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ELITROL |
ELITROL I

du coffret/ Kit campns;non/Compasu.lon del kit

Féférences/References/Ref
FReferéncias/KwEixol!

CONT - 0060  ELITROLI
CONT- 0160  ELITROL !l

Control :

Controf :

C

Contetido da embalagem/fepizyipeva ouoxevaaiag:
10x5mb

10x 5 mL

C€

Frangais - FR

#USAGE PREVU
Ces disposllifs de diagnostic 1 vitro sqnl deslings &
qualilé des performances des (ests qdannlau{s EL[Y
dans la fiche de valeur. ‘

i
@ COMPOSITION

ELITROL [ el Il sonl des sérums de m[\lmle Iyophilis
de sérum humain

MATERIELS REQUIS MAIS NON FOU

- Equipemenl général de laboraloire

AVERTISSEMENTS ET PREGAUTIONS

s conlrole
Bch lislés

=3 & base

8

Ces conlrdles sonl uniq deslinds o
diagnoslic in vitro.
. Ces conlrdles sonl préparés & parlic de prodult
humaine examinés selon des mélhodes!approuvées
el Irouvés non réaclifs pour Fanligéne de surface d)
I'Hépatite B {AgHBS), ptur las mlicorps 2-HCY {H
el pour les anticorps anti-VIHVIH2/ 1| esl qulufo-s Tés

nels du

d'origine
ar la FOA
virus de
apalis C)
ommandé
de les

de les librer comme

manipuler avac ies nreaauﬂunq d'usaga, |
- Respacter les précaulions dUsse -8l s bonnes
de laboraloire.

- Uliliser du matériel de laboratoire proprs CU & usage
d'éviler loule contaminalion. \

- Pour plus dinformalion, la fiche de dopmﬁes de séal
es| di ible sur d la pour [8s pi

TRAITEMENT DES DECHETS

praliquas
nigua afin

ride (FDS)

L'8liminalion de lous les déchels doil slre affactiiée canformiment
aux exigences réglemenlaires locales, d:étal ot fiddralns,

i
«PREPARATION '

- Tapoler doucement le llacon pour qu# I matériet
sail en bas du flacon
- Quurir avec précaulion fe flacan en E\(llanl Ia perig
Iyophilisée.
- Ajouter précisément 5 mL d'eau dlsllllee ou d'g
risée. :
= Reboucher le lacon avec soin, Dlssolndre e conle
smenl par retournemenls successifs 'du Nlacen pe;
aurée de 30 minules
- Ne pas agiler afin d'éviler la farmalion ds mousse,

Remarque importante : Pour réactiver fa plhiosphiatas
laissez reposer le flacon reconstitué & 15 - 25 °C
heure.

@ DETERIORATION DU PRODIJIT

& contrdlo
e poudre
au désio-

u complé-
ndant une

o alcaline,
ndanl une

- Le contrile peul présenler un aspecl légéramenl rouble
aprés ratangtilution. Cela n'a aucun e('el sur les pagformances
du praduil. Toute présence de pamcules serail le signa d'une

déléraralion,

- Ne pas uliliser le produit sl y 3 des swénes évidenls fa délério-
raton biologique, chimique ou physiqus, |
-_Ne pas ulliser le canlréle si les dommages de [emhallage
peuvenl avair un effet sur les parformances du proruifjlfuiles].
STABILITE ET CONSERVATION
Avan{ reconslitulion ;
- Slocker 4 2-8 °C el & I'abri de 13 lum\ere

Ne pas ufiliser aprés la date dexp(rahén indi quee suf léliquelie
du facon
@ Aprés reconslitution

Stabiilé des consliluants ©
“nlre 2el8°C 5 jours |
e -25 6l -15 °¢ 4 semanes (ne c‘cn;der qu'urd sevle fois)
Excepliahs. ! |
- Slahlite de la bilrutne folale (4 aonserv‘era I'abri de lzilumiére)

lre 2el 8 °C © 24 heures
-25el-15°C:

|
£ da L Bifnabine direcle (& conseryer a l'abri de

- Siabl

Enegeld"C @ 8 heures |
Enre-Z8el-16°C 5 jours (ne congeles quure sey
- Siabilile d 1a phosphalase a'caline :

Entre 2el8° : 24 heures ‘
Erlre-25at-15°C 1 4 semanes (nzcongeler qu’
ol

5 jours {ne conga‘ierqu'ur»e seue f0's)

3 Juri

e los)

et seule fois)

server fos Nacons bign farmds ef @ Fabd g0 l hthbdne 2prés

sconstifution |
- Malanger avanl uilisaton ‘\
- Les Hations répaites tos feur i fatian 4

I7'C mingl que Fagitation dnargigue doil"anl 6lre duitégs

1 euvent dénatiror fa fasiting. :

[
MODE OPERATOIRE !
Les sérums de conlrdle sonl analysés comme des &

.Léme lemps que des échantillons de palienls, au ma
par jour ainsi qu'é chaque nouvelle calibralion.

VALEURS DE CONTROLE \

car elles

Ehantlllons.
plon les inslructions de la fiche technique de chagun réactif
ervanl au dosage, il est recommandé g'analyser esisEums en

5 \ne fois

Les concenlralions et aclivilés des wnsuluan!s sonl mpéaligues

du lot, Les informalions sur la lvaqab\lllé des valeur
quees dans la fiche de valeurs incluse dans le goffret
Les valeurs obtenues par | las Iabnrato\res peuvel
férenles de celles La I

sonl indi-

t étra dil-
Ll

des erreurs expérimentales peuven! | Imlulre cas dil

fféronces,

Rar conséquent, il est conseillé que clu\qui Inborgtolre redi-

finisse ses propres normes. ‘

Pour les ulilisaleurs du logiciel Selsctta Touch Pro,
valeurs indluses dans le code barre qis;onible sur
valeurs,

uliliser les
a fiche de

English - EN

@ |INTENDED USE

These in vitro diagnoslic devices are intended for the qualily
conlrol ol he perfarmances of ELITech quanlitative tesls listed
in the value sheel.

@ COMPOSITION
ELITROL | and ELITROL Il are Iyophilised conlrol sera prepared
from human serum.

MATERIALS REQUIRED BUT NOT PROVIDED

- General Laboratory equipment.

WARNINGS AND PRECAUTIONS

- These conlrols are for professianal in vitro diagnoslic usa anly.

- These conlrals are prepared from human malerial lested by FDA
approved methods and found 1o ba non reactive for HbsAg, anli-
HCV antibody and anti-HIV1&2 anlibodies. However as no tesl
methed can rule out the polential risk of infection with absolule
cerainly, handle cauliously as potentially infeclious.

+ Taka normal precautions and adhere to good laboratory praclice.
- Use clean or single use laboratory equipment only lo avoid
conlaminalions.

- For more information, Safety Dala Sheel (SDS) is available on
requasl for prolassional user

WASTE MANAGEMENT
Disposal of all wasle malerial should be In accordance with local,
stale and Federal regulatory requirements.

T PREPARATION

- Genly tap Ihe vial so thal lhe control malerial can be al he
boltom of the vial

- Caralully open the vial, avoiding The loss of lyophilizate,

- Add in exactly 5 mL of distilled/delonized water.

- Carefully clase lhe vial and dissalve the conlenls complelely by
accasional gentle swirling during 30 minules.

- Do nat shake lo avoid the formatiop of foam

porant: To reactivate the alkaline phosphalase, allow the
reconstiluled conlrol serum lo stand for one hour at 15-25 °C.

FPRODUCT DETERIORATION

- The conlrol may presenl a slighlly hazy appearance afler racons-
lilulion. This has no effecl on the performances of lhe producl. All
presence of parlicules would indicale delerioralion.

- Do nol use Ihe producl if there is visible evidence of biological,
chemical or physical delerioralion.

- Do nol use Ihe conlrol if the damages of packaging mighl have
an elfecl on Ihe producl performance (leakages)

STABILITY AND STORAGE

Brlor 1o ragonstitutlon :

- Slored al 2-8 °C and protecled from lighl.

- Do nol use after expiration dale indicaled on the vial label,
¥ After reconslitution ¢

- Slabilily of the componenls:
Botween 2 and 8 °C § days
Belween -25and -15°C : 4 weeks (when frozen once)

Exceptions:
- Slanity of (ofal biirubin (when slored protecled from lght):
Befween 2 and 8 °C 24 hours

n -2! 5 days (when lrozen once)

- Stability of direct bifrubin (shen stored protected from 1ght) :
Betwego2and 8°C 8 hours
-25and-15°C : 5 days (when frozen once}

- Stabiity of alkaline phesphalase:

Between 2and 8°C 24 hours
Between-25and-15°C : 4 weeks (when ffozen once)
FNole:

- Slere conlrol sera tighlly capped and prolected from light afler
reconstilution.

- Mix ccntent prior to use

- Frozen specimen should nol be thawed al 37°C, and repeated
Ireezing and thawing shauld be avoided, as well as violant mixing,
which may denalure ferritl,

PROCEDURE
The conlrol sera are handled as samples according (o the ins-
Iruclions use of each reagenl, Il is recommended to use lhese

sera togelher with samples, al leasl once a day and aller each
calibralion,

CONTROL VALUES

The concentrations and aclivilies of the componenls are lol-speci-
fic, The informalion of traceabiiily values are indicaled in the dala
sheet endlosed in the Kil.

Individual Iahuralones may obtain values different [rom those
and experimantal eror
may produce slightly differant values, Each laboralory should
delermine thelr own mean values.

For users wilh Seleclra Touch ProSoltware, use lhe values
included in lhe barcode avallable on the value shesl.

IEspaﬁoI - ES

"'USO PREVISTO
Eslos de in vitro aslén para

ol conlrol de calidad del rendimiento de las prusbes cuanlilalivas
LITech lisladas en'la hoja de valores.

@ COMPOSIC|ON
ELITROL | y }l son sueros de conlrol ligflizadas de origen
humano.

MATERIALES
INCL.UIDOS

- Equipo de (aboralario de use general,

ATENCION Y PRECAUCIONES
- Estos conlroles son solamenle para ugg
diagnoslico in vitro.

- Los conlroles se prepararon a parlir de producles de origen
humano examlnados de acuerdo con mélodia aprobados por la
FDA y han resullado no reaclivas para el anfigant de superficie
el virus de la Hepalilis B (AgHBs), para los apficugmos anli-HCV
lHepallus C) y para [os anllcuerpos anl»—\ﬂHl WIH2, Sin embargo,

REQUERIDOS| PERO NO

profesional en el

Portuguées - PT
@ UTILIZAGAO PRE VISTA

Esies dispositivas de diagnéslico in vitro | 580 deslmados ao
controle de qualidade dos thos dos tesles q S
ELITech lislados na folha de valores, i

> COMPOSIGAQ-

ELITROL | e Il 530 soros de conlrolo |IDII’|L:I(|GS a base e
s0ro humano.

MATERIAIS NEC ESSI\'{l()S MAS

FORNECIDOS
- Equipo de laboralorio de uso general

AVISO E PRECAUGOES

- Estes controles sao solamenla para uso profissional de dia-
gnostico in vitro

- Os controles 530 preparados a parlir de} produ!os da arigem
humana examinados através dos métndos, aprovados da FCA
& qua apresentaram um resullado np reativo ao anligénio de
superficie do virus da Hepatite B (AgHBs). ans anlicorpos anti-
HCV (Hepaiita C) e aos anlicorpos anhv\n'IH\NIHZ No enlanlo‘

NAG

se cor como I ir y
manipularlos con precaucion.
- Respalar las precauciones de uso y las thienas praclicas de
laboratorio.
- Para evilar conlaminaclones ulilizar agui

tamenits timplo.
. Para mas informacién, la ficha de dalos de seguridad (FD'S) estd

disponible a solicilud para uso profesional.
TRATAMIENTO DE LOS RESIDUOS

Todos los maleriales de dasecho deben glim|narsa de acuerdo
von las requisitos reglamentarias locales, esiplales, y federales.

nueva o comple-

7 PREPARACION
- Galpee suavemanle el lrasco para que &l malerial de confrol
quede en el fondo del frasco.

- Destapar culdadosamente 8 frasco con el fi
de material liofllizado.
. Agregar exaclamenle 5 mL de agua destllada o de agua
desionizada,
- Carrar cuidadosamenle el frasco. Disalyer comp!shmenlt' por
inversion i maovimienlos g (l durante
30 minulos
- No agitar para evilar la formacion de aspua.

de evitar Ja pérdida

lmportante: Para reactivar ia fosfatasa alpaling, deje el vial
reconstituido descansar a 15 - 25 ° C thiranly una hora.

7 DETERIORACION DEL PRODUCTO

- El conlrol puede presentar un @spacta| figeramenle turbio
daspuiés de reconslilucion, esto no afactal el rendimiento del
producio, La presencia de particulas es un signa de deterioro,

. No utilice el producto si esle presenla gignos evidentes de
dateriaracién bioldgica, quimica o fisica
«» No ulilica el conlrol si los darios al ambalig pudiesen tencr un
pleclo sobre e rendimiento del produclo {fugps).

ESTABILIDAD Y CONSERVACION

nstituelén :
- Conservar a 2-8 °C y prolegides de la luz.
- No ullice después de la fecha de cadugdad indicada &n la
atiquola del frasco

T lz titugién:

- Eslabllidad de los componenles:

Enre2y8°C : 5 dias
Enlre-25y-15°C 4 semanas (no cangear mas de una vez)
Excepciones:
EsI‘bi-dad de la bilmubina tolal (proteger de faluz):
2ol : 24 horas
;-nlv -25y-15° 5 dias (no corgelar mids de una vez)
- Eslabiidad d2 la bilimubina directa (proleger {ia fa luz]
Znlre2yB°C ¢ 8 heras
Znlre-25y-15°C : 5 dias (no congetar s de una vez)
- Eslabiidad de la fosfatasa akcalina
Znle2yBC . 24 horas
Zole -25 “ 4 semanas (no congelar mas de una vez)
¥ Nola:

. Conservar los frascos bien cerrados y ofegioos de i Juz
después de la reconslifucion
- Mezclar anles de usar.

. Los especimenes congelados no deben ssr descongelados 3
37°C. asi mismo deben evilarse congeiacnes y descongela-
ciones rapelidas, de igual manera las mazclas viclentas que
puedan desnaturalizar fa ferriting

PROCEDIMIENTO
Los sueras de conlrol se analizan como rjiuestias, Segun las
instrucciones de dosificacidn de acuerdo g la ficha técnica de
cada reaclivo, se recomienda analizar esths sueros al mismo
liempo que las muestras de pacientes, al mgnas una vez al dia y
on cada nueva calibracion.

VALORES DE CONTROL

Las o y aclividades de lo
especificas para cada lote de reactivos. L.
valores de lrazabllidad esld indicada en
incluida en el kit,

Los laboratorlos pueden obtener valared diiferentes de los
valores anunclados, Procedimenlo, aquipo, errores axperl-
mentales pueden produclr valores con peguefias diferenclas.
Se recomlenda que cada laboratorle Ine su propla
med!a para eslos controles.
Para los usuarios del soltware Selecira Tpuch Pro, utllice los
valores incluida en el codigo de barras djspanible en la ficha
de valores,

son
informacién de los
|z licha de valores

d que sejam como
© fjue sejam dos tespeltando as precaugd
da ullizagdo.
- Respsilar as | des de ulilizagzo & as boas pralicas de
taboratorio.

- Utilizar malerial de tahoratério limpo ou deslinado a uma unica
ulilizagdo de modo @ evilar qualquer contaminagao.

- Paia mals informagaes, a licha de dados de seguranga (FDS)
osla disponivel medianle pedido para 03 profissionais,  *

TRATAMENTO DOS ‘RESIDUOS
Todos os residuos dgvem ser eliminados do facordo com as exi:
gbncias locais de re< ulamentaghio, estadualie federal.

@ PREPARAGAD
- Bata lavemante no frasco para qup o ma!erlal dp Cul\lrclf'
possa estar no fundo do frasco ™
. Abrit culdadosamanle o frasco, evilando s perda di po
Ilorlvado
- Acrescentar exaclamnnle 5 mL de agua deslilada ou
deslonizada.” "
- Fechar o lrasco com tuidado, Dissolver o conledda cor
plelamenle alravés de rotacoes suceuswas do [Irasco duranle
30 minulos. s
- Néo agilar, de modo a evilar a fonnagao dé espuma

Observacdo importanie:
Para reativar a loslalase aicahna, asice o‘ frasco reconsttuide
descansar a 15 - 25 °C poi uma hera,

|

o OETERICRAGAD DO PRCDUCTO
- O copirol pode apresentsr uma aparimc‘a} um pouco
apds @ reconstilulgdo, Isto nao tem efeits sul‘?re o des:
proddo. 4 presena de paticulas indica delgrwo'acéo.

- Nén use o produln se houver evidéncia visivel ds deterofagic
fisica, binlogica ou quimica, .

- Nao utlizar o control caso haja d:v‘us\r‘a embd‘ag”\ Que
possam causar algum eleilo sobre 0 d
(vazarmenlos) : |

ESTABILIDADE E CONSERVAGAQ
|
|
F
|
i

i
- Conservadoa 24 "C e 20
- Nao uliizar apds a2 dalas ©
dos frascoz

Excepgdes:

- Eslabidade da baubina
Enlb2e8°C 124 hoes
Entm-g5e-l5°C 1 5 dias (con

- Estabidade da blirubina dredls {a

Entz268 *C 8 b
Ente-25e-15°C : § cas (o

- Eslabidada do losfalase &

Enz 208 °C 24 hoes
Enixi-25¢-15 °C : 4 semenas {0 7
@ (hservacio: !

- Conservar os frasccs ben fechatlos € ap adrnigo da iz apds
a reconslituicav
- Misture o conteudo anles d2 1:sor. 4
- O espécimes congelados ndn deya ver descongelnto & 37°C
evitendo a 3t ongelacio repelidas, hem cemo o
mistura violenta, que pode desnaturar a ferrjtina

e des

PROCEDIMEN1 [}

0s soros du conirolo sdo analisados como | aml)slvas Dz acordo
com a8 Instrughes d4 licha Wenica ds catla ieagenle ullizada
para @ dosagern, racemends-6e que ¢5ies 50ms sejam analisa.
dos #4 masmo lempo que amosiras de doenles, pelo menos umd
vez por dia, bam como 8 cada nova calibragdo

VALORES DE CONTROLO u

As concentragdes e actividades dos conslityinles s3a especilicas
ao Inle, A informagdo dos valores de rastreabllidade estao indica-
dos na folha de dados colacada no kit

Os valores obtidos pelos laboratérlos |.uodsm ser dife-
rentes dos anunciados, A lécl nlca. o equipamento
o arros expertmentals podem induzit essas diferangas.
Consequanlemenle aconselha-se que cada laboratério rede-
fina as suas proprias normas,

Os usuarios do software Selectra Touch Pto, ullizam os valores
incluidos nos cédiga e barras dispanivel nas [olha de referéncie,
i /

“' ElITech Clinical Systems SAS - Zone Industrielle - 61500 SEES FRANG
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EN ISO 13485 REAGENTS

Zone Industriclle — 61500 SEES — France
Tél :+33(0)233 812100/ Fax:+33(0)2 3328775

TO WHOM TO BE CONCERNED

We, Seppim S.A.S., manufacturers of Elitech Clinical

our factory at Zone Industrielle, 61500 Sées - France, confirm th
been |validated on Vital Scientific equipment. As such availabl

reage

Reagents, other than Elitech Clinical Systems reagents, are not

aqui
aqui

May

Clinic

pments, and we also can't know the impact of other
pments,

342" 2012

Systems reagents, having
our clinical reagents have
Elitech Clinical Systems

nt applications for Vital Scientific instruments are CE-IVD compliant.

alidated on Vital Scientific
agents on Vital Scientifc

Noi, subsemnatii Seppim S.A.S., compania Producétoara a regentilor Elitech
| Systems, avand fabrica de producere in Zone Industrielle, 61500, Franta, confirmam,

ci reagentii au fost testati si validati pe echipamentele Vital Scientific. Pentru acesti reagenti *-
existand si protocoale specializate pentru an alizatoarele produse de Vital Scientific. Atat" -
reagentii cat i echipamentele sunt certificate CE-IVD. '

Alti reagenti inafara de Elitech Clinical Systems, nu au fost testati si validati la echipamentele -

Vital §

Scientific.

22 mail2012
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Signed on behalf of the manufacturer
Valéfie GOURDON
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Regdlatory Affairs Manager
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ELITROL I
ELITROL Il

Références/Relerences/Relerenclas
Referéncias/Kwéixol:
CONT - 0060  ELITROL/ 10xSmlL
CONT- 0160  ELITROL Il 10x 5mL

Composition du coffret/ Kit composition/Composicién del kit

Conteido da wnban‘agemm:prexdpwu ouokevaaiag!

Controf ;: 10 x & mL
Control | 10x 5 mL

¥

C€
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*MPOBAENOMENH XPHEH
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Totn EAbyye g anddoor; v g
I|—|WBI:|’I TIOW GvaypapovIo) oo tvrun‘c ey, |

FMEPIFPADH

Ta ELITROL I ke 1l elvat AUDQMIU&VOI opol ehtyyou oy

Tipatpyovral amd avBpuimivaug opol, |
|

YAIKA NOY ANAITOYNTAI AAAA  AEN

MAPEXONTAI ITO KIT

- ['ovikog Epyaoinpiakog EEomhiopog \

NPOEIAOMOIHEEIE KA| HPOIOXH
- Oi ouykekplppévol apoi EAEyxou ‘n[mopl{o.’m Wévo yia
ETIAYYCAUanKA i vt Saayvuo i) Xprdon) .

- Autol of opol ebyyou TpeerolpdZavion amé avBupmivg uAikd
cheyptvo amd eykispiiives pefodole Tou FDA kul Bpédnkey
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ORE YIT T OMOGUYT CTRoAdiely.
= Ia neproodnepeg Thnpogoples, ummépxouy Seim)ih To Aokl
Aeloyivay Aspakeing YikoD (SDS) kardmy anfpards and 1oug
emeryyehpatleg ypdatee,

AIAXEIPHIH ANOBAHTON

AIAAIKATIA

O Xetpiopég nwv ELITROL | kan ll ylveran éuola e Ta Belypara
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TIMEE EAErXOY
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and mv naptifa (Lot), OimA G Thal TIRHEN 1) "

& Tol ota tiehio Belope
To kabe epymotiplo pwopel va Exe Sopopenkig nipig
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Kol TEpopoTiKG AdRn propel va Snuioupyouv ehappli
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TIg Binkg mu péoeg nipks,

|

O ypAateg ‘mu TIpoypapparog Salaclra Touch Pro Tpémer va
XPNOIPOTION|TOUV TIS THIEG TToU Trcpltxovml oT0 ypappwd kwdka
Tiov gival SiaBéaiog a1o UAO TV,
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@ SYMBOLES UTILISES SUR LES ETIQUETTES
SYMBOLS USED ON LABELS

SIMBOLOS USADOS EN LA ETIQUETA
SIMBOLOS UTILIZADOS NOS ROTULOS
EYMBOAA nNOY XPHE[MOF‘IOIO‘I’NTAI ITIE
ETIKETEZ ‘

Les aymboles ulllisés sont décrils dans la nomme 1SO 15223,
harmis celx présantds caprée iSymbols usad are dafinad on IS0
15223 standard, axcept those presented befow | Log simbolos
ulllizados san desctiles sagin la porma 150 15223, excoeplo los
futr e preseilisn @ continuacin, [ Os simbolos usados sio defi-
nickos na nofma 150 15223, excelo aqueles aprasenlasios abaixo |

|
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TOV GVaGUOTOUEVD 0p6 L)Izy)(au va repaeive yia pia fipa oroug’
15250 C i 1

@ AAAOIQEH TOY MPOIONTOZ
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PIOROVIKAG, XNHIKMG |1 muulmc KATacTPOPC,
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@ Madificallon par rapport & k varsion pracédante/Modification from previous version/Madificacién con respeclo a la versién anlerior/Modificagao ralativamente & versao anterior/ Tpe
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ELICAL 2
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Referéncias/Kwﬂn;éi.'

CAL! - 0550 4x3mlL Cal:

du coffret/ Kit compesition/Composicidn del kit

Conteddo da embalagem/Mepieyopeva ovokevaoiag:
4x3mL
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Frangais - FR

USAGE PREVU
ELITech Clinical Syslems ELICAL 2 est un calibrant magti-prame-
trique de diagnoslic in vilro ullisé pour ta calibration guaniiiative
des mélhodes ELITech Clinical Syslems,

DESCRIPTION
ELICAL 2 est un sérum de calibralion lyophilisé & basg de sérum
humain, Les concentralions et activilés onl dhé choigies dit
maniére & garantir une calibralion oplimale des réactifg,

MATERIELS REQUIS MAIS NON FOURNIS

- Equipemenl général de laboralaire

= AVERTISSEMENTS ET PRECAUTIONS
. Ce calibranl esl uniquemenl desling aux professjonnals du
diagnosiic in vilro,
- Le calibranl esl préparé a parlir de produils d'nngin? humaine
35 selon des mélhodes app! ées par la FI3A pu la CE ol
Irouves négalils pour Pantigane de surface du virus dg IHépalil
B8 (AgHBs), pour les aiticorps anti-HCV. (Répalite C) pt pour les
anlicorps anli-VIHIAVIHZ, 11 est oulefois de les
considérer comme patenlisllement inlactieux et de les Inanipakar
avec les précautions d'usage,
- Respecler les précaulions d'usage 8l les bannas
de laboraloire,
~Uliliser du malériel de-laboraloira propre ou & usage {iguit afin
d'éviler loule contaminalion.
+ Pour plus dinformation, la fiche de donnses de sécirité {FDS)
esl disy sur d de pour les ionnals.

pratiques

TRAITEMENT DES DEGHETS
|'éliminalion de tous les déchels doil élre effecluée confarménment
3 1a législation en vigueur,

PREPARATION f
- Ouvrir avec précaulion le flacan en évilanl la pertejde poudre
Iyophilisée,
- Ajouter précisément 3 mL d'eau dlstlllde;ou d'gal désio-
nlséo.
- Reboucher le llacon avec soin. Dissoudre le comlagu compls-
lement par relournemenls successils du flacon dams un détai
e 30 minules. :

- Ne pas agiler alin d’éviler la formation de molsse.

DETERIORATION DU PRODUIT
- Le calibranl peul présenler un aspeci légérempnt troubls
aprés reconstilution, Cela n'a aucun effel sur les paffarmances
du produil. Toule présence de parlicules serail le fgna d'une
detérioration
- Ne pas ulliser le produil sl y a des signes évidemts de délans-
ration biologique, chimigue ou physique;

EMBALLAGE ENDOMMAGE
Ne pas uliliser le calibrant si les dommages de "amballage
pauvenl avoir un effel sur les performances du produif{luilas}.

STABILITE ET CONSERVATION
Lation :
- Stocker 4 2-8 “C el 4 l'abri de la lumigre.

- Ne pas uliliser apres la dale d'expiration indiquee su
du flacon,

féliquetts

Apré i f

- Slabililé des conslituants ©
Enlre 15¢t25°C : 8 heures
Enl L : 2jours
Zutre -25 et 15 °C : 4 semaines (he congeler qu'unaisewls fois)

Excepfions :

- Siablité de la bilrubine directe (& conserver a ['abri de |a kimidre) :
Entre 15e{25°C : 3 heures
Entie 261 8°C  : 8heures
Snlre -25 81 -15°C ¢ 2 semaines (ne congeler gqu'unaseuie fois)

- S:abilité de la bl rubine lalale (4 conserver & Iabri de |
Enlre 15125 °C : 6 heures
Enlre 2et8°C 1 jour

Enlre -25 el 15 °C: 2 semaines (ne congsler gu'unaseuli fois|

lurmitre]

Nate - Conserver les flacons bien ferinés et & I'abri digla lurmigie

MODE OPERATOIRE
Pour calibrer avec 'ELICAL 2, suivre le mode opdeglale dierit
ians la fiche lechnique de chaqus réaclif servan! au dasagn

VALEURS DE CALIBRATION
Les concenlralions el aclivilés des conslilvanis sonl ppaclliques
+u fol Les informalions sur la tragabifile des valeurg soni Indi-
gutes dans la fiche de valeurs incluse dans le coffrel.
Sour les ulilisaleurs du logiciel Seleclra Touch Pra,| uliliser les
valeurs incluses dans le code barre disponible sur fis fiche de
valeurs.

English - EN

INTENDED USE
ELITech Clinical Systems ELICAL 2 is a mull-pargmetric cail-

o WARNINGS AND PRECAUTIONS

- Tha callbrator is far professions! it witro disgnostic use only.

- The calibrator & prapered from human material lpsled by FOA
ar CE approved methods and found fo-be nagative for HbsAg.
antl-HEV anlibody and antl-HIV142 sntibocies. However as no
\gat mathod can nls oul the polantial risk of infection with abscdula
cerlainly, handle cauliously as potanlially infeclious.

- Take notmal precautions and adhere fo good laboratory praclice.
- Usa clean or single use laboratory equipmenl only 1o avoid
conlaminalions,

- For more informalion, Safely Dala Sheel (SDS) is available on
requesl lor professional user.

WASTE MANAGEMENT
Disposal of all wasle inaterial should bs in accordance with focal
and lagal requirements,

PREPARATION

- Carefully open he vial, avoiding the loss of yophilizate.

- Add in exactly 3 mL of distilled/delonlzed water.

- Carefully close the vial and diseolve (he contenls completely by
occasional genlle swiding within 30 minutes.

- Do nol shaka lo avoid the formalion of foam,

PRODUCT DETERIORATION

- The catibralor may prasent & slighty hazy appearance afler
roconslituilon, This has no etfect on the performances of Ihe
product. All p of parlicules would indicale forali

- Do not use the preduct if Lhere is visible evidenca of biclogical,
chemical or physical dsleriorallon.

DAMAGED PACKAGING
Do nol use the calibralor If he damages of packaging might have
an effect on lhe product performance (leakages).

STABILITY AND STORAGE

- Stored al 2-8 °C and protecled Irom light,
- Do not use after expiralion dale indicaled on (he vial label.

- Stabilily of the companents:
° 8 hours

2 days

4 weeks (when lrozen once)

Bolwgen2and8°C
Belween-25and - 16 °C ¢
Exceptions:

- Slability of direct bilirubin (when stored protected from light):
Between °C : 3 hours

Behyeen 2 and B °C : 8 hours

Belyeen -25 and -15 °C @ 2 weeks (when frozen once)

- Stability of lotal bilirubin (when slored protecled fram light):

Between 15 and 25 G : 6 hours
Between 2 and B °C : 1 day

Belween 25 and -15 °C : 2 weeks (When frozen once)
Nolg: Store vials tightly capped and protected from fighl,

PROCEDURE
To calibrate wilh ELICAL 2 follow the procedure described in the
inslructions for use of the corresponding reagenl,

CALIBRATION VALUES

The concenlrations and aclivilies of (he components are lol-spaci
fic, The informalion of lraceability values are indicaled in Ine dala
sheel endlosed in the ki,

For users wilh Seleclra Touch ProSoftware, use lhe values
included in lhe barcode available on (he value sheel

Espaiiol - ES

USD PREVISTOQ
ELITech Clinical Syslems ELICAL 2 es un calibrador mulli-

. Cerrar cuidadosgmenle el frasco, Mazclpr suavemente por
inversion realizand imi giratori ionales duranle
30 minulos hasta dilucion complela.
- No agitar para evitar la formacion de espurmil,

DETERIORACION DEL PRODUGTO

- El calibrador puede presentar up Rspecly ligeramente turbio
tlespués de reconslitucion, esto no alectal o rendimiento del
produclo. La presencia de particulas es un slgna de deterioro.

- No ufilice & producto si esle presenla gignos. evidentos de
deleriaracion biclégica, quimica o fisica,

EMBALAJE DETERIORADO
No ulilice of calibrador si los dafios al ambalaje pudiesen tenar un
alecto sobre el rendimiento del praducio (fugas).

ESTABILIDAD Y CONSERVACION
1 rogonelitucion :

. Conservar a 2-8 °C y prolegidos de la luz,

- No uliice después de la fecha de caduciiad indicada en la

eliqueta del lrasca.

- Eslabilidad de los componenles:
°C : Bhoras

1 2 dias

“nlre -25 y-15 °C : 4 semanas (no congelar méas de una vez)

FExcepciones:!

- Eslabilidad de la bilirrubina direcla {protegaf de la luz) :

H : 3 horas

Lnre2y8°C : 8 horas

Enle -25 y-15°G © 2 semanas {no cagelsr mas de una vez)
- Estabilidad de 1a bilirubina total (proteger du fa luz) :
Eplre 15y 25°C : 6 horas

Enre2y8°C ¢ 1dia

Enlre -25 y-15°C : 2 semanas (no congels més de una vez)

o fa iz,

Nota : Conservar los frascas bien cerrados ¥

PROCEDIMIENTO
Para calibrar con el ELICAL 2, saguir Ia lécnida deacrita &n |s ficha
téenica de cada reactivo.

VALORES DE CALIBRACION
Las i y idades de log son
especilicas para cada lole de reaclivos. Lg informacidn de los
valores de frazabilidad estd indicada en |a ficha de valores
incluida en el kit
Para los usuarios del software Selectra Tguth Pro, ulilice los
valores incluida en el codigo de barras disponible en la ficha
de valores

Portugués - PT

UTILIZAGAO PREVISTA
ELITech Clinical Syslems ELICAL 2 & um gallbrador mulli-para=
mélrico para uso diagndslico in vilro na galbraco de melodos
quantitalivas ELITech Clinical Syslems.

DESCRIGAO
ELICAL 2 ¢ um soro de calibragdo liofilizgdo @ base de sora
humano, As concenlragées e aclividades tfaram escchidas de
modo a garanlir uma calibracao ideal dos reggentas.

MATERIAIS NECESSARIOS | MAS
FORNECIDOS

- Equipamento geral de laboratério,

@ AVISO E PRECAUGOES

NAO

- Esla dor & i ausop & somanls pam
diagrdslico in vitro,
de los - O calibrador é prep: 0 a parlir de produtgs de ongam numana

paramalrico para el diagnoslico in vitro en la
mélodos cuanlitalives ELITech Clinical Syslems,

CARACTERISTICAS

ELICAL 2 es un suero de calibracion liofilizado a base de suero
humano. Las concenbiaciones y aclividadss se eligieron para
garantizar una calibracién dplima de los reaclivos.

MATERIALES REQUERIDOS PERO NO
INCLUIDOS

- Equipo de laboralorio de uso general,

@ ATENCION Y PRECAUCIONES
- Esle as para uso pi
gnoslico in vilro.

- i calibrador se prepara a parir de productos de origen humano
examinados de acuerdo con mélodos aprobados por la FDA o CE
y han resullacio no teactivos para el anligeno da superficie del
virus de la Hepatilis B {AgHBs), para los anticuerpas anti-HCV
(Hepatilis C} y para los anlicuerpos anti-VIH1/ VIH2. Sin embarga,

| en el dia-

examinados alravés dos mélodos aprovados|da FOA ou CE 2 que
apresentaram um resuliada negativo a0 antigénlo de superice do
virus da Hepatile B (AgHBs), aos anticorpap anlFHCY (Hepsile
C) e aos anlicorpos anti-VIH1VIH2, No enfanlto, recemenda-se
que sejam considerados como patencialmer|ie inlecciosos ¢ que
sejam manuseados respeilando as precatgiies de ulilizagdo

- Respeilar as precaugdes de ulilizagdo e 33 boas pralicas de
laboratéria,
- Uldizar malerial de Iaboraldrio limpo ou deslinade a uma unica
ulilizagdo de modo a evilar qualquer contam|nagaa,

. Para mais informaces, a ficha de dados da seguranga (FDS)
esla disponivel medianle pedido para os profissionais.

TRATAMENTO DOS RESIDUOS
A eliminagdo de lodos os residuos deve ser peallzada em confar-
midade com a legislagao em vigor.

PREPARAGAO
- Abrir cuidadosamente o frasco, evilanfin & perda de po

liofilizad

se recomienda considerarlos como ir y
manipulados con precaucion.

- Respetar las precauciones de uso y las buenas préclicas de
laboralorio,

- Paia evilar contaminaciones utilizar equipo nuevo o comple-
lamenle limpio.

- Para mas informacion, la ficha de dalos de seguridad (FDS) estd

brator for it vitro diagnostic use in lhe calibration of jg
ELITech Clinical Syslems melhods,

DESCRIPTION
ELICAL 2 is a lyophilized calibrator prepared from hupan semem.
The concentrations and activilies ol the calibralor gomponenls
nave been adjusted lo ensure oplimal calibralion off the clinical
chemislry reagenls.

MATERIALS REQUIRED BUT NOT PROVIDED
- General Lahoralory equipmant.

di ible a solicitud para uso profesional,

TRATAMIENTQ DE LOS RESIDUOS
Todos los maleriales de desectio deben eliminarse segin los
requisitos legales vigenles,

PREPARACION

- Destapar cuidadosamanla &l frasco con el in de evilar |a pérdida
de rnaterial Yiofilizado,

- Agregar exactamente 3 ml de agua destilada o de agua
deslonlzada,

- Acrescenlar exactamente 3 mL de dgua destilada ou desio-
nizada,
- Vollar a rolhar o frasco com cuidado, [jissaivar o conleido
complelamente alravés de rolagdes sucessiyas do lrasco durante
30 minutos,
- Nao agilar, de modo a evilar a formagao di: £5puMma.

DETERIORAGAO DO PRODUTH
- O calibragao pode ap! uma ap la um pouco nebulo-
saaposa Isto nao lem efeil s o desempenho
do produlo, A presenga de pariculas indica deterioragio,

- Nao use o produto se houver evidéncia vislvel de deterioragao
flsica, bioldgica ou quimica.

EMBALAGENS DANIFICADAS
Nao ulilizar o calibrador caso haja danas|na embalagem que
possam causar algum efeilo sobre o dasgmpenho do produlo
(vazamenlos)

ESTABILIDADE E CONSERVAGAO
- Conservado a 2-8 °C e ao abrige da luz.

- N33 ulilizar apas as dalas de validade indicadas nos rélulos
dos frascas.

Apdi a i 40:
- Eslabilidade dos consliluintes:

Enlre 15925 °C : Bhoras

Enrp2e8°C 1 2dias

Enlro 256 -15*C : 4 semanas (congelar apenas uma Unica vez)
Excepgoes:

. Eslabilidade da bilirubina directa (a conservar ao abrigo da luz):
Entre 15 25 °C : 3 horas

Entre 2e8°C : 8 horas

Enlrs:-25.¢ 15 °C © 2 semanas (congelar apenas uma tinica vez)

- Estabilidade da bilirrubina lolal {a conservar ao ébrigo da luz):

+ °C;  6horas
Enl2e8°C : 1dia
Enlre -25 € -15 °C © 2 semanas (congelar apenas uma (nica vez)
Obswrvagdo: Conservar os frascos bsm fachados e ao abrigo
da luz,

PROCEDIMENTO 0
Para calibrar com o ELICAL 2, seguir 0 modo operaldrio desciilo
na ficha lécnica de cada reagents ulilizade para a dosagern.

VALORES DE CALIBRAGAQ
As ¢ & aclivid dos consliluintes sdo espacificas
30 lole. A infarmagAo dos valaras de raslreabilidade eslao indica-
dos na folha de dados colacada no kit

0Os usuarios do soltviare Selaclra Touch Pro, ulilizam os valorgs
incluidos nos eddigo de barras disponivel nas folha de referéncia.

EAAnvika - EL

MPOBAENOMENH XPHZH

To EUCAL 2 g ELITech Clinical Syslems eival évog
ToAuTIapapLTpiKes PaBpovopig yia in vilro SiayviwoTixd xpAon
ainy BoBpovéprian Tooonkby peddiwy 1ag Elitech Clinicel
Syslems.

NEPITPADH

To ELICAL 2-¢ival Avogihomompévog BaBuovountig mou
mpotpxeral ané avBpumivo 0pd, O OUYKEVIPLITEIS KOk
o EvEpYOINIEG 1wy OUQIANKWY 10U foGpovopnin  Exou
puBIoTEl thoTe va e§aogcAifouy Tn BeknoTn Pudbovopnon Tu
avilipaaTnpluy KAIVIKAG Xpelag

YAIKA NOY  ATAITOYNTAI
NAPEXONTAI ZTO KIT
- Mevikag EpyaoTnpiaksg E{omhiopog

AAAA  AEN

@ [IPOEIAONOIHEEIZ KAI MPOLOXH

- O (laEpovoumng eival povo yia emayyrpann XpAan in e

- O PaBuovounTAg MOpaoxkcudferal ams av8pumivo LA
TAEYPEVO WU LysEXpIREVES eBoBoug FDA CE kal fxer Ppedil
apvnnxog yia HbsAg, aviiawpa anti-HICY rar avTiauipalg any-
HIV1&2. Evioutoig, kaBug kapia 11680865 eAty4ou Bty pmepti vo
anochelse mBavd kivBuvo tpdlevang e aehuin 3daietice,
XEIQIGTLITE TOUG Yt TIpO0oxA w mibava empohu UG

- AGRLTE 0UVAB LIS TIPEFUMIELIS KG1 EGOPLESTIC XA EPYGTINROKN
Tpanky.

< Xpnoonaifuit psvo xaBud f Higg xprons TGS
OKEUN YiC TY amOogUyT LTjIBhoviTwy.

- No TiepEo081EpEg TANROFORILS, ©
Atbopévwy Acgstkeis YAk (SDE) kot6mw ©
Ayl pGliEg Y pROTES,

AIAXEIPHIH ANOBAHTON
H an6ppipn Jwy aMGRARTyY 80 TRIME wQ WhEld Gunded v
T0UC TOMIKOUG KAVO¥IOHIZS,

MPOETOIMAZIA

- AvoibTe TPOOLKTIFG 10 Fi2iif0, T E5IwaNiad 1
AuogiliwpEvng nuding

- NMaooBiote axpIpw¢ ) mb omtoTaypiveu/ameviopercy
vEpiu

- Kitiore mpooeknxd 10 guahidio kol &
TEPILKGPEVD PE MEPIOTUDIaRiG GMLE NIPiS
tv16g 30 hemiv. .

- Mry gvokIvENE Yo DTIOGLYN T{AKATICEOY B30

KATAITPOOH ANTIAPALTHPIOY

- Merd Ty avagtatadn : O BaBpavonmi propi va mepousiali
pia ehogpd Dok edoavian. Aur drv B
oty anedodn Tou TpeidiTeg” H Tpnuaie prpibiuy pmepst v
UTIOSKVUEI KA1AOTPORA.

- M xpr]mpono\shé 0 Tpoldv av UTIdPXEl EpgauAg voEEn
Brohoyikiig, XNHIKAS A ¢uoiKAg KA1OTPOPAG,

KATELTPAMMENH LYIKEYAIIA

Mnv xpnoporoicite 1o BaBuovopnm, edv 0 kmEoTpaupiv
ouokevaoia Extl cirfSpaon oy amnédogn rou TpCidvIoy
(Sioapotg)

“' ELITech Clinical Systems SAS - Zone Industrielle - 81500 SEES FRANC

E - www.elitechgroup.com



{ Lipiie

AL

ELICAL 2

du coffret/ Kit compasition/Compl

embalagem/ncplz)(oueva OUOKEUQOIag:

Réfé ‘Rafer ‘Roferencids [ ith
Reforénclas/Kwsixol: Contetdo da
CALI - 0550 dx3mL Cal: 4x3mL

psicién cIeI kit

(3

ZTAGEPOTHTA KA| AI'IOGHKEYZH

TNow v avagdergon:
Amobrikeuon oToug 2-80 C pakpié ané 1o g,

- Na prnyv xproiy
QuaypagoyTal TG ENKETCG TWY \meuBlu)v.

Merd vy avaougraon:
“--E1afepdTnTa TWY OUDTATIKGV:

Ltoug 15 (w250 C ¢ B uipeg
Irouc 2 tweloC 1 2nptpeg
E dc 15

Tépay Ty i\ Aejng-mou

1 4 £ASopades (pla opd kandymibn)

Eéaipéaric:

~I1uBepoTiTa apeong XohepuBpiviyg (0Tav aToBnKedETm PoKpId
omo gug)

F1ouc 15 6wg 280 G 2 B uhpeg )

Z10ug 2 tuig 8o G | WpES

ZI0Y - -150C = 2 epbopddig {pia ulnprk ratdlyugn)

- Z1a8epdTNTa OAIKrg xok:pueplvng (B1av tmu neciiTn o

ard i) 517
Iouc 154w 250C o 6 wpeg L
I10ug 2 fwg Ba C : 1nuépa
1oy -25 dwg -150 C

Ul L
: 2 eBdOpaGEC (pia popd Ktk

Enpelwor): ATOBNKLGare 1o QiIGAIBI eppniikG  THULLTO VT Ka)

11POGIOTE ULV TS T0 QWG OTaV BE ypnmHamDM vIar

AIAAIKAEZIA

Ta ) RaBuovopnon ve o ELICAL 2, ogokoulrore 1 Salicdinio

ToU TEPIYPUPETLI OTIG obnyiEg Tou  guvaditouy) 10 KaBr
avnBpuoTipio.

TIMEZ BAQMONOMHIHE

O QUYKELYIPWOEIG Kal 01 EVEPYSTNTES TWwY Iil

amo v mapida (Lot). Or A G TV LY b &

uToSEIRvUOVTE G0 ECWIKAEIOTO BeATlo BeBopvivy.

O1 xprateg Tou Trpoypdppateg Seleclra Touch Pro fmpkmiel va
XPNOIHOTICIATOUY TI§ TIPEG TTOU TTEPIEXOVTAL TT0 YRappibTd Kidika

Tou eival SlaBéaipog ate GUAAD TIpUIV

@~ SYMBOLES UTILISES SUR LES ETIQUEI]'FES

SYMBOLS USED ON LABELS
SiMBOLOS USADOS EN LA ETIQUETA
SIMBOLOS UTILIZADOS NOS ROTULOS
LYMBOAA NOY XPHIIMOHOIOVNT.&
ETIKETEL ‘s

ETIE

Numéro de lot / Lol Number / hiimerg
Numero de lote / ApiBudg Napridag

LOT)

ozt

nstruction

de lats

Conaulier la nofice d

for use/ Consufle el manual / Consullaria rmanua
"

de instruges / Tupj g odiny

Dispositit médical du disgnostic in virg

disgnastica i vitrg / Disposilive médico d

| tica in vitro / flatpik auakeu Sibyviwong fa vt

diagnoslic medical device / Disposilivo mgdico pars

1 in wilrey

diignds

| Direccion del fabricante / Enderego do i3
| Aic0Buvon kargoktuaoth

Adresse du fabricant / Manufaclurer's jatiiss

bricants

Limiles de tempéralure / Temperature

méafion

| Limites da I Liriles de
ool Brppokpackg

Dale d'expiralion / Expiralion date Fecha fe caruci
| dad / Prazo de validade / Huepounvia A

| [ Numéro de calalogue J Calalogue umbet | Nimaro
de catslogo / Nomero de caldlgo | gl
Contenu / Conlenl / Contiene/ Cofiladdo [
TIEPIEXOHCYO
Calibranl / Calibrator | Calibrador / Cajibrador
| BaBpovopnrig
Qi |
Ry iver avec x mL / il x ml
mows | xea | / Reconstiluir con x mL / Reconstituir cam & ml.
Avaglonaon pe x mL
| Conformie. Ewopéenna { European Gorformity |
c€ C Europea / C i Eliropay |
| Evpuymaik) Zuppoppuion

@ Wodification per rappart  k version priscédente/Modification fram previous version/Modificacion con respeclo a la vérsidn anlerior/Modificacao relativamente & versdo anlerior/ T,

amd ponyoUpevr ¢kBoar

u ELITech Clinical Systems SAS - Zone Industrielle - 6150% SEES FRAMNCE -

- www elitechgroup.com



MEDICA

Medica Corporation

5 Oak Park Drive
Bedlord, Massachusetts 01730
Tel 781 275 4892
Fax 781 275 2731

www.medicacorp.com

AUTHORIZATION LETTFR

TO WHOM IT MAY CONCERN:

MEDICA CORPORATION, having facilities at 5 Oak Park Drive, Bedford, MA 01730, USA, do hereby

authorize the company: |

GBG-MLD SRL

65 Tighina Site
Office 607

Chisinay, MD-2001
Republi¢ of Moldova

to be ouf DISTRIBUTOR for the EasiyLyte® EasyElectroly‘tesT"‘ EasyBlood(Gas™ and EasyStat®

analyzers as well as associated reag‘ents and consumables in Mo‘dova

|
GBG-MLD SRL is authorized by MEPICA CORPORAT ION to enter tenders an
-aforeme tioned products. | |

GBG-MLD SRL is authorized by MEDICA CORPORATION to present offers on
placed by the government and other institutions for Medica prodw,ts and consun

quote for all

our behalf to tenders
nables

GBG-MLD SRL responsibilities include sales of the EasyLyte®, éasyElectrolﬂesm, EasyBloodGas™

and EasyStat® analyzers and prowdmg service as welf as malntainlng a supply
replacement parts. |

| i

GBG-MLD SRL is also authorized to provide warranty service for the Medica Ea

EasyElectrolytes™, EasyBloodGas™ and EasyStat@ analyzers
iw |

This authprization is effective immediately andis valid until December31 2022,

writing by Medica Corporation.

3

/""5/ e P x -
el S i
David Hagopian /  { Date
VP, Saleg & Marketing
MEDICA CORPORATION

of reagents and

syLyte®,

unless revoked earlier in
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This is to certify

that the quality management system of:

Me;t@dglqa Corporation

Main Site: 5 Oak Park Drive |
| b

Bedford, Massachustts 01730 United States

has been‘-;as’ssssed by Intertek as conforming to the rerul_remen_ts of:

L _ ' |
SO 13485:2016
|
! -

The 'q_u#lity management system is applicab-le to:

The Desi%m , Development, Manufacture, Service, Distribution of in-vitro
diagnastic medical devices, in-vitro diagnostic test kits, Ih-vxtro.dia_gnqsﬂc
reagents, in-vitro diagnostic analyzers/software used in the diagnosis and
managen{‘xen't}of cancer, immune status, disease status, autoimmune
status, cardiac ma'rkl;s,_ protein metabolism, endocrine disorders, blood
analytes, urinalysis, blood gases. 5

: e
R ||

1}
{ :
|
|
|

|

Certificate Number:
0082581-01

Initial Certification Date: -
2009-04-17 ;
Certificate Issue Da_te':- '
2019-01-01

Certificate Expiry Date:
2021-04-16

" SCC Accredited
CB-MS

I " L
‘alin Vialdovean

resident

Intertek Testing Services NA Ltd.,
829, 32nd avenue, Lachine, QC, H8T 3J1,

anada
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Dec

HL-7-06¢

In App
the la
Device

Declar
Requir
sectior
AorB
approp

Produd
Code

52671

[, the
Classifi

Full Na

Signed;

Tel +44
Fax +4¢

info@helena-biosciences.com

www.hel

laration of Conformity

4DC DOJ 2015/08 (1)

wvs of the Member States relating to In Vitro
s & CE marking.

ation of conformance to applicable sections of
sments and Annex Ill (EC Declaration of Co
s 210 5. The below listed products are not classifie

Access to the appropriate technical files will be
riate body in the event this is required.

t Description
| |
Thromboplastin L
undersigned declare that the devices registered agai

ration Code conforms to the said Directives.

me:  M.J. Stephenson Title:
24§7clivé?//if%;ZJégvuufx Pate

/ —t
} (0)191 482 8440 Helena Biosciences

Queensway South,
Gateshead, Tyne ar
United Kingdom

| (0)191 482 8442

2na-biosciences.com

lication of the Council Directive 98/79/EC on thejapproximatien of

né‘onmity) imposed by,

Diagnostic Medical

t

Annex | - Essenfial *

tnder Annex Il Lists 4.
ade available to the "™

e
LN

GMDN
Classification Code

55983

nst the above GMDN

Managing Director

' 06 Aug 2015

Europe
Team Valley Trading Estate,
d Wear, NE11 0SD,




Thromboplastin L

REF 5265HL
FIEF 5265L
FIEF 52671

Helana Biosciances Euraps, Qusensway Emyth, Team Valley Trading

Estate, Galeshead, Tyne and Wear, NE11 05
Tl +44 (0)191 482 8440

Fax: +44 (0)191 482 8442

Email: info@helana-bloscisnces cam
Web: www.helena-blosciences.com

HL-2-3035P 201510 (1)

Thromboplastin L
Instructions for use

INTENDED PURPOSE

, United Kingdom

en

Tng s sardargced e g ol L e was dovwop by |

"
Thvormbepiasin L 1 o raE! byan ongn bl resa s ruman progaslirs
Tha IS1 d Thrombogaskn L is sppaximaiely 1 1 and s caibrafed egaine

Trvambopiasin | 15 pstaaty watad lo s mandarng of ora b
apprapnats aclor delGant plasma the messumment of (a:Acr iy In T
iks prosenca di calour (ons is an T asivalor weh Il afed e seIrste pa
um ians 15 addsd to nomal alrsted fasma.

mo

depanding ca tha sevanly ol Ihe de‘iciency

ARNGE A PECAUTIONR
Tha sagonss coseted i ek 1 10 toc 1 v disgnosic use anly D)
nen

Ama":l Quick 10 1636 If lias now becom:

e o amations Sanaily ndet sy
i 00 nletaonal tlornce proparation’

wan [2arazy and, in cenjurkion wih e
Valira oeiaey. Tisa Biambosasin, in
-y o Graguiation. Whe & miIklyre of bssug
schanem s acliva‘ed, Isading lo a
biaind la col (omalion wid ba praonged

T WAEST, ewr sppromats pansl
e

s
equiatana

Rafer ta Ihe
g o Dicposs of
COMPOSITION 4
Campasition  Cantenl Breparation
Tgreusinly 2ysng REF s2ssHL) “Thotqud, ceaied Urambopiasinis |
&3 5 mL (REF 5265L) raa3y foruse No lurhor Calcum is

18 1o (A 5267)

freaEiig

Each W ponje i
Each bt confass it wpibe rataineca s/ osh e

TIMS AEUIRED BUT NOT MIOWOED
<mn b vl el win
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Thrombopiasin L (ssgundo) = 0.9911¢ + 0,008
Thrambopiasin L (INR) = 083531 + 0,0261
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Declaration of Conformity helena

HL-7:0135DC DOI 2015/07 (7)

In Application of the Co&ncil Directive 98/79/EC on the approximation of
the laws of the Member States relating to In Vitro Diagnostic Medical

Devices & CE marking. L2,

PR

Declaration of conformance to applicable sections of Annex | - Essenfiali [
Requirements and Annex Il (EC Declaration of Conformity) imposed by
sections 2 to 5. The below listed products are not classified under Annex Il Lists

A or B| Access to the appropriate technical files will be made available to the
appropriate body in the event this is required.

Produdt Description GMDN ol
Code Classification Code -
5183 Routine Control SA 30580

|, the Undersigned declare that the devices registered against the above GMDN
Classifipation Code conforms to the said Directives. .

4

Full Name:  M.J. Stephenson Title: Mbnaging Director
Signed: Z{/h M /% Datet 28 Jul 2015

Tel -+44 (0)191 482 8440 Helena Biosciences Eui’ope :
Fax -+44 (0)191 482 8442 Queensway South, Team Valley Trading Estate,
info@hebena-biosciences.com Gateshead, Tyne and Wear, NE11 0SD, : —'; .

www.helena-biosciences.com United Kingdom s
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Coagulation Control Plasmas

REF 5186 Routine Control N

REF 5187 Routine Controi A -
REF 5183 Routine Control SA = ptEed

REF 5482 Routine Coagulation Control Set

C€ D

PROCEDURE

INTERPRETATION OF RESLLT
Routine Control Alshauld give values within the jaboratory normal range for P, aPTT and fibrinogen aasays Routine Conire! A and
Routine Comtrel SA have_been standardised_to_give_profonged_and_markedly_prelonged_PT_and_aPTT tmes. 3 Lot und.

LIMITES

vec le OO.EEU on Control Plasmas. nmﬂn:nm:ﬂ de n;.m»,m:-m lacteurs tortement corrélés avec linstrument,

{ & latoratoire o e olage prevue
doi ure plage pr

pout thaqtie SYEAMTA INdrument.reacil

CONTROLE QUALITE .

Chague doiLLablle_un 6_Les masmas de contrile_normau el anormaux, doivent e - o

instrumént specilic expected values are provided with each pack of controls
_n_ M _._.>._._OZM

The results oblainedt with nos..u._k_u; Carziol Plasmas n_mvman on several factors strongly associated wilh instrumentailon, Iypes of
reagents, delicient subsiraties =nd laboralory to Jaboralory varialions™>. Each labaratory should establish on oxunz‘ range for
the particular InStTUmETE-reagent Eysem,

QUALITY CONTROL

-+ Each laberatory shouid establish & quality control program. Normal and abriormal contral plasmasshow!d te tested prior to each

balch of palient samples, to ensure salistactory instrument and operator performance. It controls do nat perform as expected
patient resufs should be considered invalid e

REFERENCE VALUES

Relerence values can vary belween laboratories depending on Lhe lechniques and systems in use For thes remenn sach taboratony
should establish its own reference ranges.

PERFORMANCE CHARACTERISTICS

The following istics have been ined by Helena
opto-mechanical coagulatior

Reproducibliity

i Europe or their using an
rument. Each laboratory should establish fts own performance data

Sample

Foutine Contral N
Routine Conlrol A
Routine Control SA

aPTT CV (%)

101

171
103

t njanca lot d'échantilicns patients afin de saassurer que Iinstrument el l'opérateur offrert des performarnces s

<>rmcnw DE REFERENCE

Les vaioura de référence peuverl varier dun laboratoire 4 fauire suvant les lechniques et les mﬁwaﬁ uliisés. Cest pour cetle
faison QUi apparilont  chaque laborataire de diterminer ses propres plages de référence

n>x>0ﬂm2_m,—_ocmw Um —vm2101§>20mw

Helena Biosciences Europe ou ses :_Eams es ont déterminé les caractéristiques de pefformance suivartes en uiisamt un
de P Chaque doit établir ses propres données de performance
Roproduct

Précision Intra-sério
TeAcy (%)
a0
276
172

Echantiiion

mo:::m Conirol A
Foutine Conlrol SA

aeonia

m_wr_003>vv=m

. Kirkwood TBL et al, (1877} Iderficalion of Sources of vanation in Factor VIl Assay, Brtish Joumal of Haemalology.
37:559-568

2. Goldentarb MD (1971) Reproducibility in Coagulation Assays, AJCF, 55:561-564
a HA and Longberry JR (1973) A Precision Study of Coagulation Faclor Assay Techniques, AJCF, 58:201-235

Helena Biosciences Europe, Queensway South, Team Valiey Trading
Estate, Gateshead, Tyne and Wear, NE11 0SD, United Kingdom

Tel: 444 (0)191 482 8440
Fax: +44 (0)191 482 8442
Emai

info@helena-biosciences:com—

Web: www. helena-biosciences.com

HL-2-0482P 2016/01 {16)

OOmo:_mzo:nUo::o_v_mm_:mm en
Instructions for use

_SMZUMU v:rgmm

The Coagulalion Conirol Plasmas hit is intended for use as & quaity contral materal

Routine Control N, Routine Control A and Routine Commrol SA are [or use as normal, moderately prolenged and markedy prolonged
WVQBW tor PT and aPTT assays. They are also assayed for Fibrinogen, TCT and ATNI, and are prepared fram normal human
asma.

<\>mz_zmm5>2w€vmmn>s_czw e i

The reagents camained in this kit are for in witn diagnoste U= onfy - D2 204 _zmmm4 Wear appropriale personal Yﬂon_zo
2quipment when handing @i kit componerts.  Flefer 1o the produst salety declaranion for the link to appropriate mazara and
¥ where appilcatie. Dispose of mn with loczl

Blood praducts have been screened and found negative {unless otherwise stated on the kil box of vial) for the presence of:
Hepattis B Antigen (HbsAg)

HIV 1 artibody HiV 2 artibody

HCV artibody

However they should be handled with the sams precautions as & fuman palient sample.
_COMPOSITION

BIBLIDGRAPHY

Kirkwood TBL ef al. :mvd Ideritication of Sources of Variation in Factor VI >Wn< British Journal of Haematology,
37:559-568.

2, MD (1571) ibility in C Assays, AJCP, 55:561-564
3, Palkuti HA and Longberry JR (1973) A Precision Study of Coagulation Factor Assay Techriques, AJCP, 59:231-235

m_mmamwnmnoaqo_mamoomﬁ:_mzo: ._"_\
Fiche technique

UTILISATION

Le kit Coagul

ion Cortrol Plasmas est desling a &tre utlise comme produit de contrdle qualilé.

Les contréles Routine Comtrol N, Routine Control A et Routine Corfirol SA servent de temoins normal, modérément prolongé et
nettemeni prolongé dans les delermnations du TP et u TCA. Le iibrinogene, ia TGY ei I'ATIIi ont éte doses el ks sont préparés a
panir de plasma humain nermal.

><m24—mwm:mz.—w ET PRECAUTIONS

(es réaciifs du kt o 3 usage diagnostique in vitro uniquement — NE PAS INGERER. Forter un équipement de prolection
individuelle appropri¢ lors de la manipulation de tous les composants du kit. Consutier la liche de donnees de sécunié du produit
pour oblenir le lien vers les phrases de risque et les conseils de prudence le cas échéant. Eliminer les composanls conlormement
aux églemenlations locales.

Un dépistage des produits sanguins a été réalisé et a donné un résultal négalit (saut indication contraire sur 1a bolte du kit ou sur le
Hacon) quant 4 la présence de

Artligéne de Fhépatite B (AgHBS)

Anticorps anti-VIH 1

Anlicorps arti-VHC
CependarT, iIs doivent élre manipulés avec les mémes précautions que celles prises pour les échantillons palients humains.

COMPOSITION

REF " Composant " Contlent Duseription
5186 Foutine Comrol - N 101 mL Préparé a partir d'un pool de plasma norma
5187 Foutine Comral - A 101 mL
5183 Routine Contral - SA 1

5482 Routine Coagulation 00::2 Set;
Routine Contral - N 4xime _
Rouline Control - A AximL

Routire Control-SA  3ximL
Chaque kil cortient une liche lechnique
Chague kit contient vajeurs de référence spécifiques du lot,

Chaque flacon contient 1 mL_ de plasma humain tamponné lyophilisé
Préparation: Recorstituer chaque flacon du contréle approprié avec 1 mL . Agter Aniengm

10 minutes jusqu'a dissolution 1otale et bien melanger avart dutiiser

MECESSARE 80N ENTEN

Kontroliplasma fir die Gerinnung Q@
Anleitung
<mm<<mzcczomN<smnX —— S _
Das C: ion Conlrol Pl Kit ist 1ar die Quali gt =

Aoutine Contro) N, Routine Conirol A und Routine Control SA sind als normale, maBig verzogerte und stark verzogerie Kontrolien
-tar PT- und aPTT-Tests geeignel- Sie sind auch-aut Fibrinogen,TZ-und -AT-liF getestet und-werden-aus normalem-Humanplasma - —-  —
hergestell

WARNHINWEISE UND VORSICHTSMASSNAHMEN .

in diesem Kt sind ich fur die von _in-vitro-Diagnosen vorgesehen. NICHT
<mmm01_.c0xmz Tragen Sie beim Umgang mit uﬁaz_n:m_._ Kompenenten des Kits geeignete Schutzausristung. Beachten Sie
gegebenentalls die Verweise aul und 1gen in der ProdL

Entsorgen Sie die Komponenten gemaB den trtiichen Vorschriften

Die Blutproduiae wurden untersucht und sind far feigende Gene ohne Befund (soweit nichl anderweitig auf der Verpackung oder
den Ampullen angegeben):

Hepalilis-B-Antiksrper (HDsAQ)

HIV-Antiksrper 1

HIV-Antikorper 2

HCV-Antikérper

Sie sind jedoch mit den gleichen En

wie Proben van Patienten

ZUSAMMENSETZUNG

Komponenta

Foutine Cortrol-N_ " Humanpiasma
Routine Cantral - A 10 x 1mL Adsorbiertem Humanplasma hergeste!
i 10x1mL Adsarbierls i

Humanplasma her

" Routine Coagulation Control Se:

Jedes Kit enthalt eine
Jedes Kit enthalt charg

Jedes enlhatt 1 mL. ilisiertes Humanplasma . §
i Jedes mit 1 mL oder enli Wasser Leisnt
schwerken, Zum vallstandigen Aufisen 10 Miniten slehen lassen und vor Gebrauch gi2 mischen

ERFORDERLICHE, ABER NICHT MITGELIEFERTE ARTIKEL

Coagulation Cenirol Plasmas kann in Verbind. mi allen
Tests an mechanischen oder lit werden

Reagenzien bei der Durchithrung van

LAGERUNG, HALTBARKEIT LIND STA

Ungedtinete Flaschchen sind unler den aut o oder : bis zum a
Verfalscatum Stabi. Rekonsttuierle Kontrollen sind hei "2 —"6°C 4 Wochen stabil baw, 4 Wochen bet -20 “C, wenn

_ Content _ S =

Routine Control = N 10%1mL Prepared from poded nomal pasma.

Foutine Control - 10x1mL Prepared rom adsorbed human plasma,

Routine Control - ) 10x1mL Prepared Irom adsorbed fuman plasma,

Aoine Coaguiation Conral Set: s :
- FouineConbol-N £x1ml

Soutine Control - A 3x1mL Le nuumr

Routine Conlrol - SA D S s =

Each vial contains 1 mL of buftered, lyophilised human piasma.

Preparation: Reconstitute each vial ot the appropriate control with 1 mL of dstibed or dekonised watsr Swil geroy, Allaw 12 staret
tor 10 minutes for complete dissclulion and mix well before usa

ITEMS REQUIRED BUT NOT va<_UmU

Coagutation Conirol Plasmas may be used when performing lests on any ot
conjunction with all suitable, commercial reagerls.

'STORAGE, SHELF-LIFE AND w,_‘»m__nu_é.

Unopened vials are siable until the given expiry dale when slored under condiions indicated on the vl or kit _mUm_ The
reconstituted controls are stable for 8 hours when kept al *2 —*8°C or 4 weeks at -20°C when flash Irazen. Keep covered

SAMPLE COLLECTION AND PREPARATION ;
Not applicable

%ng_a_,uama.._numsm:ag___uou...:u_ﬂu;%amuap_,ﬁmmélﬁmﬁﬁaa;uoﬂnﬁm:‘p_"o:aoﬁnﬁﬁon
pique avec les réaclifs appropriés vendus dans le commerce :

CONSERVATION, DUREE DE VIE UTILE ET w.;m__n:m

L lacone non ouvers, san siades s aadne,de peremption inciquée Sils o conservés dans les condilions indiquées sur
quette du kit au du flacon. Une fois reconsiitués, les controles sont stables 8 heures entre '2 ~*8°C ou 4 semaines a -20 °C en
e congelalion instantanée. Couvnr le produtt

PRELEVEMENT ET PREPARATION DES ECHANTILLONS
Non applicable
PROCEDURE

Chaque contrdle doit élre traité de la meme maniére que I'écha
specifique

n 4 analyser en observant les instructions de chaque protocole

INTERPRETATION DES RESULTATS

Le Rouline Control N doil donner des valeurs se siluani dans la plage normale du laboratoire pour le TP, le TCA et le fibinagene
&5 pour donner des lemps TP et TCA prolongés el trés prolongés
strument sont lournies avec chaque kil de contrdles.

respectivemen, Les valeurs prévies spécifiques du lot et de

PAOBENENTNAHME UND VORBEREITUNG
Enttall

VORGEHENSWEISE
Jede Hontrolie scllte gemas den Anleitungen der einzelnen Testprotokolle wie unbekannte Probe behandell wesden.
INTERPRETATION DER ERGEBNISSE

Routine Contral N sclite fur PT, aPTT und Fibnnogen Tests Wene im Normalbereich ergeben In:::n 0033, A und Routine

Control SA wurden t, um bzw. stark gerte PT und aPTT Zeiten zu ergeben. Chargen und Gerale
spezifische Normalwerte sind in jeder Packung mil Kontrolien enthalien
EINSCHRANKUNGEN

Die mi nomm:_m ion Conirol Plasmas erzisen Resullale hangen von mehreren Fakioren ab, die stark mil dem Geral, den
rwer angeinden Substralen und Ur Zwischen den Labors in Verbindung stehen™<~ . Jedes Labor
solie daner far edes Gerae ien-System einen eigenen reich erstellen

QUALITATSKONTROLLE

Jedes Labor muss tur ene eigene Qualtatskonlrolle sorgen. Nor
Testreine
die Karrol

le und pathologische Kortrallplasmen mussen vor jeder
stung und Bedienung zu gewahrlersien. Liegen
e michl zu verwenden

sRerhalk des Normbereichs, sind die Patl




REFERENZWERTE

Relerenzwerte kénnen je nach dwo::i und verwendelem Syslem won Labor zu Labor unterschiedich sen. Aus diesem Grund
sallie jedes | abor seine sigenen Referenzwenthereiche srstellen,

LEISTUNGSMERKMALE

clgerden Leistungseigenschafizn wizden von Helena Biosaences Europe oder in inrem »EJNQ mi einem uuoawnﬂa%,.mﬂ
Gerinnungsgeral ermi &n Werte ermiteln.

1. Kirkwood TBL ef a1, (1977) Idemnification of Sovrces of Variation in mma_x " Assay, Briish Joural of 13..&%3
F7:555.565.

2 Godertarb MD (1971) Reproducibility in Coagulation Assays, AJCF, 55:561-564,

3, Palkuti HAand Longberry JR (1573) A Precision Study of Coaguiation Factor Assay Techniques, AJCR, 59:231-235,

_u_mm::&oo:#o__onm:mnomo:_mﬁo:o _._“
Istruzioni per I'uso

scoro vmm<.wﬁo

W kit Congulatien Control Plagmas & oﬂsmnunvm__?uunusn QBREn Eﬁi_unuibsu

Alprocucibilits
Procisiona Intra-dozaggio

Campione ey n aPTT CV (%} PTGV (%)
Routne Conlral N 5 283 101
Routne Conirol A s B v E
Routine Control SA =t 5 103
m.mr.002>1_>

1 x.;iocu TBL ef al. (1977) Ems‘__nm:c: of Sawrces of Varaton in Faclar VIl Assay, Srilish teuma of Hacmaloogy,

37:559-560
2 MD (1971) F ity in C Assays, AJCF, 55:561-564

3 Palkuti HA and Longberry JR (1573) A Precision Stucy of Coagulatian Factor Assay Techniques, AJCF, 59:281-205

Plasmas de control de la coagulacion i
Instrucciones de uso

. eS8

USO PREVISTO

El uso previsio del kit Coagulation Control Plasmas es como malenal de control de calidad

Routine Contral N, Routine Control A y Routine Conrol SA se Usan como controles normal, moderadam
para ias de TP y TTPa. También s¢ valoran para firindgeno, TCT y Al
partir de plasma humana normal

e prolongado y
S eiaboran a

>O<mmdmzo_>w < PRI mnbcn_Ozmm

NO INGERR, Lieve el squipo de prateccion personal
adecuado cuando utilice lodos los compenentes del kit, Consulte la declaracion de sequridad del producto para saber mis sobre

Los reactivos que contiens este kit son sblo para uso de diagnéstico

BIBLIOGRAFIA

1. Kirkwood TEL ef . (1977) dentitication of Sources of Vanation in Factor VIll Assay, British Journal of Haemaloiogy.
5565

ident, MO (1971) Reprod

Paliwsi HA and Longberry JR (

n C Assays, AJCF, 55:561-564
73) A Precision Sludy of Coagulation Factor Assay Techniguas, b&hh 59:231-235

KOHTPOJIbHbIE MJIA3MbDI v it :.h
WHCTPYKUMR Ty

HAIHAYZEHAE 3

Kasruer 7 L= 0TI LA ROHTPORS KHSCTR,

KonTponer s b, <KMTDOY kaNOGTIa, OUA, <KOKTDOM, XadecTDa, secocan raronaru-. .xoxao? KAHOCTEA, YIAOPOHHO

TUTONOMMA= — KOHTPONM KIHOCTDA C YMOporO ¥
postanmacr s spatssuint ATTEIALTE) oot poRbEne ahovanee (1B} Vix Tacwts wostio HOM0EATS S
Wpomorm’ (TB) w anTHTpOMOMIG 1), KoMTpOnM MpUroToBneHs 13

napuwnn:

venoneu Cuw Jnoponux moneh

TIPEAYNPEXOEHMA M MEPHI MPEAOCTOPOXHOCTV

COnANMAIMACT 1 1ML HKIAINA NAAT AT NNANHARITUANK TONRKA BNR in VI auarrocTkn- HE :vs::;»._-v mxS.nw_ Tlou pagote co

DCown vatopa cpencToa auma. B crpiae eossomocTs o
o agonuA A om0 °
Mopux Ynanomo YLy B € HOCTHRMM

PONAPaTH KPOOW GLITM MOAGOPTHYTH CKPUNMMTY ¥ MOKASANM OTRMLATONKHA PEJYNETAT (0CTM HA KOPOGKS, B KOTOPYIQ yMaxoea
KOMIUIOKT W/ K1 NPOBUPKA HO YKBAINO UHOS) HA!

Avraron x ronaruty 8 (HbSAG)

Avrwona x BAY 1

AwTuTona K BAY 2

Armirena K wipycy ronarwTa C (HCV)

TOM HO MOHOG C ALK COAYOT OBPAWATHCR, COBMONIA Ti =il Leitd TR - & O PR, Doy
: las indicaciones adecuadas de adventencia y riesgo, Desachar los componeniles de conformidad con las normativas locales OT weRGsM
Routire Cortrol N, Routine Control A e Routine Comtrol SA sono destimati ad essere ullizzati come comroli normali,
prolungat & preilingati per | dosacai di PT e aPTT. Essi vengone dosati anche per fibinogeno, TCT La =angre se ha sometido a pruebas que han resultado negativas (a menos gue se indique 1o contrario en la caja del kit o en el vial) QocTas it i S
T AFiter Frarall GO [HES T Ui e i = S
Antlgena de Ia hepatiis B (HbsAg) <=y, Mn  Nossmousura CocTnm haGopa  Onicamue
AVVERTENZE E PRECAUZIONS

Anticuerpos del VIH 1

Anhcuerpos del VIH 2

) reagenti contenui in questo kit sono destinali esclusivamente alla n_mm:om___u n vilrg - NON Indossare ] del VHC

atirezzalira protetliva personale durante la di i § del kat, Per 1 relativi simbol Stn embargo, deben manipuiarse con ks MISTas Precauciones que Lna muesira de un paciente
¢ di pencolo, laddave pertinerte, fare riferimento alla dichiaraziorie di sicurezza dej prodotio, Smaltire | componerti conformemente

alle normative locali vigert COMPOSICION

| prodotti ematici sono stall sotlopostl a screening e trovati negalivi (salvo diversa indicazione sulla confezione del kit o sulla fiaka)
per la presenza di:

Artigene dellepalite B (HbsAg)

Amticopo HIV T~ — —~———— — — " - - - T

Anticorpo HIV 2

Anticorpo HCV

Questi prodofti devona iunavia essere manipoiali con ie slesse misure precauzianali adotiale per un campione pazienie umano,
COMPOSIZIONE

Preparazione: Ricostiluire ogni lfacone di comtrallo approprialo con 1 mL di acqua distilata o deionizzata, Agilare delicatamene.
Attendere 10 minuti per consentire aj prodotto di sciogliersi completamerte e miscelare bene prima dell'uso.

MATERIALS NECESSARI, MA 'NON IN DOT

I Coagulation Controi Plasmas pud essere utilizzato o durante Vescevzione ditest 51 qualsiasi sirumento )i coagulazione meccanico
o lato-attica in combinazione con utti | reagenti idanei disponibill in commercio

CONSERVAZ

VITA UTILE E STABILITA

Ogni riferimento a nomi e dati utilizzati negli esempi & casuale, se non mvmn__nua dversamene. | control ricostiuit sono stabi per
B ore se conservali a *2 —"8°C oppure 4 settimane a -20°C se congelalo moito velocemennte. Mamenere i prodofii coperti.
I>000r._.> E vmmv)mbN_Ozm Um_ O)EEOZ_

Non applicabile,

PROCEDURA
Ogni controllo deve essere :mzma mwmcm:ao 1a stessa EonmaEm an_Bm vm. it ﬁav_o:m non noto, B;.u_.amamsm alle istruzioni
riportate in ciascun protecollo di test specitico.

_Z._‘mm—um.ml_.»N_Ozm DE! RISULTATI

Feutine Control N deve fomire valof compresi nel rangs narmale d sbotaiono per | oomma_u di PT, wvj. @ fionnogena, 39.:._«

Control A& Fouine 5 aPTT mmente
vl i o il oot ik

" Contlena
10x 1 mL r de plasma normal de reserva.
T oy tml - B mang adsorbido. S

_Elaboran a partr de plasma humano adsorbido.

5482 Routine Coagulation Control Set-

5186
5187
5183
5482

07 AL

KOHTPON® Ka4OCTBA, MICOKAA NATONOMWA 3x1wn
Kaabit Ha6op ConopxuiT wiSTYKIMIG N0 NDYMENOMK.

Kaoxawsin pnaxom conopaxuT 1.0 MA1 msodmNuanpoDars:Of N2l 4anonexa.

n nnaauy B0 (b 1.0 MO JMCTUNIMPOBAHHOR  vaK
Rouline Controi - N aximL AOMOMIMPODateIoR 00aK, OCTOPOXHO Sue:@...nsa W OCTAUSTO MPM_KOMMGTHOR THMIGETYIG B Tewerwo 10 MamyT, Meped
= naxon ¢ (6ea
Routine Control - A 3xtmbL

del lote

Cada vial cortiene 1 mL de plasma humano tamponado, liofilizado,

Preparacion: Reconsituya cada vial del contral adecuado con 1 mL de agua destilada o desionizada, Agite suavemente. Deje que
Tepose durarte 10 minutos para que la disolucién sea completa y mezcle bien antes de su uso.

bmd—ﬂc_rOm 'NECESARIOS NO SUMINISTRADOS

jon Contro! Plasmas puede usarse cuando se realizan vEmwmm con .Ew_a:_m. iﬂaamau un nomw
foto-Optica junto con todos los reaclivos adecuados, comerdiales

ALMACENAMIENTO, CADUCIDAD Y ESTABILIDAD
Los viales no abiertos son estables hasta la lecha de caducidad indicada cuando se conservan en las condiciones indicadas en el

vial 0 en Ia eliquela del kit. Los controles reconsituidos son estables durarte 8 horas cuando se conservan a "2 — 8°C o durarte 4
semanas a -20°C cuando se conserva ton congelacion inslantanea, Marténgase cubierlo

mmOS.U) < NIMt)E)O_OZ DE LAS ::mwﬂxbm

No aplicable.

PROCEDIMIENTO

Cada control debe tralarse de la misma forma que la muestra desconocida, de acuerdo con las instruccicnes indicadas en cada
pratocalo de prueba concreto

INTERPRETACION DE LOS RESULTADOS

Routine Corirol N debe dar valores dentro del i
Routine Conlirol Ay el Routine Control SA han

ervalo nomal de faboratono para TP, TTPa y valoraciones de fibnogeno, 1

HEOBXOAMMLIE KOMMOHEHTBI, HE BIITIQHEHHLIE B KOMITEKT NOCTABKN

KOMTPONSHE®G INa3Mel MOTYT Bbim c S - ——

ATA)E <

XPAHEHME, CPOK FOLIHOCTM A aofswon_.r.... - i
hnaxors C 71 NNaaMOf XPAHATCR D WCTOMOHWA CPOXA TOIMOCT B YCNOBMAX, YKAIMMEIX HO STUKOTD.

Pa%800eHHAN KOMTPONLHAR NA3MA B JAKPLTOM (NIAKOHO MOXET XPEHWTECA NpM *2 —"8°C WM 4 HERONb MW ~20°C B CYNa8 MIHOBEHHO
JAMOPOIKM, D TONOHMO B 1EICoB

OTBOP ¥ NOOrOTOBKA OBPA3LIOB
He anvocuTaa.

TIPOUEAYPA

Kanoih 00paeU KoMTPOMOR SRS FOMNON SHATMMPOGATSOR TAK X0, KK OOPaIE MAANL GOMID, D COOTBOTCTRMM
MHCTOYKLMAMM K WCTIONIYGMOMY DOGTBHTY 1 MDMGODY.

WHTEPNPETALMA PE3YNLTATOB .= —_ - = ] =
=KOMTROM: X2H0CTRA, NORME=, SOANAN NOKABATE HAMHMA 8 APRASHAX anm

MB.ANTB u T, yapormd BpaNE naTOam e 1 <Ko Do, KAUOCTER,

OHCOKDR MATONOMMA=, Ge/M CTAMAAPTMONOOBANE, TAKMM OBDAJOM, \TOGH YMEDSHHO MW

yponvarmo ANTB u N8, Homap naprv u npenone: AnA P

H360POM KOMTDONGIA

© KaXaLM

OTPAHVHEHWA

Podoponaime aaown woryr sap oy ot poarenToD, MeTOAOS,
KOArynomeTpon u Apyrax dmkTopoa’<>, Mo JTOM NPUHMKHO KaXAaR HSESE.. ADMKHA YCTEHOBATD CBOM COGCTDOHHLIS HOPMATMBHNIO
NapaveTpH METOAA,

KOHTPO/Ib KAYECTBA

Moy 408 NAUMeHTOD
estancanzados para dar llempos o6 TP y TTPa e KXz RaGOpITOpAn A0MMa YCTAHODMTS pOrGIMMY oo Soﬂam_. VaMoposHON gm:«ﬁcﬂ_}, ospaauo e (B
proiongados, respeciivamente. Se aportan ios vaiores de idie y de it io con cada paguete de Ecrm we " o AN
controles BAYST T
LIMITACIONES | HOPMA/IbHBIE MOKAATEM i = =
Los resutados. dos con Coagulation Cortrol Plasmas 8%:8: Ge vanos facores fuertemerte asociados a fa FOQUpEnTH F#aHormM iy BADMDOBE| S MSmLly TEGIPATODmRIA 5 O HETOTINy M WATOROR X mo. o 7rok
insirumertacion, los tipos de reaciivos, sustrales deficientes y variaciones entre i 129 Cada debe

(L £ para el s=iema conartefs:

CONTROLDE CALIDAD

Apvig Kaxaan PITOPUA A0 IKHA YETAK coon BmavermMA

SKCINY ATALUMGHHBIE XAPAKTEPMCTUKM

Eg_._.bN_OZ_

tori, m_ﬁm:m:_man Jegati alia strumermazione, at
. Ogni laboratono dovra definire un range d

isultati ofteniti con il fvﬂn_._._m.gn— Confrod Plasmas. u.v@:ho:n da i innumereve
pi di reagenti, a sutmirati carent & afle variazoni dovue
per il g utlizzato

CONTROLLO QUALITA

Cigni b deye defimine un il _Eg_aggnaigwgﬁs_gmwmna.wﬂg!_?
uggn—g_guﬂirsﬁgnzs:h per o

Cada laboratario debe establecer un programa de control de calidad. Los plasmas de cortrol nomaes y anomales deben
estudiarse antes de cada lole de muestras del pacente, para asegurar un hur adecuado del i y el operador
Silos contrales no se realizan como se esperaba, los resullados del pacienle deben considerarse invalidos

VALORES DE REFERENCIA

Los valares de referencia pueden variar enre los laborarorios dependiendo de las lécricas y sistemas usados. Por esta razén,
oy tabamatono debe esmblecar sus propios imervaics de referenca.

Fapermore. Cualers | sontroll non funzionassers come previsea, | neulat refaivi ol pagier dovranng essers coraeratl rn uaid,
VALORI DI RIFERIMENTQ

Per |a sicurezza del paziente. & necessana che Il sistema sia monttoralo conlinuamente da Ln operatore qualilicato. Per tale motiva
ciascun laboratorio dovra elaborare | propri range di rilerimento,

CARATTERISTICHE PRESTAZIONALI

da Helena Blosciences Europe o dai prapri rappresentami con
p Clascun dovra pertania elaborare i propri gali prestazionali.

seguer istiche pr sano stale
I'uilizzo di uno di I

BE

por Hetana Bi Eumops o sus t=ando
o debe eslablecer sus propios dates de rendimiento

da han s«o
acion nico. Cada

Muestra

" TTPa CV (%) ™COV(%)
Routine Co 5 283 101
5 278
Foutine Conlrol SA 5 172

Kouohcan Xooows sms b,
DABOPATOPHA AOMKIFA GNPOGENINTE G0N CODCTBBHHEN AHATMTUNOCKHS XAPIKTGPHCTHKI
TR2 4 POArOHTOR XoNoHa Sink OMPaReNGks CIOm

BocnpanaboaukocTs

Kowrponswan nnawa Kon-o_oopaouos

CV (%) ATTE.

KOMTPONE KAHOGTDA, YMOPOHHO biPaxOHNGR NATONOMUA 5
Kormpons ruswetin | escoran natonora 5 TR

JMTEPATYPA

1. Kirkwood TBL ot af (1977) Identilicalion of Sources of Variation in Factor VIl Assay, British Journal of Hacmatology, 37:559-568
2. Goldenfarb MD (1971) Reprad y in Coagulalion Assays, AJCR, 55:561-564
3, Palkul HA and Longberry JR [1973) A Procssion Sludy of Coagulation Factor Assay Techniques, AJCF, 58:231-235.
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In Ap?ication of the Council Directive 98/79/EC on the approximation of "

the la

s of the Member States relating to In Vitro Diagnostic Medical
Devic

s & CE marking.

Declaration of conformance to applicable sections of Annex | - Essential
Requirements and Annex lll (EC Declaration of Conformity) imposed by
sections 2 to 5. The below listed products are not classified under Annex Il Lists
A or Bl Access to the appropriate technical files will be made available to the
appropriate body in the event this is required.

Product Description GMDN _
Code Classification-Code
5556 Clauss Fibrinogen 50 55997

|, the Lindersigned declare that the devices registered agajnst the above GMDN
Classification Code conforms to the said Directives.

Full Name:  M.J. Stephenson Title] Managing Director
Signed % M /% Date: 12 Aug 2015
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Clauss Fibrinogen 50

REF 5556
REF 5556H

(15 C€
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Clauss Fibrinogen 50
Instructions for use en

INTENDED USE

For Ihe quantialive Uolerminalion of fibanogen. based on Ine Cifuss muifio |n human céraled plssma
an Helena Blosclences Europa AC-d, C-1, G-2, C-4 Coaguialion Hysiums

Ciauss Fibrinogen 50 ks Inlended for Ihe quaniiiative delamiifaion of libinogen In human pissia
Crauss' developed a simple melnod lor the quan‘ilalive Heenriatin ol liodnogen by meastring U
cholling time of diule plasma aller the addilion o Thrombin [ NIH units/mL). This clol lime Is
proportional to tha fbrinagen concentrailon. Levets of libinogen fian Increasa as a resul of inflammation,
piognancy of oral conlraceplive use?, Dacreased lovels can b found In carlain slalas such as iver
dsease nnd DIC, Congenllal doliclencis Incide mbérinanasnia (no doleciabie (ibrinogen),

(<1 IngAnL} and 3

WARNINGS AND PRECAUTIONS.

The 1eagenis contalned In {his kil are lor in vitro diagnoslic uselonyy « DO NDT INGEST, Weat glivss
when handiing all kil componanls. Refer (0 1ha product salely dath shesls lor riek i sasedy phrvees and
disposal informalion. Plasma producls have been screened and found naaliva (s olenise stsiml
on the kil box o vial) for Ine presence of Hepatilis B Antigen {Ifoshgh HIV § nisd 2 anlloty A HEY
anlibody! however (hey shoutd be handied wilh Ihe same precaulEine &8 5 Il piasma sampin

COMROSTION
Daetalplion | Preparation

Condaing npproxinuiely  Raconsliute each viaf with:
4 L {REF 5550)

Componsnl  Contant
Thromkn £ % 4 L {REF 5538|
20 HiH L 5@ mL [HEF SBSsH} 200 {REF 5558) / 100

(REF 5556H) unils 2 InL {REF 5556H)

bovine lnrombin wilh of purilad water. Taks care

slabllisers. when pipelling lo avoid
conlainination, Swil genlly and
allow fo sland lor 15 minudes,
1 well imniediatlay belore
use. Da nal shaks,
Rzcorstiivle each vial will
exaclly | ml_of purilled wale.
irl g2 nlly and altow fo stand
10 minutes, Mic genlly
betore use, Do nol shake,

Fhewgon 2o 1 mL [REF 5655 . Contama 1 ml ol

Casbraln 1% 1ml (REF 5556H)  ophilsad nesmal
fiman plasmn assaydd S
lof ibrmogen levels lor

Owren's 225 mL [REF 6558} Coptams 26 ml ol Tive buller is ready lof Use As
Bufler 15 25 il [REF 5358H)  buther which sonlaing packagad.

Larttal and sodinm

ehlorkdn and sodum

aphte s pressival e,
Each kil conlains inslrucllons lor use
Each Wl confains kil specilic reference vales inserl,
ITEMS REQUIRED BUT HOT PROVIDED

Rafer fo Ihe Inslrumenl Operalor Manual and'or applicalion fuls Ice approprale Instruclions. The
reagenils conlained n ks hiare also avaiable as separale lims|

REF 5374 Giauss Fibrinogen {Thrombin oniy)
REF 5078 Clauss Fibrinogen {Thiombin only)
REF 5379 Fibnnogen Calbralor

FEF 5375 Owren's Butier

ETOAAGE AND STABILITY
Unapened vials are stalie unll Ihe given explry date when sinrafs umier conchiians inctizniid o I il
of M label
Thiambin, 50 NI4Aml. Once reconsllluled, Ihe reageni Is slable fov 8 huurs al 15 -*30°C, 1 week al

*2-'6°C or 1 monlh al -20°C,
Fibnnogen Calibralor  Once reconstiiuted, tha reagent s slabie far 4 hours &l ™
Slire o "2 -"0C 0ine operRd

C
Ouren's Bulter

SAMPLE COLLEGTION AND PREPARATIGN

Pasiic or sliconised glass should be used Ihrougroul. Blood (U karls) shoud be collected Inla 3 2% of
38% sodum chrafe anlicoaquant {1 par). Sefarate plasma Aller confrilugalion al 1500 x g lof
14 minules. Plasma shoukd be hepl al *2 —*8°C or 118 -'24*; Tesling <hould be compleled willin
£ hours ol sample colleclion. or plasma can be slored Irozen al 0°C o 2 weeks of -70°C for 6 monlte:
Thaw quickly al *37°C prior lo lesfing. Do ol heep a1 *a7°C lor mpre Ihan 5 mnutes

PROCEDURE

Rafer lo Ihe appropriale insirumerl Operalor Manual lor dtitug Inslruclions or conlacl Helena
Dosclences Europe lor Inslrumenl specific applicalion guides,

INTERPRETATIOH OF RESULTS .
upeecled ks o IRairigeen In ey aliulls sie 150-150 mgiol. (1 535 g™,
LIMITATIONS
Haparin levals >0.6 unilsimL and Lbrohc degredalion produds >100 maimL may cause lalsely low
Ininogen quanilalion, Il vahues 1l outside (e slandard curve viekms (o4 ne pallenl samples, re-assay
using an apprapriate diltion 1o brng values Inlo Ihe slandard rareje.
QUALITY CONTROL
Each mbarmlory sl eetalstih o qUIY COnlrdE imgram. Hamidl and sbnornal conirol plasmas shouid

e leafud pre o mazh baleh of palisnl samphes, b evise salisfaclory insirumenl and operator
" . |sol. patiand resuls should be considered Invalid. Helbna
by Byl produc:

Binciunees Eurane euply e 1ol

REF 5001 Speclally Assayed Control N
REF 5302 Speclally Assayed Control A
RAEF 5166 Fouline Control N
REF 5167 Floutine Conlrol A
REF 5182 Roiine Contigl 5A

REFERENCE VALUES

Pebginrgn yrlies can vary belween boeinones depanding on. IF. Inchikjues and sysleins In use. For
1 teason 8 el i W
PERFORMANCE CHARACTERISTICS

Halena Europe or (helr liave determinied Ine lobowlng perdormance
characlerislics as a guideline Erch Iaboralary should ualalish its own pertrmance data, The Clauss
Fibnnogen assay Is designed lo gwa a Imear calibralion Irom 1.5 45,5 g

Aeproducibliily

Inlra assay precislon la-DaRay DrRCIEAON

Fibrinogen (/L) 0oCv%) Fibrinognn (L) 0 oVis
124 5 488 1,02 10 817
301 .50 362 0 41
PEFERENCES

1. Clauss A{1857) Setieall-matiod 2ur des Flbrinogens,
Acla Haamatol, 17 237.240

2 Stiaw TS (1977) Assays lor Fibrnogen and s Denvalives (IRG. Cii. Rav. Clin. Lab. Sel
8145182,

3 Clnical and Laboralory Slandards fnsfilule (2008) Celléctkah Tianspar nnd Pracossing ol Biood
Specimens lor Tesling Plasma:Based Coaguialion Ausays dd Molecutar Haemoslasis Assays
Appraved Guideline, Sih edn CLSI: H21:AS f

4 Scuty RE ef af {1980y Normal Relerence Laboralory Wiluh, New Englend Journal Medcine,
302(37) 3748

5 Ohuno T, Selenko V {1872) Flasma fbvinogen detenminaliaf by aukoenalud eoinben B,

Amertcan Journal of Medical Teehnalogy, 38(3):188:201

Clauss Fibrinogen 50 fr
Fiche technique

UTILISATION

St A I cesermiation quatiRaThe du iEiinoghne, selon s Pl dn Claiss, 0408 1 plsma Tuamain

ahamle mvee los wajubiion Hs Mench Ewopa AG-L G:1, G2, G4

Ltk Fibwinogane Chaisss 55 sl uliisd pour 1o shilermnation. guaniiniive o librinopana dars &

Fingma humssi, Clsuss' o développ we méthess simpk do délermiualion funnitalive du lIbrnagant
i 10 bemps de coags d pasing divd Joul ek Themmbin (20 105 Wil O

Lo do oy bl il o Ilivincapeng. Le B do Sisincging paut

mugmenlr 6 falscn duriy Wsmmazon, dise grossesss oy de b priea e conlticaplle ormic. Deg

I minuds sonl imees des cadiliag palhokles comme na matdie du folt ou une CIVD.

Untirnogéodie (pun de Iaiipgana udleclatiz), mmlnri._mmk (=1 mgmi) et b

[malie i
AVERTISSEMINTS ET PRECAUTIONS |

Low rénctie i ki sont & usage dagnosflo in viks unkymmard « KE PAS INGEAEN. Porlee das garks
s b rasnigalstion de fous lee composanis. Se reparkar aud fchos de sbe des e kil
it In sy | Un dipistaga s i base dn plasmn & 848 réaksd el & thané
n rdaufal négull (saud incicnlian conlealn sur b bolte il ki U su I Hacony pour Ses anlkyhnes da
Fréginlio 8 thGHBE), 5 sk anll V4 1 ol 2 of s Ao anll VHG; | est makare Kl nocessalie

g aves len mé o i pour lea a plussmn humim,

COMPOSITION N ;

Compasant  Conllenl Dascriplion ation
Thrombin: §x 4 mL (REF 5556) Chague llacon conliant Recongthuer chague flacon
SONIHML = 512 mL (REF 5556H}  environ 200 (REF 5556}/  avac:
100 (REF §556H) unlles 4 ml (REF 5558)
de Theombin bovin 2 mL {REF 5556H)
addilonnée de d'eau disliiée, Fake alfention
slabilisaleurs Jors du plpelage pour évller
loua conlaminalion Flemuer
doucement el lalsser reposer
5 minudes, Blon mélanger
itz avanl ullksnlion. Ne pas.
wpilar. .
Fiinogon | 2x1mL(REF5556)  Chaque flacon conllen|  Fiacoraliuar chaiue figcon
Cathenlod x1mL {REF 5556H) | mL de plasma humain  mvan sxecsemant 1,0 mL
normal lyoplilisé dosé d'eau dislilée, Remuer

pour les lais do doucement el lalsser repaser
librinogens. 10 minlges. Mélanger
doucemant avanl uliisalion.
Ne pasiagiler.
Owren's 2x25mL (REF 6556)  Chaque fiacon conllenl  Le lampon esl pré{ & l'emplol
Buler 1 %25 mL {REF §356H) 25 nL da lainpon

conlenanl tv barbilal el
ou chlorure de sodium
adddionns d'azide de
sodlum comme
conservaleur,

Sa rélérar au manuel d'uldisalion de l'asluinent et/ou aus noles d'appication pow wwmir e lilructiong
appropiies. Les réacllls du kil sonl aussl disponibles séparéraent: |

REF $374 Ciauss Fibrinogen {Thrombin only)
REF 5378 Glauss Fibanogen (Thrombin oily)
REF 5078 Flbrinogen Calibralor

REF 5975 Owren's Butier

CONSERVATION ET BTABILITE 4
Les llacons non ouverts sonl slables usqu'a la cate de peremplion ndiquea s'4s sonl conservés dans les
conddions Indiquées sur I¢liquelta du ki ou du flacon. !
Thrombln, 56 HIHIL  Une lots reconstiius, to réacli es! slable 8 heures 8 lemperalure ambianie,

1 semalne onlre *2 —*8°G out 1 mols 4 -20°C. |
Fiinogen Callirstor  Une lols reconstlie, le réacl esl slabla 4 heures enlrg "2 6°C.
Cwmns Butfer Conserver anire *2 -*8°C une foks auverl. |

PRELEVEMENTS DES ECHANTILLONS : S
ATz Jodl dn iong o prétéveman du plastijun U du viog Bicané. Mtleger 8 volumes de sang el 1
wellume dit ofrnbe e Gockurm A 3,2% 0w 3,0%. Baparor ke plstma npebs caninlugalion 4 1500 x g pendant
15 mirnites, Consarver |n plasa anire 8 —'#C ou 18 =" 24°CL L'anakesa doil élre lemminée dans les
& hairns sulvanl be prvsmand de [sehanlthn; sinon, | el a callgaler ie pasmA 2 semanes
200 o B moks @ 707G Déeanguler Tapierment & “47°C avanl du rdulmer {anatyse. Ne pas Jalsser &
*37°C paus de b minuleg®, i

PROCEDURE . -

Consisler le manvel dullisallon da Flnslrument approprié pour oblenir desinsinuclions délaivees ou
contactar Helena Blosciences Europe pou obler des noles dapplialon spécliquos a insirumen.

INTERPRETATION DES RESULTATS L L
Le laux prévu de ibrinagane chez un adute sain es{ 83 150-050 mgidL (1,5-3.5 g1)**
i

LIMITES 5
Deos laux dhéparing >0,8 unilés/mL el de produlls de dégravalion kbrinolylique >100 mgimL. peuvent
donner une quanlilicalion dy librinogene erronémenl basse, Sl les valeurs de I'echanidon palienl se
svenl hors des valeurs e la courbe d'élalonnage, éakser A nouveau (analyse en utilsanl la dildon
appropride pour les amener dans la plage de I'élalon ;
CONTROLE QUALITE 1

Chaque labaratolre doil élabllr it programte e conlvibe pualls. Les plesmas dé conlitin, pamuus &
anormalix, doivenl Bire tes(és auint clinque ki d'dchamilons patlerds alin da & assury qua Hastnmal
el l'opéraleur offieni des performarees salisissaries, 31 ket conlities na donnonl pas len fslals
prévus, tos résultals dus palent datverl #lr2 cunskdbres comme on valslies. Helena Blesclences Ediopa
dislribue les conlrdles sulvanls & Ulser avac oa prodid:

REF 5301 Specialily Assayed Conlrol N
REF 5302 Speclalily Assayed Conlrol A
REF 5186 Routine Conlrd N

REF 5187 Routine Conlrol A

REF 5180 Routine Conlrol SA

VALEURS DE REFERENCE

Les valeurs de rélérence peuvent varier d'un laboraloire A I'aulre suvan! les lechniques el les syslémes
utilisés. C'esl pour celle raison qull appadieni & chaqua laboralolre de cléterminer sa propre plage
normale |

PERFOAMANCES

Helena Blosciences Euiope ou ses mprsntanis onl détamind & Itre indicalil les performances
sulvanles, Chague (aboralolie dod dlnbdr sew propres donnses de perlommance. Le dosage Ou
libxinogena st cangu pour donner un dlalancage Il 5 I piage 1.5 - 6.5 64

Reproduciibliilé o [

Précision intra-séri Préclsion Infer.séries

Fibrinogane @) 'm| CV(%) _ Fibrinogane (1) T ovrw
124 5 488 1.02 10 817
3.01 . 5 338 3.62 10 .75
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Clauss Flbrinogen 50 de
Anleitung

ANWENDUNGSBEREICH

FOr die quanlfalive Basimmung von Fibinogan nachi tier Malhidy fach Clauss in (e

Ciuapinenn nul doi Heluna Boeskencss Eurapa AG-4, (-1, -2 0-8-Garlnnuagssysiemen.

s Claniss Fllymogun 50 daied dae psaniidhen Deslimmung von Filvinagen It Humanplasra. Clauss'

enlvickatia Zur quandlasyen Bestimmurg oo Fivitogen oine elilache | Metnode, bal der die

Gefiipngezel  won  widonedain | Plhdma  pach  Zugsbe won - Theol nbin - gemassen  wird
). Dinse ik et

0,

{230 NI il ditckl propodlotil. Das
Flinnagon funn catch Enplndung. Schwsngarschall cdar Binialn von oralen Verlilungsinleln
N sain®. Verindan wind as dureh L v e
MAngetzasiands. i fEn gen),
Hypolibrinoganamie (< mg/mt.} urd D n Fi

UHD V

[Ha Renganzien dasns KAS Sind par gue i wio Diagoot bestimd - NIC:HT EINNEHMEN, Belm
Umgnng mil den KE-Kempononken sl das Tragei van Hardsahihen |edorderlich. Sighe dle
mil und i

s 2ur
Erdsorgung, [ie Passmaprodubdn sind mi) regaitvem Befumil sl Fepaiiis B Anjigen (HBsAg), Hiv-1 und
VilV-2 Aridaper unid HCVAR&Orpar geloslol wotcksn (warn niahi nud Kil-Verpackung oder Fla chen
ety bezeichred), Sk sollun irodzdom mil derssiben Vorskht wia tumana Plasmaproben beliandel
W

INHALT ! .
Komponenfe inhall U demchralisng Yorberellung
Thioml 5 x 4 mL {REF 5558) Jods Fllischohan enthan Jedes Flitschchen md:

4mL (REF 5556)
2ml (REF 5556H!
desliliartes Wassor
beim
Phpellicren verinzuien
Leichl schwenken und
15 Minulen slehan lassen
Var Gebrauch gut
mischan. Nicht soFfiliehs
Fhbrinogen ~ 2x | mL(REF5536)  Jedes Flaschchenenthal  Jedes Flasthchen mit
Caldbralor 1x | mL(REF 5556H) 1 mLlyophilleries pon 4,1 el deslisiaren
normales Humanplasma mil ~ Wasser rekonsfiulzien
bekannlem Fitwinogen. Lelcht schwenken und
Gehat, 10 minulen slehen lassen
Vor Gebranch leichl
y 5\ mischen Nichl szl lleln
Owren's 225 mL (RFF 5656)  Jede Flasche eninll 25,my.,  Der Fuller Isl ¢
Buller 1x25mL (RIEF 5556H)  Puer ays Bartilal- und gebrauchslerilg verpacld
Nalriumeplorid mit . o
Nalriumazid ats - - f
Kanservierungsinillsl.

sONM/ML 62 mi(REF5658H)  ea 200 [AEF 250} /100
(REF G558} Einheilen
Ainder-Thrombin mit

Jedes Kil enihan eine Gotrauchsanwelsing! -~ - > S ¥
| eninai chargenspezilischen Releranzwerlen

NICHT WITGELIEFERTES, ABER BENOTIGTES MATERIAL

Zur Bacienung sieho Badienungsanioilung des Gerdls und/oder Anwenderhinweise Die leagenzizn
dleses Kils sind auch einzeln emhalilich: A i

REF 5074 Clauss Flbiinogan (Thrombin only)

REF 5378 Ciauss Fibiinogen (Thrombin only)

RAEF 5270 Fibrinogen Catibralor

REF 5375 Owran's Bufter

LAGEAUNG UND HALTBARKEIT

Ungeolinele Fiaschchen sind unter den aul oder Flgschen
Lagerbedingungen Lis zum au'gedrucklan Vertalisdelum stabll ]

Thrombin: Nach 14l ilas Raagans N Sherlen dei : 1 Wochs Le)
50 NIH/mL 2 —*0*C <labil oikal 1 maonals bl AC KabE

Fibrinogen FekonslNLiar it rlas Aesstans bl uinar Tamparalur von *2 ~*#%G 107 4 Slunden
Calibralor abil

Owren's Bufler  Nach dem Ofinen bei 2 ~'8°C lagem, i

L . i stlilhd !

Wi Plassk oder Sexoagles verwanden. (kA (0 Telle) solle in 9,.2% cuef e Nallumedral als
Anlkonguane (1 Tod) anknomimen werden. 15, Minulen bel 1500 § zuirilugparen wad Plasma

bpipstiinren, Flasma bal 2 —*8 "G oder 18 <"Z4°C legern, Plasma salle Innarhiils win 4 Slunden
verarbetol ooer 1kl gefionen bal 0% 10 @ Wackan oder +70°C (Ur 8 Munal gelagurl watden. Var dem
Tostan achiell bal *37°C aclaian, Nicll I8ngar k5 Minven bel *a7°C belasss®

VERFAHREN : N

Skehe die Badienungsanieliung des enlsprechenden Gerdils (07, genaua Anweisungen oder wencei Sie
sich an Helena Blosclences ELrope 10r spezielle anwendungslechnische Hinwetse. .

AUSWERTUNG DER ERGEBNISSE
Fiorinog bel gesunden

sind 150-050 mgrdL (1,5-2.5 g1)*
EINSCHRANKUNGEN . :

0.6 i und Fibrinolyse-Al >100 Myl koraen laisch niednge
Fibrinoger-Mengen ergeben, I.lsgen bej Palkenlenfroben die Werle aullertisla der Slandardiurve. die
Proben ement mil verddnntem Plasmi leslen, um, die Werle in den (iarkch der Standardkurve 20
bringen

QUALITATSKONTROLLE

Jeden Lator muss (0F eine eigene Qusilatskorrubes sargen. Vor jeder Tazlrsha i Palienienxoben
mizsan pomads nd palhokepiscna Konlradpiasmon guleslel werden, um @ine zurecen sluiands
Garsleiastung und Bediequng 7u gewdiiinigen Lisgen 6= Konlrolen suliamat 625 Normberests
s e Paleninargebnisse mohl zu verwanden in Yatbndurg mi (nsam Fipcudl bielel Hewna
Blosciences Europe die loigentlen Kontroen an: f

REF 5301 Speclaiity Assayed Conlid N
AEF 5302 Speclality Assayed Conircd A
REF 5166 Aoutine Conlrat N

RAEF 5187 Routine Conlral A

REF 5180 Routine Contral SA ©
HEFERENZWERTE

ain

Relerenzwerle konnen e nach Technk und verwerelers Syslem von Labce 2u Labar urtarsch
seln. Aus diesem Giund so¥le edes Lator seiren eigzren Normziwerlhersich e#e‘hvn

LEISTUNGBEIGENSCHAFTEN .
Die fcigenden Letslungseigenschalten wurden von Helenz (boscierces Eurcpe oder n gvem Aufits
Richliinien ennied Jede Labor muss seine eigenen Werte enmilzin |

Der Fibrinogen-Test 51 5o kanitpie, dass sich eine freare itzkoraton von 1.5 -8 5 (L argt
Reproduziarbarkait i
fnlra.asway-Prazision

Inter-assay-Prazision .
a cv %)

Fibrinogen (a1) nooCvi%) Fibrinagen {g/t) }
124 5 48 102 1o 817
201 H ase ae2 | o ERE
i
REFERENZEN
5 w B it Ues Frenogenm

14 Hasmatol 17257246 5

2 Shaw T8 (1977) Azsays lor Fibrinegen nnd 0s Dtivitless CAC, O Rev. G Lad So
w5100

3 Clinical and Labiorsiory £1andards insfitise (2004 Coection, Transpa! an:
Specimens b Teslig Pasma-Baund Craguialion Asaays &nd Moksular H
Appeoivad Cusceline, Glh edn CLSI H21-AS

& Sculy FIE ef af (1980) Nomal Relerense Laboralory Values, Mew England Jourral hed:
302(37):37-48, |

5, Ohuno T, Selenko V {1872) Plasma fibrinogen delerninalion by auloinated Ihrombin imé,
American Journal of Mecical Techiology, 38(8):198:01

s of
mosiasis Assay

e




Clauss Fibrinogen 50
Istruzioni per I'uso

USO PREVISTO

Delerminazione quanlitaliva del fibrinogena seconda il melodt
winano su sislemi di coagulazione Helana Biosclences Europe At}
Il kil di Fibrinogeno Clauss 50 ¢ slalo lormualo per a delermi
plasma unano. Clauss' ha messo a punlo un seinplice melii
itwinogena misurando il tempo di coagulazione (Iel pasma di|

Ii Glauss presenle nel piasma cilfalo
4. C1,C2,Cid

sone quantilaliva del (ibrinageno In
144 2 dolerminazions quarttativa del
10 n segudo allnggiunla di Thrombin
ul librinogeno. |

{30 NI 1nda/mL). Queslo lempo di
fiveli i hiinogeno possono aumeriare in seumlu ad ks
conhiaccellivl oral’. Livefi nidolll di librinogena soo risconbinty
palologie epaliche  la DIC. Tra le carenze cangenle rieaiano 1§
nfevabile). [ (<t mgmijela

AVVERTENZE E PRECAUZIONI

 reagesl condenull In queslo ki sono deslinall esclisivameni sl
Indossaie guanil prolelitvi duranie o del componenl oel Ki. F&
ulo

nmazione, gravidanza o implega di
£in akuni slatl, come ad esemplo lo
linrrogenamia (assenza di fibrinogerno
maieccla di florinogeno anamala)

dagnostien n vilro - NON INGERIAE.
w silerimento alle kstruzion| dal prodollo
ded rodalll

per awuitenze su rsch e slowezza
plasmalicl sono slall esaminall dando ey ||nguul=avn utma

imente Indicalo sula v:onlﬂl\une del kil

o suf llacone) alla presapizn
2 e dalianlicorpo unfi-HCV; quesll prodolil devono fullavin 4
precauzlonall adollale per un camplone di plasma umano,

COMPOSI2IONE

Components  Conllsne Dascrlziona

Thrombin 5% 4 mL(REF 5550)  Ognl llacona canlinna
SONHML 52 mL(REF 5550H)  npprisaimilivarsean
|FIEF. 6558) 1 100 {AE
S5HBH] Ui O Treon
Ll e AlbALTALG
Fitiregan 2% | ml {PEF 5560 Ogni flacone anliene
Culuabor 1% 1 L {REF S068H) 4 plilmi imaan siomd
Saiizrala dosalo per
hvehi i librinogeno.
Owmen's 2325 mL (REF 5556)  Dignl Ao condene

Buli 1% 25 mL {REF 5656H) ~ 2 mL ol Iampone
condenunle barbial @
chonite con muElk Az

: | come coniservante

Ognl kil conliene UR Isiruzion per Fiso

Ouni kil contienc un Inserlo recanle ) vatori di rietimanl dpeiic|

MATERIALI NECESSARI, MA NON IN DOTAZIONE

Fara rilerimenlo al mantale utenle dallo siumenta 7o aila notd
speciliche, Ireagenil conleniti in quesio kil ana dsponilxy anche

REF 5074 Clauss Fibxinogen (Thrambin only)
REF 5378 Clauss Filxinogen (Thrombli only)
AEF 5370 Fibrinogen Calibrator

AEF 6275 Owren's Bufler

CONSERVAZIONE E STABILITA
1 laconi non aperfi sono slabil lino alla dala di seadenizs ikzais
sul flacane o sullelichella del kit

Thrombln: 50 NIH/mL  Dopo la ricosiifuzione, I\ reagenle ¢ slahlié
1 selilinana a *2 -'8°

Fibrinogen Caliralor  Dapo ha deostiluzione, H reagente & sl

Quren's Bulier Una vola aperlo, conservare a "2 =*6°C.

RACCOLTA DEI CAMPION] E PREPARAZIONE
Nel corso dellinlera procedura & necessarlo ulilizzare piasiica df

£ {HLsAg), dallanticorpo anll-HIV 1 6
sere manipolall con le Slesse misure

Preparazione
stlnulm ogni facons

i (REF 5556)

i 2 ml(REF 5556H)

. d ncqua dislliate, Durante
¥ plpallagglo. prestare
silenzione ad eviare la
canlaminazione, Agilare
dzlicalamente & @sclare
tiposare par 15 minull
Miscelar bone
jmmadialamenle prima
2ifuso Non scuolere

imL  Ricostiluie ogni Aacona

con asallamente 1,0 mL o

acqus dslliala. Agitare

dalkcalamenle & lasclare
ipogare per 10 minull

)iscelara deficalamenla

prima delluso. Non

scualera

¥

| {l1ampana & pronlo all Uso

cos) come viens lornilo,

jor i Jutlis.

nppicathn per conoscend ke il
il malon gopasli:

58 consarvall nelie condizion! riporiale

por i or & empernluen bt

o per 1 mes! a -<HI'C

pord oren 2

wedln siiconlzzato. Il sangue (8 parll)
{1 parle). Separare i plasma

deve essara raccotto In sodo cilralo al 3,22 o al ,6% come
in seguilo a centrilugazione a 1500 x g par 15 minull. [l plasmal
+18 —*24°C. | lesl devono essera completal) entra 4 ore dalla
plasma puo essere conservalo congelalo a +20°C per 2 sellimial
rmpldainente a “37°C prima di eseguive | 1esl No conservare a '

PROCEOURA

Fare ifetimento al manuale ulerie delio strumenlo appropriat pe!
Helena Biosclences Europe per e note appiicalive spechiche deli
INTERPRETAZIONE: DEI RISULTATI A
el soggelli adulli sanl i valori previsll per i flsrinogeno sona di 15
LINITAZIONI |

11 o agsarinn 0.0 usilwil @ | prodots ihinciiel ol dogradnzi
aanidicaione il Sbrinogong |lssmnin assa. G | yakd fuo
caimpionl dal paziant, riposern & tlosaggio Uikzzandg) wa
alVi=ine i range standsid

CONTROLLO QUALITA

ignd Wleenlone deve delini e eogmmma i corlmlo quuli
idern nssere |=slal peims o ognl lotjo of amplond o pacirig

skdistcenty 63 par Guanlo figandi o sumania the pe
pum i refalid d pazsand doveans

Tiwsclences Europe melle a disposizione | seguenl contsndt ulikzz,

REF 5301 Speciallly Assayed Conlrol N

AEF 5302 Speclalily Assayed Conlrol A

REF 5186 Fouline Carliol N

REF 5187 Rouline Carlrol A

REF 5183 Rouline Cordrol SA

VALORI DI RIFERIMENTO i

i valon i nlenmenlo possano variare da un labofalurio &' s In
i e Ik moliva cssun IRboERvo dow eiaboom L props)
CARATTERISTICHE PRESTAZIONALY

Le carllenishiche prastazionall solfo riportata sono slale delermd
dal prapri rappresentani a tolo di lnce guida. Clascun Eboralce!

prestazionall Il dosaggio deb brogeno & slafo sludiato per &
1565 gL

v essera conservalo 8 '2 —'8°C 0
ccodla del camploni; in atemaliva, I
o 0 8 -70°C per 6 mess Decongelare
“C per um 5 minuli®,

nazioni
alr

liagliale oppure contalars

250 mgrdL (1,5-3.5 g)'S.

rin > 100 mg/mL possono causare ina
pestan dal valorl della curva slandard
rizione appropriala per porare | valor)

pasml di controllo normall ¢ anormali
per garenlita un Iello prestazionale
Toperalore, Qualora | conlrol non
wsats considerall non validi. Helena
U ) qu2sto prodollo;

unrione el lecnicho a et sstem) In
ranga pormal,

ala da Helena Blosclences Europe o
1 dovrd pedunlo elaborare | propn dall
ire cailvazions bneare compresa Ira

Riproducibillla
Precisione Intra.dosaggio Pracisions ird | dossgl
Fibrinogeno (g) V) Finogano L) nocv(%)
&) 5 des | 102 wooel?
301 5 as | one2 0 ars
RIFERIMENTI i

4 Clauss A (1957) Sehnelh el puir bes\i das Fitxinoge

Acta Haemalol 17 237,248
St TS (177) Assays 1o Fibrinogen and i Dertalves
6,145,492,

Clinical and Laboralory Standards Inslilute |2me1cu|pum
Specimens lor Tesling Plasma:Based Coagulalion Azays i
Approved Guldeline, 51 edn. GLS): H21-A5

Stuly RE ef ak (1080) Normal Relerence Laboralory Ve
302(37) 3748

Okuno T, Selenko Y (1872) Plasmia lbxinogen delerminalion,
American Joutnal of Medicaf Technology, 38‘15) 198.201

Crt. Rev. Cin. Lab, Sci,

Tramsgiant and Processing of Blood
i cseculir Haemoslasis ASsays:

Newi Englard Journa! Modcine,

by susomaled Brombin ime,

Clauss Fibrlnogen §0 es
inslrucciones de uso

USO PREVISTO

La delerminacion cuanlilaliva de filrinégeno basada en el melodo Clauss del plasma humano cilrado en
sisteinas de coagulacion Helena Blosciences Europe AC-4. C-1,G-2,C i

E1 Kil de Fibrindgeno da Clauss 50 esla previsio para la determinaclon cunmuawa del tibrincgeno en el
piasma humano. Ciauss' desarrobo un metodo simplu para o defermination cuantllailva da ibrinogeno
nidiendo el llempo de coagnlacion uel plasmA mmma después de | adclon de Thrombin
(>30 unidades NIHmL) Esle liempo de ala de lttinbgena.
Los niveles de ibindqene pueden aumieniar como mnsecuem:ia ue Inflamagion, embarazo o uso de
anliconceplivos orales®. Pueden niveles estados como la
hepalopalla 'y la CID. Enlre las deliclencias congitnilas eslan va almnmgenemla (sin librinégeno
delaclable), la hipolibrinogenemia (< | mg/mL} y Ia disf brinogenemla (mokcula ¢ ma lsin6gano anormaf).

ADVERTENCIAS Y PRECAUCIONES ;
Los reacllvas conleridos en esle kil sop s6lo para uso diagnoslico - NO SE DEBEN INGERIR, Usar
QuRnles. para manejar lades log componanies del kil. Consultar [a hoja 0on kos dalos de seguridad del
produclo acerca de los flesgos, avsos do saguidad y consejos para su ebminacian. Los productos
Plasmalcos 5a han sametido a pruebas y han resufaco negallvos (a menos que se Indque oira cosa an
a cala det kil 0 en e[ vial) para Is presancia de anligen> de ka nepafis B (HbsAg), anlicuerpos de VIH 1y
2.y anlicuerpo dal VHC; sin embargo, deben manlpularse con las mismas precauciones que una muesira
de plasma humano.

COMPOSICION L |
Components _ Contians " oesarlp, facién |
Thromb §x4mL(REF §656)  Cada vil Racons(iuya cada vial con:

50 NIH/mL aproximadmenle 200 4 mL(REF 5558)

5 x2 m(REF 5556H)
(REF 5550) /100 (REF 2 mL (REF §556H)
5556H) undades de de agua pullicadn. Tener
Irombina bavina con culdudo al pipelear para
eslabiizadores euiar L corminacion.
Agier suavemenio y permill
que eposit duanle
15 miiitdcs. Mazclar blen
nmetiainmesils anles do
wsar, No sgfar.
Fibrinogen 2x1mL(REF 5556)  Cadavial conllene (,0mL  Raconitihuir cada vial con
Calbralor 1x1mL (REF 6556H)  de plasma humano exaclamenla 1,0 mL de agua
normal lofiszado desBuia. Agiar susamente
esludlado un cuarto a  patmile qui repose
nivekes de librinogeno. dhararie 40 mimica. Mazolar
suavamente antes de su
uso No agiar.
Owren's 2x25mL (REF 5556)  Cada Irasco contlana €l lampon viene envasado
Budier 1x25 mL {REF 5556H) 25 mL de lampon con ¥sto para ser.

barbital y choruro sédico
con azida sdica como
conservanle.

Cada ki conlleae inslrucclones do 0. , | =

Cada kh conliene valores do rsiarancla especiiicos Insertad

ARTICULOS NECEBARIOS ND SUMINISTRADOS

Constllesa el Manual del Operador del lnsirumento yio la nola de nplcncm par inslrucclones
adecuadas Los reaclivos conlenidos en este Kil estan lamblén disponibles como arllculos separadas:

REF 5374 Clauss Fibrinogen (Thrombin only)
REF 5378 Ctauss Fibrinogen {Thtombin onty}
AEF 5378 Flbrinogen Calibvalor

REF 5375 Owren's Butier

ALMACENAJE ¥ ESTARILIDAD
Loa vigles no abisios son esdalies hasta & lecha de cadueiiad iiientia cliaiicd S EERETVAR an Las
& sanes indicadan &0 ol vial o e i $Uquitn daf k

Thrambin: Elrealva reconsiiluldo parmaneco estatis durante  hotas 8 femperatura
50 NIH/ML anblenls, 1semana a *2 "8°C o 1 meses a -20°C.

Fibrinogen Una vez reconsiiluldo, el reaciivo perman ce estabie aurnfe 4 horas a*2 ~'8°C
Calibralor l

Owren's Buler  Conservar a *2 ~*6°C una vez ablerlo.

RECOGIDA ¥ PREPARACION DE MUESTRAS |
usarse siompre piasico o vidlio_ sliconizado. Debo recogerse ejngre (9, pares) eon ol

TecT-cucTema "Onpeaencnue pubpuHoOreHs MeToO0M

Knaycca 50" ru
MHCTDYKIIWA

MPUMEHEHAE :

T 0 HaTojloM Knaycca 50° NPanHaIHaNeHa AR Mosedsiing

no Knayooy © nnaiue| kpasw enoasia 1
Kosrvnouavpa: NPOKIBOACTES KOMNAHHM Xanonia C+1/2/4/AC-4,

0 wareippu Knlpees 507 IRGINIRYe U ApoBsASHIN
1 Knggooy B QNGING KGoed enosona wa

uuarvnousmax. Matoa Knayeea' = npooiol wei o
_— cryores, MRITOA u ad8epoNich

of
PBatie. noend. CoGannon TKUOMDROI peaIATA > 30 WEun) Somm usumuu»m ciyetka
. Yooa npy

BOCNANoHIM, GSPELIGHHOCTH WK PN (AL PRIt m.-unmmm "o ongenn

woryt npH el W B0, duiijimorona o
[INGIME NONGIABT AHATHOCTHI ERAMBaNIE JUNPVAUITELIX CoTTanivsl, Bhie APUCTIMIOr alioMHIo
(nonioo orcy up uaiee
1 uriun) u ! u

L JEHRR RN

PoasTmon. B Hatope, rpn TomRo, e i Sora ¢
T AT TE Y (OUINPRICE

3 "
pediKIULE WIN TUASHASOLL [RpATl H 1A CakasounTocw € WICTRpRDSA B0 uapam

VLR {TIR pese TH) 190 CCUpaTERD ITTena
eupyea ranatira B {HOSAG), sHTerEn K HN 1w # it o HEY gann mrpeia ronsiadi peeyne ar (2a
o A AL, LTI KIS s RABAIAE 0 YEESEOUKS) 1I TS0, T JT WAies, N0 (D0TO C
ORI G6/lyST COBNIOAATH 1aKYID X0 OCTOPOXHOCTS, Kax W NPH poTe ¢ ONAINAHH MNAIHb! KROW
uanoseka i

COCTAB PEATEHTOB

KounowsuTel  Cocram Habdps OnucaHMs MpuroToRneHe
peargToR
TpouOurosks 5 x 4un (Kar. Ny 5S68)  copepxwT 200 eaunuu  Brectd 8a dnakoi:
Paarewt:50 512 un (Kat. N 6556H)  (Kar. by 5548) / 4.0 win (Kar. Ns 5556) unu
MEun 100 eawHul {Kar. Nr 2.0 un (KAT N 5546H)
¢ 5558H) barmero AHCTROAHpOBAIIIOA
TPOMBHHE O {aeMOHIAHpOAANNGH
crnburET IR anas). Getopoxiin
fepejewaTy # 03TaBHIb
pM KOMIIA1HOT
TeANBRATYI6 B TeHIaHHO
15 syt Topen
HOMONb30DAIMBH WO PII
nepakewar. He
: BOTpAYMAATH.
Kanubparop 2% 1 un (Kav. Ne 5656)  Cogeput 1.0 un Buocr 6o bnaxon 1.0 w1
Oubpuorena 1% 1 un (Ka. My 5556H) y i . A i
: ATbHOM NNa3UL o A BOj .
vanosoka, OCTOpoXHT NepowBLIaTs
aT15¢10BAHHON O W SCTABHTb M
ypoeika i
¥ bt 10 e
P .nﬁﬂulmwnawau
L sl s papsissns He
.. EOIpANRAL,
Bydop 2 %25 un (Kar. Ne5558)  DNaKoH copepshr LononwitTensiisa
Oyperica % 25 wn (Ker. Ne55561)  25.0 mn roTomaro x pAdBanBHINI A

TpesyloteR |

crabunvoatom

Kax it KaGp COep®HT WHGTDYKUMID N0 MEHUSHEILIO. 1
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AJANTAUNM  PRATeHTOB K pAMMNMEA! MPHGODAM JIOCTYMMN DO 3ANPOCY ¥ OtbiIEnbHbX
JUCTPHOLIOTOPOB H KOLNAHMH KenoHa. PaaronThi, BOMAHS B HAGON LOIYY Bkl IAKBIRHS OTANNEHO!

Kar, Na5374  TecT-cHoTow:a "DHBNHHOTeH 110 KNAYCay {T0NLKO TPOuGAHOBHA poarenT)"
Kar, Ne 5378 TocT-cHeToMa ‘GHEPHHIrEH N0 Knaycey (1ansKko TPOMBHHOBSA paareHT]!
Kar, Ne 5078 KanwGparop pGpmorsHa

Kar. M5375  Tecrossii puarent "Bycop Oypeca®

anlicoagulante cliralo s6dico Al 3.2% o al 1.8% (1 partu). Separar ] pinsma después da
& 1500 x g duranla 15 minuics. EI plasma dsbe conservarse a ‘2 —'6°C o 118 ‘24~c Las pruebas
daberlan terminarss en 4 horas desde a recogida de s muEstias o el plasma puade conNServarse
congelado a -20°C duranle 2 semanas o 70°C duranta 8 mes. Descongelar mpmmente & *37C anles

de reallznrla prueba. No canservar a *a7+C duranlg mns de 5 minuios™.

PROCEDIMIENTO |
Consulle el manual del usuario del inslumanio adecniado para Inslrucclones elalladas o pongase en
Contaclo con Helena Blosciences Europe para nolas de aplicacion especlicas del Insirumenlo.
INTERPRETACION DE RESULTADOS | .
Los valoras asperados para sl librinégena e adullos sanos son de 150-350 mg;/dL (1.5:3,5 g3
LIMITAGIONES !

Los niveley & hepntinia 0,6 inldagesimL ¥ ks protuclos de degradaclon [brinolllicos >100 mg/mL
puedan proucis 1 cianiiikasibn Igsameme baja el librinogana. S| los valoces caen (era de los
valores de i cusvn eIt fars (s sl de paclenles, vuelva a reakzar a valoracion usando una
dilucion adacuats patn Bevar los vakams al knlervala eslandar. Y

CONTROL DE CALIDAD |

Cada laboralorio debe eslablecer un programa de conlrcl de calidad. 1ds controles normales v
anomiales deben esludiarse anles de cada lole de muestras del paclente, para asegurar un
funclonamiento adecuado del nsirumento y el operador. Si los conlroles no o fealizan como s
esperaba, los resulladas del packnle deben considerarss Invakdos. Helena Blosclences Ewope
suminisira los siguentes conlroles disponibies para uszr con este preduclo: !

REF 5301 Spectalily Assay Coilrot N
REF 5302 Speclaly Assay Conlrol A
FIEF 5180 Fouline Cordrol N

REF 5187 Aoutine Gordrol A&

FIEF 5183 Routine Corlrol SA

VALORES DE REFERENCIA
Los valores ds relerencia pueden vartar enire las labaralorios dependienda dd las léonicas y sislemas
usados, Por esla 1azon, cada Iaboralorio debe establecer su proplo Inlervak normal.

CARACTERISTICAS FUNCIONALES ‘
Helena B Europeo sus las siquienles

rendimlento como direclriz. Cada tabmraboriny debe eslauece( sus proplos dalos de rendimiento. La
valoracen del librinogena esla diseflaila pain ar una raliracion ineal de 152,85 gL
Raproduclbllidad
Precislan inlra-snsayo

Precision inter.snsayo

me.ogm oL n_ oV(%) Filirindgeno (g "h cviswy
5 408 1.02 617
JOI ) 5 GS_B__ 362 10 3.75
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Thrombin TIime
Instruclions for use

INTENDED PURPOSE
The Tirombin Time kil s Intended lof carrylng out clol based haef

The Thrombin Tine seagent conalns bovine Ihrombin. The
semi-aulomaled and aulomaled Insinimants, The lest Is commy
Ilerterence wiln narmal bloot coagivallon. Profusgatiin of Ih
qualtalive Indicalion of abnormal bbrinogen lvels kg of low),
suelt as Fibrin Degradation Producls (FOPs} o peparin. Quaniiln
prolonged immtan cloling it shal e podormad as Totlow-u|

en

mosdss:

AESAYE,

reagenl can be used manually of an
iy applied lo detacl varlous souices of
imban clolling [ime can be laken as &
k(b presence of Inlerlering subslances
Ive cvaluation of Ine possioie causas al
b siikties, sush as aPTT of chromeganlo

assay lor [lopari, 0 aris
poivbrane',  niormal  pinama mhlnn sludles? of  replilas
hypolibrinogenaemia and FDF eficcls '

WARHINGS AHD PRECAUTIONS

The reagents coolaned In this kil are for in viro diagnoslic
pprapriale personal prolecliva equlpinent when handiing all Kl &
daclatalion lor the knk lo appropriale lazard and pracaulionary s
components in accordance wilh local reguialions

COMPOSITION

Composllion  Conlenl Desarifiion

by proiamine sulphate o
4 wssay' (o disliaguish  belween

use ory -~ DO NOT INGEST. Wear
mjonenls. Reler (o he producl saloly
nlzmers where npphcable Dispose of

Praparation

Thramban Time 10 ( ml Eanh v

(he rt'agcn\ wilh
olume of

EF S202H) ety

aml - bulles snd sanikars The
tecorsiiied reagent conlains
<10 NIH unltsimL ol Inombin.
reagenl should ba a whils
Wopulised plig.

IHEF 5302)

IREF 5377)

Each ki conlak blcbons For Lsa

ITEMS REQUIRED BUT HOT PROVIGED

M - 2mi . REF 5192

Allow 10 sland lof 5 minules
Ihen inix gontly by inverslon
and Iransle lo a piaslic (ube
Azconstiluled reagenl shoukl
be a clear, colouress
solulian

al [EeT——]

Any hgh quatly mechanical, opl cal or pherio.cps
pertorming Inrombin clolling ine lesling may S A

STORAGE, SHELF.LIFE AND STABILITY

Unopened reagenls are slable Lt The given expiry dale when
vial of ki label

Thrombn Raconshiuled leaqenl should be siored al ‘2 -"if
Time 20°C Jor 1

Reconstiuiod teagenl can also be slored on ba
Wnstoumant b up 1o 7 diiys.

SAMPLE COLLEGTION AND PREPARATION

Plasllc or sikconised glass shouid be used Mrouglioul. Blood (g
38 sodum cirale anllcoaguiant (1 parll Sejarale phsm-
15 minules. Plasma should be kept al 2 —*8°C or 18 ~*24*

paurs ol sample colleclion, or plasma ¢an be stored lroze i
Thaw quickly al *37°C prlor Io lesting. Do nol heep al '37°C fot iy

PROCEDURE

1. Colec! and prepare Ihe hiood saniple accpiding fo Ine e
And Preparafion

2 Reconslifule ihe conlrol plasnia accardng lo Ihe package i

3 Prapare (he reagenl for use I llie procedure according [o i
*Composilion* seclion

4 Perlnem all lests In duplcats. kiukale 1he masn chating i
nephrsl 0.1 seconds. Mdividusl Wuas Shoudl e witl £ 54,

Manaad Mathod

1. Pipelte 0.2 mL_ol the pallent plasma or conlrel prasma fnls:

2 Incubale al *a7°C lor 3 minules

3 Pipelle 0 1ml of Thrombin Time into the reaction lube eors
simukaneously slariing a fimer

4 Plegor] b Wms taken for ol lormafion I B nearest 0.1 Shoo

Autizmaled Mathod

Reler 1o Ihe appropriale Insirumert operelof manual fol i
Bosciences Eutape o Inslrunient spacfic apphcalian noles

INTERPRETATICH OF AESWLTS

The resuls of he Thrambin Time tesl shouid be reporled o Ihe
{usually Ine mean +2 standard devialions) shoud te psntilishod
normal range shoutd be considered abnormal ape folow-up fesliny

LIMITATIONS

Expected values far Ihe Thrombln Time lest wil vary from one
lechnique used, The melhcd of ciol dalection,  lemperalupy,
anficoagulani and lnie and melhod al sample sioiage are all v
and slorage condiloits showd be slandardsed ard careluty col
conlinied by adddional lesling
As well as Ihe cause of efongnied fhrombin limes indkaled, a
amylodos's palierts wiln blaeding comphcalions may have a
Thrombin Thine®. Also, Iherapaufic levels of heparin may ‘enlrgf
lest. allhouglt neulrassalion wilh protamine sulphalc of polybreng

QUALITY CONTROL

Each laboralary should eslablish a quably conlrol pogram K
Le losled priof lo each balch of panent sampizs, (o ensuie
pertormance. |1 conirols do nol perform as expected. palleni sl
Helenn Biosclences Eurone supphes ke olowing conlros miilal

REF 5186 Fouline Conlral N
AEF 5487 PRoutine Conlrol A
EF 5183 Rouline Conlrol SA

REFERENCE VALUES

fleforence values can vary belween lboralories o2pending on |
ks reason each laboralory shoud esfablish (s own reference rafy

PERFORMANCE CHARACTERISTICS

wed undar conditions Ificaled l‘;l:\‘lln.

€ and s slable for 14 days or at
{111 Sysmex CA1500 phalo-opilcal

‘padii) shoul be cobecled inlo 8,25 of
alles cenirtugalion al 1500 x g for

4% Testing should be completed wilhin 4

°C for 2 weeks of -70°C lor 8 monihs
we Ihan 5 minutes”
lsna oulliner) in *Sampls Cotecllon

art provided with each conlrol,
o e conet Lt ion insinacions i (e

ta of Ih2 duplicale delerminalions to (he
ol El san vaive

macdion libe

3 Tl O ConroR plasima whis)

il

i simitions o conlscl Halana

earpsd L1 seconis, The normal range
Ty pach latsimtary Resulls oulskde Ihe
b petfonnid.

twrzlory lo analher depending on the

collsclionlechnkue, lype of
iy Iimporiant. Plasma sairple collection
il Unexpecled resulls slioud oa

bt has suggested thal many sysiembo
rcudaring wlikitcr which profongs Iho
abo'ishy cloling dn the 'i|IN'l|I|3III Time:
Htoutd e tlie Theambin Tima"

1 and abnarmal conlrol plasmas should
salisiaclory Inslrument and operalor
2 showd be consldered ihvaid

2 for use Wi (Vs prod

o lichiiies ind sysining in use. Far
s

The Ioflowing have been by Hetena Europe of thelr
fepresentatives
Repraducibility

Wtwassay precislon Intef-znsay pratlsion
Sample  n Ciof formation {seconds) CV(%)  Claf tarmafion (soconds) oV(%)
Nomal 10 175 ) 123 1.29
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Thrombin Time fr
Fiche technique

UTILISATION
Le k4 Thrambin Thng es! destine & l réabsallon des analyses e rnemoslase‘msbes sur ta ormalion de
caillols. }

Le resclit Thrambin Time conllenl de a thrombine boving. il es| possible d IMSBI be réaclit avec une
méinode manuelle ou avec des Inskbumenls mucenalisés ov semi- adoralisés. | s‘agil dun lesl
courammen réalisé por délecter diverses sowces d'inlerlérence avec la coagulalion sangultie rormale.
Un allangemonl du Thrombin Time consldte une indicalion qualkalwe do laux de tibrinogene anormaux

Thrombin Time
Anleitung d €

VERWENDUNGEIWECH
Das Thrombin Time-Kil isl far

Das Reagenz Hr cee Theoiekin Tema et HinderThvomilin. Oas Fesgont kimn mituell oot iy
wedbdinang il Blmdomulischen oder sulomatisehen Gerbten venesndal werden Uor Tesd wkd
algemuln zim Miichivels vitschiBdsnor Lrsachen von Slgrurgan ¥ dar| nonnakn Blulgedinnung
werwendel. Elng VerlSngerung ger Theombin Tine kann s guallalver Hiwols nl abnonsais
Flinogan-Warte (hoth oder podig) gnlnn oot aul dlo Anwerantol  gednnungahennniidar

wie Fibrinogo oider Haparin hiouen. Cusnifalive Befundung medglichs

(tleve ou lalbie} ou de ka présence da subslances Inlerférantes comme les produlls do de la
Norine (PDF) ob Iéparine. Wl esi nécessake de rdaliser une évalualion quanblalive des causes
polenlislles da cel allongemenl en réalisanl gaulres analyses: TCA ou dosage chromogénigue podr
Théparine, mélhode de Clauss pous e llbrinagene, dsleminalions des POF. neultalsalion de (héparina
par du sullale de_prolamine ou du Polbrene’, ¢udes ds mélanges avec Gl piasma nomal® ou
aslarminallon du lemps da replliase” pour ditérencier une nypoﬂhvmugenem\u‘des eliels des PDF.

AVERTISSEMEWTE ET PRECALITIONS
Les réaclils i kil sanl i usags dapnatioue i Mm unmnsmenl [ NE PASI INOERER mer \K{‘
£

-
Wsachan inar viringerion Thomen Tima solko als \.hmumm,e dnm el werds) i 2 B aPTT
Rl ehromngensr II!MI\I'TPM g Fibrinogen:

(FOIP}, it mlmm»:m: i Pytran’. Wischlasie. mi
Hormalplaama® oo mummﬂ. um  awischan  |epoltvinoganimi | und  FOPElleklan £
unterschelden ‘

MASSIA =g

i S LHD WORBIOHT]

von jn-vitn;-Diagnosen

équipemenl e probection Indridisede appeopisd lom
Consulter ta ligha da Ih‘.rllécl g sdcurtd dif produt nuur oblenk le ien vm mpnr,m: do e 4l fes

[+ Ill desain Ki #ina
HICHT VERSGHL Ub'(F Trupen e beim llwm il sintlichen Komponenfen des Kits
crtkinala Reciiin Sk goge ihe Varwalii aul dnisprocheada Gelahren-
il in dlar b Ertsorgnn Sle, dle Komponeiiten geman

consells de prudens le s éonbnnl.  Elines @
tocales.

COMPOSITION

l‘l\dpnr ton
Raconsitunt o réncll an
agonmnl lo vokime indiqust

Compomant  Capllent
Theambin Tune 408 1 ml Ghaaqun Hazon conflant uoa
{REF Ga0aH)  prépansiion koghitisie de

1Wazm Invombing bovine siinnde da el distiliza;

(AEF 5307 lampans o 0o slabitkalews. Le 1L« REI

Wwxsm riactl reconsliud contien| 2l - REF 5362
& mL - REF 5377

(HEF 6377)

w10 s b da (hrcenbina. I
e prikdsnds 5oun b forme dn
Kopriisal pane

[
dang un fuha en plmtpu.
La ripolH reconssiish &

une solulion |mnspamme el
Incolore,

MATERIEL NECESS? i, S~
1 o5t possibis dulliser un Wsirument do coagufalian mécanique opto- mécanlqnﬂ ou pholo-optiaue de
haule quaklé sarvan! & délerminer le Thrombl Time.
CONSERVATION, DUREE DE VIE UTILE ET STABIL TE
Lo Nacons da réacil non ouveris sorl slables ksqud la dalo do pevempuon aiquéa st sonl
consarvés dans los condilions indiquées sur Teliquello du ki ou du facon, |
Theombin | Une Itk seconsiBus, ke réncad dal elre conserve A una lempéralure Skue entro ‘2 -*0°C
Time pour rostar sl prerian] 14 s, ou 4 -20°C pour resler Staba pendanl 1 mols,
Le teacli reconaiiiin peul dalnment éfre conservé pendanl unjnaximum de 7 jours &
bord ¢un insirument phalo-oplique Sysmex CA1500. j

PHELEVEMENT ET PREPARATICH DES ECHANTILLONS

LtlEser faut au dang cu prskvamant du paailyue o i o wicons. Muvqeru wolliieas i sang e 1
wulan d citrabe-de socum & 3,2% ou L%, Bepare: ks plxma apiés caniiligalion & 1500 £ g pendinl
15 minigss. Conserver b plasma el *2 <0G o 18 'R0 L.|nnmu ol tre bemiindn ans les 4
eriren suivanl de prédsemon| ca [dchant8on; ainon, § esl possbie de conglar 1 plasma 7 semaked 4
20T o4 & ks & 70N, Déconpelar mphlament b “3740 wyart o2 réalsor Vanahyse, Ne pas Bseer 2
*a7e0 plis de & minuue*,

PROCEDURE

Prétover el préparer Vechaniiton de sang g conlormément auk  nsinclions du pavagmphs
“Prékvemenls des échanlilons.

2. Reconshluer le plasma de conlrola an suivant les Instruclions de la nolh,a townla avec chaque
acriirble,

3. Praparar b etaclil i udisar dans b procddum e Subant s instructions da reconsision du
paragrphe “umposilion”,

4 Péntisar foulns ing analyses en doubin, Caiculer k femps mopan os cangulalian des

déinrmiratins an onondssad au dkibmo de seconde. Los valwn ndvidueBes dokvenl ga siluer
ddans (ing pige + 5% 4 13 ez mapeane.
Mélhode Manuella
1. Pipeler 0,2 mL de plasma palient ou condrole dats un {ube & essal ‘
2. Incuber 3 minules & *37°C.
3 Pipeler 0.1 mL de réacld Thiombin Time dans le tube 4 essal contenanl le plasma palient ou
conlrdke el demarrer & ca momenl un chronoma're.
4. RAelever ke lemps da tormallon du caillol en unomlssanl au dixikme de =
Wihodas Automntizics
Consuller k& manuel dulllisation de finslumenl apfeoprié pour oblerir des|insiruclions délakiées ou
contacter Helenn Blosclernces Europe pour obtenir des: noles d'appiicallon spl)cj!lqms & Nnstrumenl.

INTERPRETATION DES RESULTATS

Los tim a1k s Thrombin Tim dolvenl etro ndiqués en aroniéssan! au diléme da sacomdn, La pisga
nomule {oy géndral, écaris-lypes moyens « 2) dok elre délarminée par cliaqus Ssbaralalre, L3 itaLals

sRuant hom g (A plage normale dotvenl elre consldérés comme ancrmale: ul Il nal pécesshim da
ek des anciyses pus approiondies

LIMITES

Les vancns petvuos eht Thombi Tis vartard dun wboratore A Faulre suahl & lechnkuz lilsde, La
méinade dodéinclin a catid, \a lempdralure, le pH la lechniqua de_prékvemenl, ke lype
Ganlicanguinl ol & durke el fa mod o m sonl des rés
Importanis. Les conibioes da sma dalvant étre
wnnilardissds ¢ soneisemant cnd-blérs Tuui rirsual nms plage doti éire confimié par un lest
suppaRE,

Miz & pail s couses de Paliagsenl du Theomitn Time indiqueas, une ‘élude 8 suggere que de
Tomire padonts soumnl dw dmvyloss wulnmaue avec des compicallons hémorragiques onl un
it choulant qul mslmg-e | Thromldn Time™ =n olilre, un laux thérapeutique d'héparine risque
dannular o dans W et dde du Thigmbin Tims, meme 51 tne

awn i [ Paybrene coil cortiger le Thrombin Time'.

CONTROLE QUALITE :

Chaque labaraloiie dot élabik un programme de conlrle quallé. Las plasmas de conlrtie, normauy el
anormaux. dolvenl @lra tesles avanl chaque lol d'échantions paliens afin d2 Sassurer qus Iisliument
el Topérateur ollrenl des performances salkfaisantes Si ks conlrdles nie donnenl pas les resulls
prévurs, les résultals du patienl dolvent elie corsidéres comme noa Valabies.

Helena Diosclences Ewropa distibue les colrdles sunanls & ulliser avec ¢a produl:

Rowine Control N

Roudine Confrol A

Routine Control SA

FEF 5183

VALEURS DE REFERENCE !
Les valewrs da rélérence peuven! varler d'un laboralove & [autre suvani les lachnlques el es systemes
Ullsés. Ges! pour celle raison qu'l apparlienl a chaq: laboraloire tre Gélerminer ses pingres plages de
rétérence i

CARACTERBTIUES DE PERFORMANCES

Holens Blosclences Curope ou ses mandatairs orl gélermed les caracléristues de pedomance
sulvantes:

Précislon

Précislon Inler-sérlea
¢V Formation du calliot
(%) (seconde) .

140 425 i

Echantiion

Normaux 10
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un
dan eethchen Vorschilun !

ZUSAMMENSETZUNG .5

s Vurhev llung
Feagenz mit dey

Komponant Inhalt
Trrombin Tina 10 § mL
(REF 5392H)

Jades Flaschctin enthall elne

nge
Rindor- Tnmmnm mn Pulenund - desliiientent \'Jasse:
ian werde

(REF 5392)
1mt - REF 5392H
2mL - PEF 5962

5mL - REF 5377

5 Minuon stenen lissen
uich Umdiehen letchl
aischen und In el
Plashikidhrchen Donrttihren
Rekonstllulerles Reagenz
soltie elne Klare, tarliose
Flossigketl sein

Renganz A 1o N
Einhalteryml_ Thrombin. Das
Rangenz 1ollte an weilier
tyophllslarer Piropl soln.

(REF 5377)

Jadas Ki anindf oine Gebrauifisanwalsur

ERFDRDEHLKJHE ABER N HT MITG ELIEFERTE ARTIKEL

Es kann jades 201 Durchloheung der Thiombi Time pocignele, quaklatise hochwnrtiga meshanischen.
oplomechanischen oder licitoplische Geral banulzl werden.

s

LAGERUNG, HALTBARKEIT UND BTABILITAT

Ungedlinale Reagenzien sind ualar dea aul oder ar
Ln, bis zum slabil
Thrombin Rekonsiiluirtizs Roagenz bl bal Lagerung bel %2 —*6'C 11 Tago, bei-20 *C 1 omal

Time slabll.
Rekonsliluierlss Raagenz kann ebenlalis aul dem folooplischen Geral Sysmex CA 1500

tor bis zu 7 Tage aulbewahr werden.

PROBENENTNAHME UND VORBEREITUNG

Mur Fasliy oder SWkonglas verwenden Bl (9 [Teke) soll In #2% odof13.6% Halthuncill ul
Ambaaquiang {2 Tel) eninommen werden. (5 Minulen bel 500 g panitFugianm und (e
shpipeltieren. Plasma bel *2 -*8°C oder *18 —*24°C lagern, - Plasma mlle Inngrhalh voo 4 Shundarn
wernriaifnl ooy el gelroren Lei -20°C 10r 2 Wochon oder -70°C i & Mo gajagurt wrden. Vo di
Taghen schnel e *37°C aullauen. Nich( 1anger als 5 Miniren bei 3740 holasan’

VORGEHENSWEISE
Blulproben gemaf den In uind

" enineluren uny

3 i Dot
4 Tesl-Reagenz entsprech2nd der Rekonsliutionsanlenung In dem Abschnlll “Inhall* voibereiten
4 Al Tesls bn Doppelansalz durchibhren. Den Millelwert der Gerinnungszed [ar iz Doppziwerle bis
8ul 0.1 Sekurxien bereclinen. Die elnzeinen Wede S31len sich inncilialb £5°: des kilzhverls
befinden -
Manaalis Muthods
1. 0,2mL Pallenlen- oder Konlrokplasma In Jedes RHychen pipellieren
2 Bel 47°C 3 binulen inkubieren
30,1 mL. Thvombin Time-feagenz 1 jedes Rehvchen mi Patielen: oder Konlrolplasma pipeiloron
und glelchzetlg Sloppuhr siaren.
4 Do Zel bls zur Gerinnselbikdung bis auf 0,1 Sekunden genau sloppen.  «
Automatisiarte Methoden
Skahe dio Bedienungsanieliung des enisprechenden Gerlls (07 genaue Anwesungen oder wenden Sic
sich an Helena Blosciences Europe 10 spezlelie anwendungstechnische Hinwelse

ERPRETATION DER ERGEBNISSE

Die Ergebnisse der Thombin Tima solle bis aul 0.1 Sekunden genau ungsgamn werden. Der
Normalberekch (gewshnikch der Milehverl von = 2 Slandaldabwelchungen) solile von jeden Labor erslel
warden_ Ergebnisse aufisrhalt des Normalbateichs sind 2ls palhologisch zu bewenun die weilere Tesls
erlorderilch machen i

EINSCHRANKUNGEN ox

Normalworls (01 s Thombin Time varbeten Js pach anjewendater Technik vbn Labor 2u Labor. Senr
wichlig daldc sind: Melhode der Garinnselorkunemng,  Tempesali, pH, Enlndnmevemmen das
verwendels Anl\kongulanl und Daper und Ad der Flmmman.wuug Dle  Eninihme  und
[& wllan sain urd sorglakikg 0berprall werden

Unerwartele ErgenNsse wekar ¢
Wie schon als Grund |Gr eine vestngerta Tregmbn Tene nngodaute! il i BeFcht daraul lingesiesen,
dass viela syslemische Amybsgosa-| F‘"“"g‘" i lilungssttangan she. fielen Hemmsloll im Blut
beskzen, der dia Thrombin Tinis verianger ™, Therapautische Heparin-fpkegel kbmcn dazu lihren, dass
die Thrombin Time Oberhaupl nkctil Zur cnmumdw (TN P.eulnllilbn rml Prolamin suital ader
Polybrene kann dabel abhetfer;",

OUALITATERONTROLLE

38dns Labor matss 01 elng 0sne QuANNAIstonloke sorgan, Vix fegar Tnslleme i Palertenprobzn
mitssan narmals und palhakig'sche Konlro¥piasmen gulaslel werden um eine aufivan s
Sarilelatsiing und fedienuny) 2u gewalviekslen. Lizgen dic Kontrolen suBeinaib dzs Normle
sind die Palienlenergebnisse nichl 2u verwandan. [P

In Verbindung mi diesem Frodut blelet Helena Biostience:s Eurepe de lagendin Korlroiten an

Routine Canliol N |

AEF 5188 |
REF 5107 Rewsine Celrol A |
BAEF 5183 Reugineg Conbiol SA

REFEI

Relerenzwerte konnen je nach Technik und verwendeiem Syslem vou Labor Fu Littor witzischzgich
sein. Aus diesem Grund solle edes Labur selre eigenen Flelerenzwerberiicnz prstelen

LEISTUNGSHERKMALE

Ole folgenden Lelstungseigens:hallen wurde von Hewena Bosciences Euoe o}-v nem Autirag

Prazision
Inura-assay-Prazision Inisr-avsay-Prazision

Proba  n  Gerinnselbiiciung cv Garinngsibidung cv
(sekunden) (%) (amkiincasi) )
25 143 s 120

Normale
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[

3 r;«ud:wa Lisbantlory Teal Hanibook, 2nt sn ot 118, ol 8 £5.. LExI—( omp ..
343, 1690,

& Clinlead and Ltormtory Slandands ksl (2007 olicliii, Trampor i Drcaassing ot Brood
Specimens for Tesling Plasma-Based Coagulalion Assar; JM Molecu'ar Haemoslifsis Assays’
Approved Guideling, 5lh edn. CLS) H21-AS

& Gaslneau DA cf & {190 1) Inhiblicr of the Throinbin Time In Systemic Amyjoidosi:
Coagukllon Abnoimallly, Blood, T1:2837.40




Thrombln Time
Islruziani per 'uso

SCOPO PREVISTO

Il Wi Thrombin Thine ¢ concepdo per lesecuzione i il
coaguil

Il teagentn per la datsminazsne del Treombsn Time colbine

@i emoslasl basall suba presenza di

emilina bovna. Questo leagente pud

esgrg Ulllemio o gon sirumanl|

Il lest viene

irgiaguio per Reyme varis loll Gl miopdsrenda g by iy coagulazione del sangue. Ti

pecsungganonto el Thiomli Tima pub ossers comkiaran come
Al libregens: [al o bassl) cppwe doka preenza & satdance o

ncdazine quablativa di welll anormalt
aeturerill come gli FDP o laparina, La

valutiiona cumniieibi deke passilil oisa f un T luwsdi Teng prriingalo deve essare aseguila sollo
Jorma dl sl & Bimop, con i dosagge’ defaPTT o 8 dmagglo cromogenico por Vaparina, Il

I FDPY

fiinogeno con melodo Clauss,
prolamina soffalo o polibrene’, gii siudi sulfy misculazive di
tepliasi’, per dislinguere tra Npolibrinogenemia ¢ gl wloll gl

MVVERTENZE E PRECAUZON

| reagenil contenill i queslo ki sang tiislinali esclusiament
indossate un‘ailegata allrezzalien prifetliva personale durela)
del il Per conescean | relali) smibell precunzionalt @ di pericoks,
dichiarazlone di sicurezza del prodolto  Smablie | egesguiin
viyonti

COMPOSIZIOHE

Componenl  Conliena Dascrielone |
Thrombln Time 101 mL Dl fucons conlisnd b
(REF 5392H)  pregusazions kolpizzata di
0% 2mL Incnibing bawini con lampan ¢
(REF 5002)  satiblpenlon. B reagonin
10x6mL Heaklifn confierm w10 NI
(REF 5377)  umHkimL ol kombina. N nanpeniy
thaun npgares salki 1 i
Inppa Bollizzalo of calorn blancs

Ogni kil contlene un foglia procedurnla

MATERIALI NECESSARI, MA NOH IN DOTAZIONE

£ prssibile Rrzaen oussinst slrimaiin O congulasionn ecial
qiiakia fn grao o asaguine I test del Thrcertén Tuma i

CONSERVAZIONE, VITA UTILE E STABILITA
| regienl non nperdi Bona st lina ot dali o sesilanga lodical
sl Dpcnna o sl elichelln g KE |
Thromiin
ime 14 giomn| oppire 8 -20°C par | mese

a daFeparna con
Llasnia nonnake? o il dosaggio della
4t

§ diprosin b wira - KON INGERIRE.
I

Thrombln Time es

Instrucciones de uso

USO PREVISTO

Eluso previslo del kil Thrombin Tému es realizar ensayos de hemoslasia ba:

sados en ka coaguiackin

[ enaclivg i Thicimkin Tine consens frombinn bevnn, B3 reacih puadi uiass mamiaimanle o on

[ LA prosha =2 Apke oo fecusncln par. detaclar
Abversas Inderforancing can b coaguiscion sanguinea nommal La praoagauin e Theombin Tims pueds
Joinarss como i Wdioacien cuallaliva e nheles anonrdied da NGESO {5808 0 brod) o b

TecT-cueTeMa "TpoiM6UHOBOG BpeMA” ru
HMHCTPYRUWA

HA3HAYEHHUE |
aHATHI0A TeMOGTa3a Ha HCHOAE

Kounnokr « apeline npo) n

KPOBAIOTa CTYCTKE

Tact-proraun »TPoMGMAIR0n npsmine CORapmAT Fennud Tpoubis, PEITERT WiKOT pchofanearsen i
IR st .8 w nigaa, T
e s

PROTHId
pRil AT

wesancin de suslanclan que leriloren como ke FTIF o la hegadna. Ln evuluacin IHallve da lxs
(aphing causas G Thiondn Tine proamgnd dabe nnlzanes como onludos 03 seguinienEo, comi ef
TTFa o | valarckin e |8 fhsparing, de Clauss, da las
FOF, i revifiacitn &2 i hopatg por slilo Be poasina o poitirann’, 109 eshiEos te M do
i nw:?; o 8l gy de |n lapiliasa” patn gesngui enlie b hipokvinagersmia lon f=clos dn
fos POF.

ADVERTENCIAS ¥ PRECAUCIONI | X
Lot sesctivos qu carlleny srld kil son 800 par usa de dagnoslico in viro' NO INGERIR. Linas ol
cquipa dn pralnceian pomoml Akeduado cusnda uiikes lxlos los componenles del kil Comeute k

I | sabes mas solee las Indicaclones adecuadas de miwmencla

5

i
\nddos2 periinente, lare rilerimento ala
contormentente alle nomaflve tocall

Praparszione

Ricoslkuire h reagente con i
vetume raccomandalo & Acgua
dishiata:

{inL + REF 5792H

241l + [EF 5202

51l « AEF 5377

Lasclaie fiposare per 5 minull
quinil miscelara deficalamenta
e Inverslong e Irasledite L
una provelta In plaslica. i
reagenle ricosiRuito deve
appante sollofoima di
soluzione Incolore rasparanla

0. cpio-moscanico o loto-ollico & Alla

i e cocssaryall neta condizian nporfaly

& resanla ricosliuln i canserynl Al wia lempgealura di 2 =*8°C e vesla slablie per

A resganin
bl Syamax CA1500 par s, 7 ghoml

RACCOLTA E PREPARAZIONE DEI CAMPION(

el pirss delnlen prosedura § necissano Wkeiwe pislka
My wssene Mceodo i sodi chialo 89,24 0 8l 0E% come el
i saguin & cerdifugazions 3 1500 1 g per 16 mivill ¥iplsmy
48 240, 1 tosd davano S58are cOMHGIN énina 4 ofe dela
plasma puo essere conservalo congalalo a -20°C per 2 malimm
rplianente a *37°C prima diesegulre i lesl. Non conservare a *3

PAOCEDURA

1. Raccagliere e preparare il camplone di sangu2 carboimsing
*Raccolla del campioni 6 preparazione™

vetro slkconlzzato. 1) anigue {9 puri)
aguianis (1 pare). Separara il plasma
Bove essett conservalo @ 2 —*8°C 0
mccola del camplonl, n allernaliva, i
\a 0 4 -70°C per 6 mese, Decongelaro
7*C pet oltre 5 minull‘.

il alke islruzionl nporfale nel paragralo

2 Rcostiluire it asma di conirolo seq) Ichca ook foe}
conlezione di ciascun conlrollo.
3 Preparare il reagenle da ultizzare nelia prpuetura Sonfoines
riportal e nel paragrala “Coinposizione”
4 Esaguire illl) les! per 2 volie. Galcolare )l lenipo i congdiy
con liapprossimazione a 0,1 second! | sigall walor tuvory
dspello al valore medio
Malodo Manuale
1, Ppellare 0,2 InL 61 plasma del pazienfe a Ul plasmia a conli
2 Incubare a *37+C per 3 minull
3 Phpellare 0.1 inL di reagente per 'a delerminazione del Tiy
conlenento Il plasma del pazienle o il piasina di contic

limer,
4 Aegisirare il lempo di lomazlone del coagulo can ur apyeod
Matado Autanaticd

Farz nlerimento al manuale uleite deko strumento apieprka pe;
lletena Dioscrences Euroo per le nol apphcalive speciicne deiy

INTERPRETAZIONE DE( RISULTAT(

maiild alke Istruzion di cosliluzione

lone medio pet le fipsiizion! del Les{
b rleriizre n una (olleranza di +5%

bt iy L proreolia ol reazione.

omiin Time nella prova‘ls I reazione
azionando conlemporansamene un

i tkiing a 0.1 second!

Istyzaoni davtagliate oppute contallare
winmilo.

0,1 secondl

#eigedtill ealatrd ol lesl ded Theombin Time davuy L

Il range normale (sollamenle pan alla medin + 7 deviazion! 4
singolo laboralono. | risullalt che fuoriescono dal range narrf
anomall_ si raccomanda perianlo di esaguire les! di fokow-up.

LIMITAZIONI

1wkt et par 8 best ol delerminations el Theombin Time p
o liziona dal beenicn ulllzzala, 1) muloss o) réoysmendt del o
o racenta, 0 lipo o aifleoaguianin, i lgnspo @ § meloda o con
samma bnpodmize. LA faccota dnl anmpiont di plasms e k2 eory
gandindizzale @ conlmdate con parfleotan: aflanziona. 1 risully
esequendo utieriori les!
Otre alta causa del templ di lromha prolungall Indicala, secad
& sl sislemica con complicanze emorragiche Possono

prolunga 1l Thiomiyn Time®. Inottre, [ liveli lerapeulle] dl eparky
caagulazione nel les! del Thiombin Thme, sebbene la newra'zz
dovrabbe correggere | Thrombin Tm'.

CONTROLLO QUALITA

Oynl laboralorlo Geve definve un programma b cardrofio qualla.
azvono essere lestall prima di ogni lofto di camplond di paien
saddslacenle sa per quanto figuarda lo slruniento che pes

asicon I

a
{andird]) deve essere slabillo da ognl
e devono essera consklerall come

jesano variate da un labcralorio alafito
hagedo 13 lemparalura, il pH, L lecnica
rvazinia dal campioni scoo element) di
{52014 (i conservazione devono essers
| imprevisth devono essare confermall

o un rppcdio malll pazient] atlelll da
brezanilare un hibllor cloclnnis, che
persana elminare compielameanta
Fionn con prolaming soinln o poldrons

1l df sk noempd & ancemall
, par gansike Un Waka (estaTionals
Togiilote Ousiors | conlral] non

{un2ionassero come previsio, | st el al

Helena Europe malle o clsgn 1 waguersl caneyll
REF 5186 Bouline Sonlral N

MEF 5167 Fiotiee Contril A

REF 5180 Posithe Conlml 54

VALORI DI RIFERIMENTO

Per | dieurnzza ol pagienls. & recessadn ehi il sisinma sin mo
duablicatn. Par bl males clsaoun [aDorabii dow efaboanrs | 3

CARATTERISTICHE PRESTAZIONALI

it conlninmanta-oa i opemtonm
oped ininge o ierimania,

Lo seguentt i sono stale i Heares Exoge o dal
Jropi) rappvesenianti:
Precisione
Pracisions intrs-dasagglo Pracislina irn { dosaggl

Campione 0 cv el goaguln oV

. (secend) (%) fudzeni) %)
ronmat” 10125 140 ol 1.28
BiBLIOGRAFIA i

IR
1 Laposala el al The Clinical Hagmastasks Havibook, Yearts
Thompson AR and Harker LA Manual ol Haemoslasis Al
62, 1983

Dektoit WA L aboralory Tes! Handoook. 2nd Ed.. Jsects T,
p492.433, 1090,

Clin'cal and Laboratory Slandards Instiiute {2004) Gofteciind
Specimens lor Tesling Plasma-Based Coagulalion Azsiys &
Apnroved Gu:deline, 51h edn CLSI, HZ1-A5

Gaslineau DA et al. (1881} Intibior of tne Th-ambin Tima i
Coagulalion Abnornaliy, Blood, 77:2637.40

i Modical Pubienars ng., p219, 1089
Theombasis 3rd Ed, F A Davis Co,,

7. el al Eds. LexkComp Ing,

| Trareporl and Processing of Blood
ind Mciacular Haemoslasis Assays.

Hyuinmin Amyioldosls: A Comion

4 [ v
y rigsga. Desachar ke consponentin de sorfamiad con B2 normalr/as locales,
COMPOSICION

Companant Conliene Descripelon 5 Praparacién

ThiombinTime 10X 1 m  Gada vial corliana n preparado  Reconsliluya el reacilvo con el

(REF 5302H)  kcillendo da Irombina bovina con  volumzn recomendada de

x2m lampanss ¥ esdabilzadores. E) agua desliada:

(REF 5002)  remciys fee contlene 1L« REF 5382H

11 unidades dol WIH/ mL do 2mL - REF 5302

Irombina, El raaclivo debe serun 5 L - REF 5377

taco lloflizado bianco. Daje que reposen durante
5 minulos y luego, mazcle
suavemente modianle
inversén y Iransliera a un
lubo de plistico. E) raaciNo
reconsluldo debe ser una
soluclon Iransparenle,
Incolora,

10
(REF 5a77)

ARTICULOS NECESARIOS NO SUMINISTRADOS = e s pten
Puado usarss cualquier do macanico ol Ico 0 folo-6plico capaz de
toavzar pruebas de Thrombin Time: !

ALMAGENAMIENTO, CADUGIDAD Y ESTABILIDAD e LI - -
Los reaclives no ablerlos son eslables nasla In lecha te caducidad indicada cuanda se conservan en las
candiciones Indicadas en el vial o en @ eliquela dal kil

Theainbhi El reaclivo reconsituido debe aimacenarsa 8 *2 -'B*C y s& manlkene eslabio duranie 14
Time dlas o a-20 C duranle | mes.
Elreaclivo \ambisn puede en un Iotooplico
Sysmex CA1500 duranle un méximo e 7 dlas.
RECOOIOA ¥ PREPARACION DE LAR MUESTRAS | .

e wsaren semqm plelko o widio siconzade, Deld eogersn sangre (0 partes) en el
Hnlicosguiane cralo sodko al 3,:2% o b ik () parle]. Saparar gl phzma daspués de a cenlrilugacion
n 18400 ¥ g diraste 18 miwAos. B plasma deba nres m *2 —*1°C 0 *18 -*24°C. Las pruebas
Dabesinn {eminarss an 4 hoie dobdn b recogisa oo IA8 mumsieas O 8 plasma puede CONSOIVAISS
cangalane @ -20°C dennle ? sameinss o G @xnne § mee Descongelor rapidamente a *37°C anles
i runknr b prosta. Ho consenvar & “A7°0 dimade mas de & mimdos”

PROCEDIMIENTO
1 Recoja y prepare la muesira de sangre de acusrdo con las Insinucclones esbozadas en “Fecogida
¥ PAopraCin di peOsTTAR",
2 Paconpluys ol gesina conbl de acuesiio con el prospecto incluldo con cada eutriiol
3 Peparn al feacin pam % lisn 8n & pncedinierto de acuerda con las nslrucekns da
seconsiueltn en | serokin “Comgpaosiciin®
4. Realice lodas las pruebas por duplcado. Calcwe el lempo de coagulacion medio de las
delerminaciones duplicadas hasta une exacliiud de 0,1 segundos. Los valores Individuales deben
eslar denfro de £5% del valor medio.
Método Manual
1. Pipelee 0.2 Mt del plasma del pacienle o el plasma confrol en un lubo di reaccion
2 incube i *07°C duranle 3 :
9 Pipeles 9, mL de feasin de Thrombin Tima on e) tubo de reacclon qua conliane plasma del

paionde a conleol ma un
4 Fagisin ol llempo fisséi I Mmsacksn el codghlo procurando afinaf en (8 décima da segundo mas
proxima

Méloda Aulomatizado
Consuile e manual del wsuark del Inslfumento adscuado para Insinicclones delalladas o pongase en
contaclo con Helena Bosclences Europe para fiolas g2 apiicacion especilicas daf Inslrumento.

INTERPRETACION DE LOS RESULTADOS .

Los resultados de la prueba de Thvombin Thig defion GaemIHcarss o0 0a 0,1 weguidid Mis eisimos.
Cnda kaboralorio debe establecer ) Inlervalk fionmal (Fadilusmeno, b media 2 dosviacionos eslinda|
Los resullados luera dal Inlervalo normal debien corsidirann snormales y deben malizarse pristas da
seguimiento,

LIMITACIONES

Los valores esperacs pars |s piusba ek Thrombin Time vaarn de un Bboraloro a olfo dependiendo
e a lécnica usada. £ mésoda de doloccien de 106 codguks.  lemperalura, &l pH, la lecnica de
racogida, el \py: te snilkcosgulanie ¥ el llempo ¥ ol mbindo de macenamiento da la muesira son lodos

e | il las muesitas oe plasma deben

oy Las ¥
¥ cOniroiarss Loa resilindes ssparados deben conlirmarse mediante
prusctias sicionsis,

Adomas da b causa do i los Tiempos di l& irambina Indicada, un inlorme:
N sigorido qun muches packgnies con amilokoss sisémics gon rompicationes de sangmdo pueden
fanar un inhibldor ccularie que prolongs o Thicmbin Thne®, Ademas. los niveles lerapéulicos de
hapaling pusdan abolr por compele W coagulackn én (8 prusha del Twombin Time, sunque la
naridrakaciin con sukmc de poamNS O poltrn debe comipn sl Thromin Time'.

CONTROL DE CALIDAD

Cada Wbaonlodio, deba eslablecer un programa de conlrol de calklad Los conlroles noimales ¥
anpomiles aban esludarse anles de cada lole g missiras dwl paclenle, para asegurar un
luncimaninie adecuado del inslrumento y e} opefadar Si loa conlrokes no se reallzan como s&
esperaba, los resulados del paclente deben considerarse invalidos.

Heena Biosclences Europa suminlsira los sigulenles corlrdles disponibles para usar con esle produclo:

RAEF 5188 Raudine Conlrol N
REF 5187 Roding Conlrol A
REF 5183 Rouline Conlrol SA

VALORES DE REFERENCIA

Los valoies de referencia pueden variat entre los laboralorios dependiondo da Ias lecnicas y selemas
usados. Por esla razon, cada laboralorio debe eslablecer sus propios Intervalos de relerencia
CARACTERISTICAS FUNCIONALES

Ewope 0

Las sigulentes de han sido por Helena
sus represenlanles:
Pracislon

Precision Inira-ansayo Preclsidn Inler-ensayo
Mupstie n Formacién del codgulo €V Farmacidn del coigula cv
N {segundo) (%) (segundo) (%)
Hotmales 10 125 143 125 i 1.20
AIRLIOGRAF(A

I Lapossla el a.The Clinkal Haemoslasis Handbook, Yearbook Medlkcal Pubiishers Inc,. p219, 1988

2 Thompson AR and Harker LA Manual ol Haemoslasis and Thrombosls. 3rd Ed., F.A. Davis Co..
p62, 1633

3. DeMoll WAL Laboralory Tes! Handbook, 2nd Ed., Jacobs D.$. el al Eds,, Lex|.Comp inc,,
Pa32-439, 1890.

4. Clulcal and Laboralory Standards Instilute (2008) Colieclion, Transpori and Processing of Blood

Specimens for Tesling Plasma-Based Coagulatian Assays and Moleculir Haemoslasis Assays:

Approved Guldetine, 51h edn. CLSI: H21-A5

Gnslineau DA ot al. (180 1) Inlvbkor of Ihe Thrombin Tinie in Syslemic Amyloidosis: A Common

Coagulation Abnormalky, Blood, T7:2037-40
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0 BaI0NACHOCTM HIJBNWA A ¢ onaclioro
i L) 0 Wapar YAANeHHWe KOUNOHIHTOR B OFXOAL!
8 © MBCTHB
COCTAB_ - R |
Cocran Conepuas HaOopa  DVIMEHNAIE fpuroropnenie

Tecr-cucreus 10X 1M BoccTaioaMre pHarei T
=TponGuiosoe  {Kar. N 5382H)

BpouRs

a1 (BTN AT

c
Iperapnt i (heaaro OHBAMOM CHULLANIHOI
1pOMOMIA € ByapanH ¥ BOAN!
cTabunAATO Ak 1'wan i+ kat N 5092H
BoocTanoRNG! ke PEATOHT 2 MI R - Kar. ha 5302
conepwiT <10 KIHE[Jun 5 un g « kar. N 5377
TpouGuna. PaareHTou [fladre nocfoats 5
nOMKHA BbITl UMHYT, 3aTEM
NObHPIOHpOBaHHan acTopaxio
npotka. Te myten
nepoaOopaMBAI
nousctiie
fnacticoeyio
npoBupKy.
Boccranaaneneii
poarca] flonxelt
© o ipejieTaenAtL euboli
- YUCTI9R GOCUDBNTHBIY
NI » paciion.
B am Ik Haopa weosTon VTR KU L Eis

{HBIE B KOWNEKT NOCTARKN

10x2 M1
(Kar, e 5902)

0 x5 un
(Kat. N 5377)

bl, HE BK.

Moxar niofiof X
BOTOONTHHBCKIAH NPHBTR, KOTOPLIA WOKST NPOBGPRTE Bi)SHR CBOPILIBAIIE TPOMGHIIA.
XPAHEHUE, CPOK FOAHOCTH U YCTORMBOCTL
HoBCKPATIO (NAHOHH OCTBIOTCA CTEBWILHMMH 00 WOI PO
VCNOAMIX, YKAaHHKX KA HDBILOHO WK ITUKGT K6 Ha

g 7 KA ApaHeHWa Rbli3 pBATEINT CORPAHNBT CTABWILIOCTS
B Texahye 14 [HOM NP TaMNOPATYES OF *2 —'8°C M B Te401W | LACAUA IFU
-20°C.

sl OIS T P Kl B

«TpouGUKOENS
spenns :
CPOK APIIHSHHA PSaTeHTa B (PTOONTIHBCKOM NpKGOPa Sysmex CAISU0 Ho
RIONIKGH NpO&LAATE 7 AHait

OTEOP U MNOATOTOBKA OEPA3UOB

il T W
npoGupki. Kisoab (8 uacted) sty & ¥ W TH arpre 3,
2B% {1 4acTe). OTAANATA ARAAY ACNN LeoHTE{HTHRCETIAY N 1500 { & Towmie 15 1
Mnasuy creayeT XpaHuTe Apy Tauneparype "2 —'8'C o “H ='24°0, Wecagnosaiiie s GolTe
38B6PUKKO B TEUBHMS 4 MACAI fIOEN AL iy [WAIMY MEWID SEIH T TH 120°C u

Dna pabotu cnepyst

XPaHUTD 2 HEALONH, 0 NEH S3NDESHTIGNS I ~70'C Gl MOKT KEAMTEC TG T Bocnlieo
Praunprxuaaite 6LITPo npu *37°E mpes Ha e Sy
fps Teunepatype *37°C*,

NEOUEAYPA

AOKYMOHTA

1, Tipossmte 2a60p U 1pOBit KpORH B ¢
3ABOF W NO"OTOBKA OBPASLIOR

2 ady 8 c

3 ToAOTORLTE BArOHT K WCNONEIOBAHWIO B NOPAANG, YKAIVIHOM O FHCINYKUMH 00
BoccTanOBNeHAG & paanens COCTAB \ !

4 BANMA ABAKAL CPORAB BPOLA GEIPTLIRANIS KAKAOND
v g 7 0GP A0 BaRuII 0.1 GEKYHIL Vi 11BWy Lnbi b
IYCXAE A SR DATE B KONOGATECR NEOLANAX +5% OT CRALUIECO JAEHIN. -

PyNHo# MeTiA

C NOMOLILN0 THNATKH NOMBOTATE 0,2 M) TUTIAIA TUrARH T |47) WM PRI 1M
PRAKWAOHHYIO NPOBHPKY. i e P

2 VHky6vpyitte J WAKy16 N Teunepatype "37°C,

3 C noMOWEo MTBTKM noUeCTHTe 0,1 un - e« 0
OGPy, CORAPMKBUIYK: ANATILY NALMGHITA WM KOKTRONLITYK) [1A2UY, U 0 I0BDEEHHO
BRNIOUITA TARMED. [

4 A6 BpowA, Ha

Tpou6os o A
0.1 coKyHas . ¢ i
ABTOMATHIMPOBSHKMR MoTOR

o8 O A ma i npibapa 30 ROTYIOGHOR
JshopumEA Wl OfpaTMIech B hoWlakm “Xeneaa Badiocaiensec Eepon” 23 nanydeiman
npuGopy.

WHTEPNPETAUMA PE3YNbTATOR

Poayil Ty orpaaenive (POMEMIGSID BRRMMS! JIONKHW yNaJLBATH 10 Gnw et 0.1
conpume  Hopuomestd gainasa  [obkeo  cpameel 12 C1aHAADUIbG OIMAGHEHIR) [ONXEH

e KA | PREGILTITS, 33 MANAIMA HEpLATIOTG
AP FONNG I nocnienyiowen
Or PAHWYEHHA
wa i BT PRI ARSI
ar uatnma Matoa (10T1RRTONC(0 OTFeR:

u »
TautopaType. PHL THKA Safopa, T 1 TAKOAIYIRHT S, BPSLEN I 10200 1p2rseiy O6LA 0vra
ol Jafop CONAMEA NNENUE W YSNOSR 2DINOrA RN Mol 13EANTHIE AN M 1LAVETSD

o notie Pl 5 pronon
veaTaun
Taxe K@K u ara cn i €0 EpaUSIM, B OTHATE prinEEAICT
KO MmN TAAGHIE © CACTEMIIbU . L weny1 pusts

- pogaty
Lyl WOAGHTOD, KOTOPLM [BEIIHEIST 1pCkE00on omm”, Tasso 160
AO3W rEnapEA MOIYT NONHOSTH0 MDEXPETATL CB<DIBEilkial @ TOCTA (a1 1{xkln

RO TpaaLs CYISCETON TEOTAUNIA WA MOMMBPSHI FTANA. CHIFFaTIRUS Iy |Poulye=rsoe
spoun’ |

KOHTPONb KAHECTBA : 14

Kaxaat n360pafoniin AONKHA CO3ANL MEOTPAMLY KHTPONH K13 €8, HOj
ARAILA # KCHTRONIIA NNAIUA C OTHAMIMAUILN 1= HE 1607

DBPAILOR MTBIUK NAUMSHTON ANA COBITA MmN 1y
HOMTDOJItbi) OOPAIL HE ST OKHAZSIELX [ATR/INTATCA, PIIYFLTATU 3-2710a £
CAMTER01CA HIOGRCI DMTENLITb M, v

Kounawn *Xanewa Bariocamoec EEpon” NPiocannsen cndywciiphl KTEun=/ea tpatus
WONONEI0BIME C ANHAM NPCAYKTON:

Kar. ks 5186 KOHTPO1b KAYBC1 Ba, 110PUE
Kar. M 5187 KOWTPOtb KHEGT B, Y1A7GHHD BLIASISAN 10707 WA
Har, My 6103 MHTTOS KTOTES, BC0eaA NaTCoar

HOPMATNbHbLIE MOKASATENMA

KouTponibio avavomma uoryT Geilb

pa: < 2 or
WOTIONKYGMLX HOTOROB M (WGTel. BB CORwt C OTHM KaXas NabopaTopA JIONXHA |CI2H0S4Ib

;_KCHUYATALMOHHLIE XAPAKTERMCTUKHA

Cronyloua pacone XapaKy SHCTHKY Gellli 0Npo) " Xanena Baroca
W1 66 NpATICTABATENALE!
HayseHus noBTOpAEMOSTH
_cEOAUMOCTE CXOLMMACTE
O6pazey Yucno Bpeun €V Bpeun caep cv
. abpaios  (cexynam) (%) (cexmaw) (%)
wopuanbiby 10 125 143 125 1.29
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ABTOpPU3aLIMOHHOE MUCLMO

HacToawum, Mbl, komnanus «HELENA LABORATORIES| (UK) Ltd», ToprywLlas Kak
«HELENA BIOSCIENCES EUROPEDY, ¢ UeHTpanbHbiM 0ChMCOM Mo agpecy: Queensway
South, Team Valley Trading Estate, Gateshead, Tyne & Wear, NEIl OSD,

BenukoBGputaHus, NOATEEPXKAAET, YTO:
i i
Komnanuysi "GBG-MLD" SRI‘., pecny6nuka Mongosa, r. Knwunés, MD-2001, ynuua

ChisinauTighina, aom 65, ocpuc 607 sBNRIOTCA y}nonHomoquHblmm anctpubbloTopamu
gceit npoaykumm komnaHm «HELENA BIOSCIENCES EUROPE» Ha TeppuTopuu

Pecny6nyki Monaosa v aBTopu3oBaHa nNpuHUMaTk y4actue Bo BCEX TEHAepax.

Komnauuu "GBG-MLD" SRL. umeeT npaBo UMnopTa, NPOABMMKEHNA W NpoaaxH
BbILUE NEPEeHNCIEHHON NPOAYKUMM Ha TepPUTOpUU Pecnybnukv Mongosal.

Hacrosiee nucemo AeVICTBWjTeanQ no 31 nekaﬁp;ﬂ 2020 ropa.

Mobi a7 5
Phone: | +44 1914828462
Email: |- |da@helena-biosciences.com

Helena BioscbneeS'.Tumpo

Quesnsway South Tean Valley Trading Estate, Tol +44 ({0)191 482 B440 info@halena-biosciences.com
Gatashead, Tyhe and_ Wear, NE11 08D, United Kingdom Fax +44 (0)191 482 8442 www.helena-blosclences.com

| b
Helena Lebaratortes m Lid treding as Helana Blosclenses Europs. Registarsd In England: 1796207, ISO 13483
. I




OO SEOUBISSOIU- BUSISL MMM

BN\ PuUB OUA| 'PEBUSEIRD)  LHOS SEOUBI0S0I0-BUSIOUBSY-LIodaNsYSEl T gy v 28V LBLIO) pirt

wopbury paiun 'asc L ¢
S Re] UINOS Apmsusant) T RN 00 LUIDD'SB0US|0s0Ig-BUS|aL@ou e 28y LeLo) vt 113y

'syeisT Buipes

-0y [Buliesl sones
siusbea) pue NYHEDY 'v-0V ‘seues-0) is1onpo.d siselsousse-|
GAZ/1-QvS sionpod siseioydonoe

Bupool syl uo Buues pensosl SBy
dnoip Bullayiewolg |eqoln Wi
wouy

I2IAN0D20408S hibi9g

18U} AJe0 O S Syl

: BB 51201111490 Bululed]




ining

Instrument Tra

T Etl’l’ecl'iéraup

VITAL

Vital Scientific BV hereby declares that the participant has
attended a four days seminar for service engineers and the
participant is now a certified engineer far the declared
instruments.

Participant: Mr. A. Legun
Company: Global Biom?rke‘ting Group-Moldova SRL
Moldova
Instrument: Vitalab: XL Series
E Series
Junior Series
Dry ISE
Micro Series
ProXS

Date of training; April 20th — April 23rd, 2010

System S/»&t}pgort/M}aéger: System Support Engineer:

e 7
T/ T~

7l ~ Jan Oostendorp Fra nKMTd.—-PQerputr”‘”)
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Datei: Marc

Avaqtor Pe

avantor’

To whom this may concern

Lettér of Authorization

h 18,2019

rformance Materials Poland S.A., reg. No. 0000010108 w

manufactuter of Hematology- Reagents, Stains, Controls and Calibrat

H|stqlogy Ig

Sowiriskieg
44-101 Gliy
Pola‘hd i

herewith cc

.M Global
Republic of
MD-2001,

Tighina str
Tel (373 22

Fax (373,2p
|

is authorize
(Products)

. | g
We declare
We declare

Gen?ral Cc

cated at:

o011
vice

nfirrs that:

iomarketing Group Moldova S.R.L
Moldova
Chisinau |
65, 607 office
) 549 120, 549 121
) 547 373

d to act as our distributor for our hematology/h}istology rea
n Moldova \ ‘

that we will supply the‘ Products for the needs\of tenders.
that we will supply the Products for tenders W|th warranty

nditions of Sale. ‘ ‘

Furthermote |.M Global Biomarketing Group is duly entitied to:

ho is an established
ors and products for.

gents and controls

as per the Avantor

Moldova;

| personnel who will use

duly trained and are

« Registdr, promote, offer, negotiate prices and sell our Products in
s carry ot the required product training of the medical and technicg
these products. |
The product specialists of I.M Global Blomarketlng Group have been
quallfled for providing all services in regards to consultmg ' sales, maintenance and training.
' \
In aII the alove activities |.M Global Biomarketing Group us acting in its own name and on its
own account.
This}autho ization letter is valid until about 1 year after da;e
Avaﬁtor Parformance Materials S.A.
Poland
\G'\Q::,\i%c&o
¥ L
| T ——
H van den Berg,

Marketing

Product Manager Diagnostics




 Certificate
. W - Awarded to

!

anagemcnt system standards detailed

STAN DARD

has been audited and found to be in accordance with the requirements of the

}

| Avantor Performance Materials Po!an
b ul, Sowlrﬁsklego 11, 44-101 GLIWIGE

;, : POLAND

! "' |Bureau Veritas Certification certi fy that. thc Managcment Syste m of the above organ_isa»:i"éﬁ.j

below

1SO 9001:2015

|
SCOPE OF QUPPLY

1

_.i

£ Hiha PURITY SOLVENTS, CHEM!CAL

PRODU(“TION AND TESTING OF CHFMICA[
FINE CHEMICALS, ENNOBLED CHEMICALS AN

Cortffcation Cyele Start Dare: 185 Se!p'te mber 2018
zbf.r certificate o valid umil: 14 Septem ber 20 2’_1

To check this certifivate validity please m// 48 22 54904 00
Further clavification regarding the scope o/ f this certificate and the ujapllmbz/z/) of the
ady be oblained by consuiting the organisalion.

Tsswe Date: 29 June 2018

Certificate Number:  PL0088T SIP 3 |

REAN AN CH01E AT TS Birran Vedinay Polska Spov o ol Thgdalow 4, 02396

Subjact to the cantinned satisjactory operation of the organisation's Management Systees,

SALES OF CHEMICAL SERVICE 5 AND CHEMICAL PRODUCTS
INCLUDING FINE CHEMICALS, ENNOBLED CHEMICALS, HIGH
SERVICES. oy

PRODUCTS INC LUDING

&

PANATIMEN] SYSIent 1equirements

i

Waniawn, Moland,

PSRN OFFTEE ALIERTO: fharedu Vistas Pilaba Sp. o o) ul, Migdadon &, 157 Wirsgeawa, Pobid H

CERTYFIRACIA

dSA

57

D HIGH PURITY SOLVE\J"[S!

‘.F CA

"Putsnie Gensaium

KEREBYTALS

GCHT

SYRTEMOW =
ZARZADZANIA




s T 2 NI VIAT T S T e

e e B A,

|

¥
“

| Sf' ) PV va o
March 24, 2003

Y Lol

':_ President

Certificate of Completio
This 1s to certify
Mr. Alexei Legun

: | |

Has successfully com}')[emd’
| i ’
| |

|
1 |
’_Z*}"; w()fs@}‘(/é’f maintenance tigining o
| On
Fully fliu:tomaifc Blood. C%&f Count
PLE-210
Purticle(Blood Celf)Counter
| |
POE-170/PCE-170N
Hemoglobin m,er}ﬁer

7{6 20N

(iroshi Shimosaka
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AUANTOR

PERFORMANCE MA’!"&‘F&IAHS

ProClean®
Intended use |
ProClean* is a spec;ally filtered, non-sterile cleaning Tluid for use in cleaning of cell

The pr duct is desiéned for sémi-automated and aut?mated instrumentation, capable
to clean blood diluting parts of the instrument.

Summary and principle
The redgent is used to clean blood diluting parts prior to remove| cell fragments from

the instrument.

Content

ProClean" is water based and contains:
Proteolytic enzym, poly-oxy-ethylene-alkyl-alcohol, NaCl, Na,SQ, and preservatives
in an inorganic buffer compound. ProClean Contains a purple inert dye.

Warning and precautions i | :
Harmful if swallowed. Avoid cpntact with eyes, skin aind clothing

|
Storage and stabilit 1
ProClean* is stable for two years at 18-30°C.

Indications of deterioration, ‘
There are no visible deteriorations; otherwise the req‘gent shouldn’t give optimised
performance. The reagent can be used through out shelf life, giving optimised
performance. No guarantees to reagent performance are given after the expiry date.

Instructions for use
ProClean* should be used undiluted according to instrument manufacturer's
instructions for use and should be connected as listed in the Opgrators manual.

Reagent may be used with all kinds of Diluids* and CyMet's*.
|

Bigﬁé]i_zﬂ | |
REF 3900 ProClean” 5 litres cubitainer

i I
* Tradeémark of Avantor™ Performance Materials - Deventer — The Netherlands

30°C

wod CE

Avanior™ Performance Materials
H leugseweg 20 — 7418 Al Deventer — The Netherlands
Tel +31 (Q)570 687500 : |
The devices as mentioned in this sheet comply with the
n Vitro Diagnostic Medical Device Directive 98/79/£G

VERSION; 2011-08-12




Utilizarea

CyMet* Erma III ];)iff, Ava

previzuti

CyMet* K

utilizare 1t
Reactivul
cu trei par

folosit pen

Diff trebu

Rezumat

Reactivul
RBC pent

WBC penfru numdrare si dimensionare.

1

Con;inﬁt:
CyMet * B
Compusi ¢

Atentie si

rma 111 Diff este un fluid de reactie pentru litiu de sangg
numérarea §i dimensionarea celulelor.
>ste proiectat pentru instrumente automate, capabile sa n
i, bazat pe principiul impedantei diafragmei. CyMet * R
(ru a analizai hemoglobina prin masuratori opitice. CyMe
ie utilizat in (j:ombinaﬁle cu Diluid ¥ ERMA.

.

5i principiu
bste utilizat inainte de numirarea si dimensionarea WB(

fu a elibera hemoglobina inainte de a analiza prin masur

rma [II Diff este pe bazd de apd si contine:
uaternari de amoniu 5i KCN (<0,1%).

¥

Daunator

Depozitan

masuri de precau@‘

daca e inghitit. Evitaticontactul cu ochii, pielea i imbrd
\

CyMet * E

Indicatii ¢

¢ si stabilitate: |

rma I1I Diff este stabil pentru doi ani la 18-3§O°C.

i
e deteriorare

Nu existi

performan
performan

Instructiu

S i g b R | ‘ G | ]
Heteriordri vizibile; in caz contrar reactivul nu ar trebui
4. Reactivul poate fi utilizat in timpul perioadei de vala
4. Nu existd garantii privind performanta reactivului du
ni de folosire

CyMet * §

instructiur
utilizare,

Reactivul
In plus, re

Manual de operatori.

conform in
dctate confo

irma 111 Diff trebuie utilizat in mod nediluat
ile producatorului de utilizare si trebuie con

activul poate fi utilizat cu Diluid * ERMA.

Reactivul
in plus, re
Dimensiu

! |
voate fi utilizat cu Proclean * si Hipoclorit 0,5% ca age:
hetivul poate fi utilizat cu Diluid * ERMA.
nea pachetului | |

REF 3460

* Marca ¢

0500 CyMet * Erma [1I Diff 500 m! flacon E‘(IDPE

omerciald a materialelor de performanti Avantor ™ -

strumentului

intor

s, care este filtrat special, penﬂ]ru

honitorizeze un diferential WBC
rma I11 Diff este, de asemenea,
t * Erma Il

0. Stratatoliza reactivului
dtori optice si modificd

|
G

cimintea.

54 ofere optimizarea

bilitate, oferind optimizare
pa data de expirare.

rm instructiunilor din manuayul de

poate fi utilizat cu Proclean * si Hipoclorit O,?S% ca agent de curatare.

1t de curatare.

Deventer -




AVANTOR

PERFORMANMCE MATERIALS

\
Hypochlorite 0.5%

Intended use
Hypochlorite 0.5% is a specially filtered, non-sterile cleaning flui
of cell gounters.

The ramgent is designed for semi-automated and automated ins
to clean blood diluting parts of the instrument.

Surinm ry and principle | |
The reggent is used to clean blood diluting parts prior to remove
the insfrument.

Content ‘

Hypochlorite 0.5% is water based and contains:

Sodium hypochlorite (0.5% ai?tive chlorine) and polyJ‘oxy-etherr
| |

and precautions | ‘

Warni |

Storage and stabilit |

|
Hypochlorite 0.5 % is stable fpr one year at 18-30°C.}
|
|

Indications of deterioration

Har‘rﬁf |if swallowed. Avoid contact with eyes, skin and clothing.

d for use in cleaning

trumentation, capable

cell fragments from

e-alkyl-alcohol.

There are no visible deteriorations; otherwise the rea‘gent shouldn’t give optimised E
performance. The reagent can be used through out shelf life, giving optimised
performance. No guarantees to reagent performance are given after the expiry date.

Instructions for use

Hypochlorite 0.5% should belused undiluted according to instrument manufacturer’s
instructions for use and should be connected as listed in the Operators manual.

Reagent may be used with all kinds of Diluids* and GyMet's™.

Pac‘k‘ size
REF 3917.1000 Hypochlorite 0.5% 1 liter bottle
REF 3917.5000 Hypochlorite 0.5% 5 liter bottle

* Trademark of Avantor™ Performance Materials - Deventer — The Netherlands

0°G

"
18°C 7 C €

g Awvantor™ Performance Materia‘ls |
ﬂ' Teugseweq 20 — 7418 AM Deventer — The Metherlands
Tel +31 (0)570 687500 | ‘
The devices as mentioned in ths sheet comply with the
In Vitro Diagnostic Medical Device Diredtive 98/79/EG

VERSION

:2011-08-12
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PERFORMANCE MATERIALS

Diluid™ Ill Diff
Intended use |

Diluid* Erma is a speclally flltered non-sterile blood
counting and sizing. | |

The reagent is designed for automated lnstrumentatmn capable to monitor a three-
part WBC differential, based on the aperture impedance principle and electronically
adjusted to operate at an oswolahty of 330 £ 20 mOsm/kg

dllutmg fluid for use in cell

Summa LY.s’l_tJ.d_DﬂD.GlD.LQ
The reagent is used to dilute rwhole blood prior to c,ountmg and sizing of RBC, PLT
and WB;} Content of the reagent maintains Stabl|I1Y of RBC, PLT and WBC during

countin

Coutgné; Diluid* Ml lef is Water based and contalns‘

NaCl, Na,SQOq, procame HCI and preservatives in an inorganic buffer compound.
i

Harmful [if swallowed. Avoid contact with eyes, skin Fnd clothing.

|

Sjgmgg_ﬂng_ﬁgb_ﬂnm_mluidt [l Diff is stable for three years at 18-30°C.

e no visible: deterloratlons otherwise the reagent shouldn't give optlmleed
performance. The reagent can be used through out, shelf life, giving optimised '
performance. No guarantees to reagent performance are given after the expiry date.

Diluid* Erma should be used undlluted according tounstrumen manufacturer’s
instructipns for use and should be connected as listed in the Operators manual.
Reagent may be used with Hypochlorlte 0.5% or Proclean* as|a cleaning agent.
Furthermore reagent may be used wnth next lysing neagents with Cymet BS and
Detectote| ge BS. ‘ ; !

! |
# Trademark of Avantor™ Performaritce Materials - Deventer —
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DetectoTerge* BS

Intended use

DetectdTerge* BS Is a specially filtered, non-stetile cleaning fluid for y
nstrumentation, cap
d in vitro for the examination of specimens

counters. The product is designed for automated i
diluting parts of the instrument. Intended to be use
derived|from the human body.
In daily routine DetectoTerge*

|
he instrument as a

B‘S is connected to t

se in cleaning of cell
able to clean blood

n on-line cleaner.
stoTerge* BS.

Between every samp‘le the blood aspiration path is cleaned with Dete

DetectqTerge* BS should be used on the BeneSphera 3 ﬁbart differential hematology
analyzdr | \ \

Summary and principle

The redgent is used to clean blood diluting parts prior to remove cell fragments from the
instrument. ‘ | |

The solution is isotonic and contains surface active components to reimove remaining blood
cells in fthe fluid path. It also coq‘tains a harmless green d)‘(e visualising the reagent in the
tubing of the instrument.

Content |

DetectdTerge* BS is water based and contains: |
F’oly-oxy-ethylene—all]«yl-alcohol,i NaCl, Na,SO, and presefvatives in an inorganic buffer
compound. ‘ \ \

Warnir
Harmfu

Storaqe and stability
Detect¢Terge* BS is stable for three years at 18-30°C.

g and precautions
| if swallowed. Avoid contact with eyes, skin and clothing.

ons of deterioration
re no visible deterioratidns; otherwise the reagent shouldn't gi
ance. The reagent can be used throughout shelf ife, giving of

tions for use
DetectoTerge* BS should be used undiluted according to instrument |
instructions for use and should be connected as listed in the Operato
Reagent may be used with Diluid” Il Diff and CyMet* BS3 CN Free.

Pack sjze | !
REF 2970.0900PE DetectoTerge* BS 900 millilitr
* Tradgmark of Avantor Performance Mjaterials B.V. - Deventer — Ho

30:C

C€ivo

vantor™ Performance Matetials | [
blrsewed 20 - 7418 AM Deventer - The Netherlands
5l +31(0)570 687500

he devices as mentioned in this sheet comply with the
Vitro Diagnostic Medical Device Directive 98/79/EG

1 B’C;}}/
&

e

antees to reagent perfojrmance are given after the expiry date.

ve optimised
rtimised performance.

manufacturer's
s manual.

es HDPE bottle

land
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CyMet BS3 CN Free

previzuta . |
3 CN Free este un ﬂu}d de reactie pentru hzarea sangelui
numdrarea Sl dimensionarea celulelor. Destinate pentrt
a spemmenelcu derivate din corpul uman. |
este proiectat pentru instrumente automate, cppabﬂe sd 1

Utiliza rea
CyMet BS
utilizare i
examinare
Reactivul
cu trei par
folosit pen
asociere ¢

tru analiza hemoglobgnel prin mésurarea opﬂca CyMet
1 Diluid 111 Ilef pe anallzorul de hemalologﬁ diferentia
Rezumat

Reactivul
cuRBCp
pentru nui

i prmcmlu‘ i
oste utilizat fnainte de

entru a ehbera hemoglobina inainte de a-I an
Vdrare i dlmensmnare

poli-oxi-etilen-alchil-alcool

Continutul
CyMet BS3 CN Free este pe baz‘a de apd si contine:
Compusi ¢uaternari de amoniu s‘z un

masuri de precautle
Jaca e inghitit. Evitati

Atentie si
Daunator

icontactul cu ochii, pie
¢ si stabilitate
3 CN Free este stabil pentru doi ani la 18-30/° C.

\ 1

1 |

le sterlorare \ |
et caz contrar, reactivul nu trebuie s

opate fi utilizat pe toata durata de valabilitate e, oferind p
arantii privind performan‘;a reactivului dupa data de ex

Depozitan
CyMet BS

Indicatii
Nu existd
Reactivul
Nu exista

Instructiuni de folosire
CyMet BY3 CN Free trebuie f01051t fara diluare in conformltate cl
trebuie cohectat conform mstrucnumlof din manualul de utilizare.
Reactivul poate fi folosit de DetecteTerge ca agent de curétare. In
cu Diluid [IT Diff.

Dimensiunea pachetului
REF 2982.0500PE CyMet BS3 CN Flacon de 500 ml liber

* Marca comerciald a materialelor de performantd Avantor B.V. -

i, bazat pe principiul 1mpedan;e1 diafragmei. \CyMet BS

numdrarea si dlmensm‘narea WBC.
Tllza prin m

4ea si Imbri

1i, care este filtrat special, perﬂtru

a fi utilizate in vitro pentru |

. . 3 . |
monitorizeze un diferential WPC
3 CN Free este, de asemenea,

BS3 CN Free trebuie utilizat in
4 BeneSphera 3 part. |

L : , -
Stratul de reactiv reactioneaza

asurdtori optice si modificda WBC

cdmintea.

|
i ofere performante optilnizat:e.
srformante optimizate. \
pirare.

| instructiunile producétorului si

plus, se poate folosi reactiv

Deventer -




- - BeneSphera”
3 PART
DIFFERENTIAL

Hematology Anallyzer

14 ‘ | |
&) BeneSphera' TRAINING

Sergiu Sorocovici

Global Biomarketing Group

str. Tighina 65, of. 607

2001 Chisinau, Moldau

']:has attended a 2-days training on goods manufactured or distributed by us.
April 12th — April 13th, 2012 _ H

ys “Jla
A | iR
Deventer, The Netherlands & sl =
. By
Plape, Date 13.04.2012 \ %

—
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We, “Dia.Pro
Giovanni {Mi
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S
M
R

as our exclus
in various tend

We, Dia.Pro D
GROUP - MOL!
Agreement” ré
between both

Dia.Pro Diagn
natural expiry
GLOBAL BIOM

Dia.Pro
Diagnostic
BioProbes

|
.
Diagnostic Bioprobes S.r.I.” located

an) 20099, Italy,{authorize
| |

br. Tighina 65, OfiFiu 607
D-2001 CHISINAU
EP. MOLDOVA

ers with Dia.Pro ELISA products.

jagnostic Bioprobes S.r.| shall supply our distrib
DOVA SRL with all products in strict compliance
bv,0117 valid until 31-Dec-2020, with possibility
barties for an additional period.

hstic Bioprobes S.r.l will grant the supply of al
of which a documental proof has to be provided
ARKETING GROUP - MOLDOVA SRL.

Letter of Authorizat

?t Via G.

LOBAL BIOMARKﬁTING GROUP - MOLDOVA §

ive distributor for the territory of the Republ

tion

Carducci, Nr. 27 - Sesto San

yRL

ic of Moldova, to participate

utor GLOBAL BIOMARKETING
with the existing “Distribution
of renewal upon agreement

awarded tenders until their
to Dia.Pro by the distributor

31-January-2018

Sincerely yours, Date: Milan,
i 'gn/ tic Bioprobes S.r.l.
: by DIA.PRO
A el .
ALAS (G —pingNOSTIC BIOPROBES Sl
iorenga Bcozzesi
Legal Representative
L |
DIA.PRO Diagnostic Bioprobes S.r.l.
Sede legale e lab.: Via G.Cayducci, 27 - 20099 Sesto S.Giovanni (MI) — Italia
Tol. +39 02 27007167/6450 « Fax +39 02 44386771 » hitp:/fwww.diapro.it * E-mail: info@diapro.it
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