise the reagent shr

ce The reaoent can be used through out shelf life,

nce, No guarantees performanQe are give

BS.

rk of AvantorrM rce Materials - DeventerPerformance

skin 
3nd 

clothi

for tl"rfee years

for use in cell

to monitor a three-
e and electronicallY

sizing of RBC, Pl-T
T and WBC during

buffer compound.

18-30"C,

ldn't give optimised
iving optimir;ed l

after the expiry date.

manufacturer's
ators manual.
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ion is isotonic and conlains surface active components to
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e f luid oath. lt also coritains a harmless green dfe visuali

the instrumenl.

erge* BS is water based and contalns:
liFvf"t"-"rfvl-"l.onor NaCl, NazSoa and preseryatives in

from the human brrdY.
routine DetecfoTerge. BS is connected.to the instlumentas
I everv sample the blood aspiration path is cleanqd with De

Tergei Bl3 should be used on the BeneSphera 3 part differe

r.

18-30"c.

Theie
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No gu

I
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ance. The reagent can $e used throughout shelf life, giving o
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Pack
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CyMet B
utilizare i
examln
Reactivul
cu trei
folosit
asociere

Reactivul
cu RBC
pentru n

Continut
CyMet B
Compu;i

Daunator

CyMet

Indica
Nu exist6
Reacfivul
Nu existd

Instructi

CvMet BS3 CN Free

nrevizutd
icN-r." .ste un fluid de reaclie pentru liz{rea sdn

num6rarea ! ulelor, Destinate Penum6rarea $ ulelor, Destinate pentr

specimenel ul uman'

ste proiectat automate, gpqult]t t3
i, bazat pe pri n c ip iu I 

i 
mpedanlei di afragm ei'] Cy{te1

ftu etnali,zatiemoglobinei prin mdsurarea optic6' CyI
Dituid III Diff pe analizorul de hematologil diferenlia

i principiu
ste utilizat inainte de numdrarea qi dinrensi<Jnarea WB

^L:-^ a'^^:-+^ .l^ - | o-.iliza nrin rntru a elibera hemoglobina inainte de a-l anlliza prin

Ldrare qi dimensionare.

3 CN Free este pe bala de apd gi confine:
t tnlovunti,lo nwnnitt f,i r,, noli-nxi-e,tilen-aldhil-alcool,ernari de amoniu ;i un psli-txi-etilen-alc
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-

ghitit. Evitali contactul cu ochii, pielea 9i imb
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e fi r.rtilizat pe toaf[ durata de valabilitat{, oferind

nJii privind perfoqmanla reactiwlui dupa data de e

lN Free trebuie folosit frrb diluare in conformitate c

tat conform instrucfiuniloi din manualul rJe utilizare
CyMet;QI
trebu ie co

3 CN Free trebuie folosit frrb diluare in conformitate c

te fi folosit de DetecteTer'ge ca agent de qur61are. inReactivul
cu Diluid

i, care este filtrat special, Pr;qtru
a fi utilizate in vitro Pentru

nonitorizeze un diferen{ial 'WPC
3 CN Free este, de asemenea,) \,1\ I'f ErE 9i5Lgt uv qDvrrlvrrv@,
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BeneSphera 3 part,
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