REFERENZWERTE

Referenzwerle konnen Je nach Technik und verwendetem Sysiem win Lk zu Laoe
solite jedes Labor seinc cigenen Relerenzwarloereiche erstellen

gif, Aus diesem Grang

LEISTUNGSMERKMALE

Die figurden Leistungseigenschatten wurden von Heiene Biosciences Europe oder in irerm Auiras mit o apsoecharisshen
Gerinmusgeral ermiftell. Jede Labor muss seine eigenen Werte ermiliein.
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Plasmi di controllo della coagulazione
Istruzioni per 'uso

o

SCOPQ PREVISTO

Irkit Coagulation Conliral Plasmas & cancepily per fuso came matsriale di conrako quallts.

Rouline Control M, Fasuting Coniraé & & Fouting Control SA sono destinal
pralurigat &
2 AT & S0n0 pregsrss can rasing

ad essere ullizzali come conlrolli normali,
=l per i dosaggi di PT e aPTT. Essi vangono dosati anche per fibrinagena, TCT
ke,

AVVERTENZE E PRECAUZION]

| reagenil conlenuli i questo kit sono destineil estlusivemente alla diagnosiica in vitro - NON INGERIRE. Ingozsare un‘adeguala
i e wit. Per relativi simbali pr
di sicurezza del pradolto. Smallire | companunti conformemente

al tutt
pericalo, laddave pertinente, fare riferimeniz alla dichiarazi
alte normalive locali vigent.

! prodott emat
! prodoty emat

per la presenza

Quesil procatti deving Wwitavis essere manipolal con le stesse misure precauzional) adottate per Uy RN pasienio Lmana
COMPOSIZIONE

Contiene Descrizione
Preparalo con un ool di plasma n
Preparall con plasma umano adsorbilo
Preparali con plasma umanc adsor

Componente

10xImL.

fmi
aximl
aximl

Routine Conlrol - A
Foutine Conlrol - SA

Ricosiituire ogni
Attendere 10 minuti per consentire al prodotlo di scio;

appropriato con 1 mL di acqua dislillala o deionizata, Agilare delicalamente.
ersi completamenic e miscelare bens prima dellusa.

Riproducibilits

Precisione intra-dosagg
Campione BPTT CV (%) PTCV (%)
Routine Contral N 283 101
Foutne Centrol A 5 276 171
Routine Coniral 54 A 172 1.03
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Plasmas de control de la coagulacién
Instrucciones de uso

[
&

USO PREVISTO
El usa previsio del kit Coagulation Conirol Plasmas 8 coma mimienal de contrel de calidad,
Rouline Conirol N, Routine Conltrel A y Routine Conlrol SA se usan como conlroles normal, moderadamente prolongada y

para las de TP y TTPa, También se valoran para librindgeno, TCT y ATI y se alanaran 3
parur de plasma humano normal.

ADVEATENCIAS ¥ PRECAUCIONES

Los reactivos que conliene este kit son séia para uso de diagnéstica in vitro: NO INGERIA. Lleve el equipo de proteccion personal
adecuado cuando utilice todos 10s camponentes del kil. Cansiifa la declaracion de seguridad del producto para saber mas sobre
las indicaciones adecuadas de advertencia y riesgo. Desechar los de ad con las ivas locales

La sangre se ha someiido a prusbas que han resuhado negalivas (a monos qu &6 indicus fn conirare en f cija del Ut o an el vl

Anlicuerpos del VIH 2
Anticueroos del VHC
Sin embarga, deben manipularse 20 1EE il smis procaucones que e mUeslrs de m pacionte.

COMPOSICION
3 Componente Contlene  Gaactipeidn
_ Rouline Contral - N 10X 1 mL Elabora 1 partir o plasma
Routine Conlrol - A 10x1mL Elaboran & partir de plasma humano adsorbido.

or y 10x1mL : partir de plasma humano agsorbido
Routine Coagulation Conlral Sel:

Routine Contral - N Sximi

Routine Controi - A aximi

Io:.:m Do.:..s. SA 3x1mL

Cada hit contier]e instns=tanes e wwaa

zado,

Rat & cada vial get coniral adecuado con T mi de agua desiilaoa o aesionizaga. Agile suavemenle. Deje que
repase duranle 10 minutos para que la disolucidn sea completa y mezcle bien anles de su uso,

ARTICULOS NECESARIOS NO SUMINISTRADOS

El Coagulation Control Plasrmas puede usarse cuardn 5@ realizan pruebas con cualquier instrumenio de coagularitn mecinica o
lolo-0plica junio con 10dos los reactivos adecuados. cpmeciales.

ALMACENAMIENTO, CADUCIDAD Y ESTABILIDAD

Los viales no ablentos son estabies hasla la lecha de caducidad indicada cuando se conservan en las condiciones indicadas en el
vial o en 1a efiqueta del kit Los controles reconslituidos son eslables durante 8 horas cuando se conservan a "2 —*8°C o duranle 4
semanas a -20°C cuando se conserva con congelacion instanténea. Manténgase cubierto.

' Kikwood TBL et al (1977) Identfication of Sources of Variation in Factor VIl Assay. Briish Jounal of Haemairingy
37:559-568

2 Guidenlarb MD {1871} Reproducibility in Coagulalion Assays, AJCP, 55:561-564

3. Falsui HA and Longberry JR (1973) A Precision Siudy of Coagulalion Faclor Assay Techniquas. AJCP, 59:231-235
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PROCEDURA
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PROCEDIMIENTO
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INTERPRETACION DE LOS RESULTADDS
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prolongadas, fespectivamente. Se apartan los valores ciperados especificas da lole ¥ €2 Instrumeno con cada pquete ds
controien.

LIMITACIONES
Les rmwillades obtenidos com Casguistion Co

nstrumanizoan, los toos de reactivos, Sustrates u
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VALORES DE REFERENCIA

Los valores oe referencia pueden variar entre los laboralonos dependiendo da s thericas y
cada laberatono debe establecer sus propios inlervalos de referencia

steman wsados; For estn e,

CAAACTERISTICAS FUNCIONALES

Laz skpulerifes de randinient hen sida i par Halesa Biosci Europe 0 sus les usando
un instrumento de seagulaciin oplo-mecinico, Cada lsnarascdn deba salabiecer sus propios dalos de rendimienia.
Riproducibilita
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Declaration of Conformity helena

Biosciences Europe
| |

HL-7- 0640DC DOI 2015/07 (1)

In Application of the Council Directive 98/79/EC on the approximation of
the laws of the Member States relating to /n Vitro Diagnostic Medical
Devices & CE marking.

Declaration of conformance to applicable sections of Annex | - Essential
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 th? event this is required.

Product Description GMDN
Coqle Classification Code

5504R Calibration Plasma 55995

f, the undersigned declare that the devices registered against the above GMDN
Clas;;sification Code conforms to the said Directives.

| . . .
FullName:  M.J. Stephenson Title: Managing Director
Signed: %*’M Date: 30 Jul 2015
Tel |+44 (0)191 482 8440 | Helena Biosciences Europe
Fax '+44 (0)191 482 8442 ‘ Queensway South, Team Valley Trading Estate,
info@helena-biosciences.com| Gateshead, Tyne and Wear, NE11 0SD,

www.helena-biosciences.com | United Kingdom




INTENDED PURPOSE
The Calibration Plasma set is intended for use with Thromboplastin LI for the following
purposes:
. C.
. Establish an INR Refere
patient sample.
. Establish specific IS and MNPT values for the system, reagent and
instrument, used by the laboratory.

3_. the direct INR determination of a

WARNINGS AND PRECAUTIONS

The reagents contained within this kit are intended for in vitro diagnostic use only - DO
NOT INGEST. Wear gloves when handling all kit components. Plasma products
have been screened and found negative for the presence of Hepatitis B surface
antigen (HbsAg), HIV 1 and 2 antibody and HCV antibody; however they should be
regarded as potentially infectious and handled and disposed with appropriate care in
compliance with local regulation.

7O_S_u0m_._._oz
n Plasma set contains 4 PT Calibrants for standardising 1
i_m plasmas are prepared from voa_ma :o::m_ human _u_mmamm. 3. Om brant

e a range of plasma tm:.o_o ies and ar m prepared through the m,o,o..v:o: af
clo :@ SQSG. The assigned values for each o* the plasma are indicated on the
insert sheet expressed as %PT and INR, the values are intended for use with
Thromboplastin LI and are instrument/instrument series specific.

. 1 =1 mL-PT Calibrant 1
. 1= 1 mL—PT Calibrant 2

1wim
= 1= 1mbl—

- 1% 1mL-PT Calibrant 4

PREPARATION

Reconstitute with 1.0 mL of distilled or deionized water, allow the vial to stand for 15
minutes and mix gently before use to allow complete dissolution. DO NOT SHAKE.

STORAGE AND SHELF-LIFE
Unopened Is should be stored at 2-8°C and are stable until the expiration data
stated on the labels. Reconstituted plasma must be used within 1 hour.

TEST PROCEDURE
The reconstituted plasmas should be treated in the same way as patient samples
following normal instrument and thromboplastin proiocols.

Ectabk Il aharatare Cna

ng Laboratory Spec

ic IS! and MNPT

exists between the roo INR value Ax.wx_mv and rom PT (sec; y-axis), expressed by the
equation:

Log PT (sec) = [slope x Log (INR)] + intercept

From this equation the iaboratory specific ISI and MNPT can be calculated in the
following way:

I1SI = 1/slope
7\_7=u|—. = Aoﬂlaanuvn

The PT Calibrants can be used on automated equipment. On Sysmex CA series
and Sysmex CS series the assigned values of PT Calibrants can be entered as
“Manual Dilution” in the "Standard Curve” sub-menu. Carefully read and follow the
operating procedures for the specific instrument.

D__.P_I_A./\ ((.’n U

Each laboratory should mm»m%m: a quality control program. Normal and abnormal
contrel plasmas should be tested prior to each batch of patient samples, to ensure
satisfactory instrument and operator performance. if controis do not perform as
expected, patient results should be considered invalid.

Helena BioSciences supply the following controls available for use with this product:

REF 5186 Routine Control N
REF 5187 Routine Control A
REF 5183 Routine Control SA
REF 5301 SAC N

REF 5302 SAC A

REFERENCE VALUES
Reference values can vary between laboratories depending on the techniques and
systems in use,

LIMITATION OF THE TEST

A new calibration is required for each batch of thromboplaslin and for each instrument
ration is also recommended if software changes are introduced or
following a major service or repair of the instrument.

The INR and %PT values of calibration plasmas supplied with this kit are lot specific.

Calibration Plasma
Instructions for use

REF 5504R

‘Telena

Biosciences Europe

~ -——~ --—- INTERPRETATION-OF THE RESULTS

Establishing a %PT Calibration Curve

Determine the coagulation times of each of the 4 PT Calibrants in duplicate or
triplicate. Plot the mean value obtained for each calibration plasma on double log
paper (x-axis = %PT value; y-axis = Coagulation time in seconds). Join the points
(point — point) and determine the PT coagulation time of the patient plasma and
directly read from this reference line the corresponding %PT value of patient plasma.

Establishing an INR Reference Curve for the direct INR determination of a
patient sample

Determine the coagulation times of each of the 4 PT Calibrants in duplicate or
triplicate. Piot the mean vaiue obtained for each caiibration piasma on doubie
log paper (x-axis = INR value; y-axis = Coagulation time in seconds). Join the

points by fitting the best possible straight line through these points. Determine the
PT coagulation time of the patient plasma and directly read from this reference line
the corresponding INR value of patient plasma.

Helena Biosciences Europe
Queensway South

Team Valley Trading Estate
Gateshead

Tyne and Wear

NE110SD

Tel. +44 (0)191 482 8440

Fax +44 (0)191 482 8442
nfo@helena-biosciences.com




Declaration of Conformity

HL-7-0512DC DOI 2015/08 (5) |

In Application of the Council Directive 98/79/EC on the approximation of
the laws of the Mempber States| relating to In Vitro Diagnhostic Medical
Devices & CE marking.

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

Product Description GMDN
Cod‘e Classification Code
5556 Clauss Fibrinogen 50 55997

l tﬁe undersigned declare that the devices registered against the above GMDN

Classification Code conforms to the said Directives.

Full Name:  M.J. Stephenson Title: Managing Director
|
Sigried: {& [jj % Date: 12 Aug 2015
‘ / .
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Fax 1 +44 (0)191 482 8442 Queensway South, Team Valley Trading Estate,
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Clauss Fibrinogen 50

helena

REZF 5556
REF 5556H

1] C€

clona Biosciences Europe, Queensway Soulh, Team Valley Trading Eslale,
G leshead, Tyne and Wear, NE11 0SD, Uniled Kingdom

Tel +44 (0)191 4B2 8440
Fax: +44 (0}191 482 8442
Email inlo@nelena-biosciences.com

Vitnh: ww hplena-biogciencas sam

HL-2-1771P 2012/03 (7)

Glauss Flbrinogen 50 a3
Inslruclions lor use )

INTENDED USE

For the quanlilalive dalerminalion of fibrinagen, based on the Clauss method, in human cllrated plasma
on Hetena Bioscienies Eurape AG-4. C+1, C-2, G+4 Congulalion Syslams.

Cluuss, Fibrinagen 50 is inlended for the quanlitalive delerminatian of ibrinogen in hunian plasma.
Clauss' developed a simple nielhod for the quanlitative determinalion of librinogen by measuring the
cloiing lime ol dilule plasma aller Ihe addilion of Theombin (>33 NIH units/mL). This clol lime is
proparlional lo Lhe Kbrinogen concenlralion. Levels of liarinogen can ncrerse as a resull of inflammalion,
piegnancy or oral onltacepliva use’. Decreusad levals can be lound in certain siales such as liver
dis and DIC, Congentlal deliiencies include aHhrIHngEmlem\a {no deteclable Ibrinagan),
hypol biis ia {1 mg/mL) and fabnormal ibiinngen molecule).

WARNINGS AND PRECAUTIONS

Thit reagenls contained n this kil are for in wifro diagnoslic use only - DO NOT INGEST. Wiear glaves
wh=n handling all kit componenis. Rzler 1o lhe product safely dala sheels lor risk and safely phiases and
hsjiozal in‘ormalion. Plasma producls have been screrned and lourd nagalive (unless otherwise slaled
on I kil box or vial for the presence of Hepalis B Anligen {HbsAg) HIV 1 and 2 anibody and HCV
antibody, hosavar hay should be handlod wilh the sama precaulions as a human plasma sample.

CGMPOSITION

Comnpanenl  Cantent Desctlplion Preparallon
Thiamoin 54 mL(REF 3556)  Conlains approximalely  Reconstiule sacl
SONIHANL S x2mL(REF 3556H} 200 (REF 5856) 7100 4 inL (REF 5556)
(REF 5556H) unils 2nL (REF 5556H)
boving Ihrombin wilk of purilied waler. Take care
isers i

vial with:

contaminalion, Swil gently and
allaw o stand for 15 minutes,
Wik well immedialley befora
use. Do ol shake:
Fiejnogen 21 mL (NEF 5556)  Conlains 1 mL of RAeconshlule each vial vith
Calbralor 1x1ml AEF 5556H)  Iyophlised normal evacty 1 mL of purified waler.
human plasa assayed  Swirl genlly and allow lo stand
for Lbrnogen levels, for 10 minutas. Mix genily
belore use. Do ol shake

Owren's 2% 25 niL (REF 5556)  Conlains 25 mL of Tho bullar is ready for usp as

Bu'ter | x 25 mL (REF 5556H)  Euller which conlains pachaged
Earbilal and sodiym

avide as preservalive.
Eazh kil ccnlams insiuclions lol use,
Earh kit nenlains lol specific retorence vakies inser!,

ITEMS REQUIRED HUT NOT PROVIDED

faser 1a e Insiument Opentor Manuel andier spplcalion o lor appice
regents conliined in ihis kil ave also vailable s separato ilew:

le inslructions The

KEF 5374 Clauss Fibinogen {Thromtin oniy}
PEF 5378 Clauss Fibfinogen (Thromtin only]
REF 5472 Fibiinogen Calibratol

REF 5375 Owren's Buffer

STORAGE AND STABILITY

Unapened vials ate slable unlil the given sxpiry dala when slored under condilians indicaled on the viat

or la label

Thiomin: 50 NIHImL Oncn recanslivled. Ihe -eegcm is slable far £ hous a1 "16=730°C, | wesk al
~'8°C or | manth a -20

Fibrnogen Culbrator  Once reconsliluled. Ihe .ehgsm is slable tor 4 howis al ‘2 —*8°C.

Owaan's Butter Store al *2 -'8°C once opened

BAMPLE COLLECTION ANG FREFARATION

Plasliz o sliconised glass should be used thraughoul, Biood {8 parls) shauld be collecled inlo 3,2% ot
3 8% sodiom ciliate anlicorgulunt (1 par). Separate plasma. afler cenhifugalion al 1500 x g for
15 ninvles. Flasina should be kepl al '2 ="B°C o ‘18 ="24°C, Tesling should be compleled within
4 heurs of sample colleclion. or plasma c3n be slored lrozen al -20°C lor 2 weeks or -70°C lor § months.
Thian gu ckly at '37°C priot (o lesting, Do nol keep al *37°C for more than 5 minutes.

PROCEDURE
Reles fo the appropriate insirumenl Operator Manual lor detsded Inaliustons o Eorat Hefena
Bioscrences Europe for nsltument specific application guides,

IHIERFRETATION OF RESULTS

Expiected values for ornogen in heallhy adlts are 150-350 ma/dL (1 5:3.5 g)* S,

LIMITATIONS

Hepann levels 0,6 unilsimL and hbnnolyl c degredalion products >100 mg/mL may causs falsely low
{nnnogen quanialion, Il values fall oulside \he standard curve values for lha palient samples, re-assay
using an appropnate dauiion 1o bring values inlo Lne stardard range.

QUALITY CONTAOL

Each laboratony should eslablish a qualily conlrol progrem, Noimal and abnormal conlrol plasmas should
be lesled prior (o gach balch of palient samples, lo ensura salistaclory inslrument and operalor
rmance. It canliols da nol perlorm as expecled, patenl results should be considered invalid, Helena
ciences Europe supply the lollowing contiols availatto lof use with Ihis product:

REF 5301 Speciably Assayed Gontrol N
AEF 5302 Specalty Assayed Comrol A
Fouline Gonlrol N

Rouline Control A

Houline Control 54

REFEREMCE VALUES

Retmarce ynlung can v

¥ bemeer laboralnies dependng on Ine lachniues and syslems in use. For
i

¥ whould A Pt FEnGe

PERFORMANCE CHARACTERISTICS

Helena Bosciences Europe of Iher represonialives have detennined the following performance
characlensiics as a quideline. Each laboratory should establish its own perfarmance dala. The Clauss
Fibnnogen sssey 13 desgned o give a Inear calbiation lrom 1.5- 6.5 gfL,

Repr oduclbilily

nlre-aaszy precislon Inter.assay precition

Filieiosgen f.) A CV(%) Fibrinogen (g/l) n cv (%)
1,24 5 438 1.02 0 617
a 5 358 162 10 375

REFERENCES

1. Claves A (1857) Gernnungephysiologische Schnell. malhade zur beslimmung des Fibrnogens,
Acta Haernatol, 17.237-246
2 Shaw TS (1977) Assays for Fibrinogen and ils Denvalives GAG, Cot Aev. Cin. Lab. Sci,
8 145-192
3 Clnical and Laboralory Slangards Instiute (2008} Sollechiun, Transparl and Processing of Blood
Specimers lor feslng Plasma.Based Coagulalion Assays and Molccular Hapmoslasis Assays
Approves Guidzlne, 1h ecn, CLSI: H21-AS
Scully RE el 71, (1980) Nounal Relerence Laboralcry Values, New England Jousnal Medeme,
302{37) 97-46,
5. Qkuno T, Selenko V (1972) Plasma | banogen delerminalion by aulainated thraink n lime,
Atrsnizan Joumal of Medical Technology, 38(6):196-201
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Clauss Flbrinogen 50
Fiche lechnique

YTILISATIIN

it i L et quantilalive o lininagéns, selon L méthodo do Cleres, dang i plasma luwmsn
trati wene lns anafysaurs da csagulation Helna Blosdences Evope AG-, 01, G2, T4,

ln Wit do Flurnogene Clauss 51 o ke poor b debwmineion quarttaive du (Rimogbne dend ks
fatmn hummn Clawes’ o dsalopps une mithodn segde de ddtarrminalion quonslalive du ibisoping
1 et ard ln g na coaguizion do nlnlrnu ik 2ok Voot de Thrombin (30 unilds NiFwiLL Ga
o en fbwiangéen, Le b do Rorongars peot
\gmaraar en. rasen d\..n mu..mm d\mn fposzetss oo e i (e 08 oonilncapiite i, Do
bk i sunl Wouves darc cerlained. patwilogles comane e malade da Join oy e EIVO,
whlennginknk (pas so fieinogine  Gitecisbinl Mipolibinogandnie (<1 nghnlh of o
tralibiinag inanie (mofule ds Doainogéen ancemale) s dos aromialed conghinaes.

WERTISSEMENTS ET PRECAUTIONS

les pactily du bt wonl & usaga disgnoatic i Wik unigiuoms « NE PAS INGERER. Pt dés ganta
Lot L eaniputalion da 10t ks COMEGIANM, S0 reparis nud chs du edoni das comeozants du kil
Lo fi manigsullh o ¥iffevinaton. Un dipistage des peodully b bese do plasnia 2 4 piabaé ol @ Gind
b+ sissidiat migatil (sRul ingication conlrsie sur B Bolle o bt ou st le Bacon) pouwr ls anliginas b=
dpalile @ (AgHEa), des anticaps nli VI | et 2 of Ins anscome anll YHE, (| 8sl matyed (vt ndcesaaine
ey manipulor Zvec bes mimng [resmmens qie pour las schantions du plasmi hemiln,

!
[t
[
[E
1§
I

qoMPoRTION
Prigaration
HMNlIlIl.’ chigue Nacon

Gomposanl  Contlant Descripiion

Tiomitsin: B x4 ml [FEF 5556) Chaquy flacan condferd

SOMImL 5 e 3wl [FEFS58EH]  wnweon 200 (REF S658) ¢

100 {REF 5ES6H) unhts i i (HEF 556

dn Thimmbn e 2 mL (REF 5556H)

anditiannae dn efwin distllim, Fabie santion

siabiisainirs ol plpessgy pout Eviloe
Sl conkaminplion. Funiss
dougemars ol laissar reponar
15 minutea. Bien malanges
firate svand ulfnalisn, Mo oo
sghat,

Givaeua lacan curlient  Recansiiied ehanis Rasen

humsin  aves sxactemant 1O mL

o hyophslise: dopd o dissllae, Remuse

pour ies 1aux de doucenieni &l ialssur cefoser

torinagéna 10 minules, Mélanger

doucement avant ullisalion,

Ne pas agiler.

Le tampon es! ordl 3 latnplol.

Hbnnogun 2 1 il (REF 3356)
atitnasur 121 mik, (REF 5556H) 1mL de

e 2x 25 mL (AEF 5556)  Chaque flacon conlient
Suttar 1% 25 mL {AEF 5556H) 25 mL dp lampon
conlenant du barbilal et
u chloiuie de sodium
addilionné d'azde de
sodium comine
conservateur.

€ ‘ccriignil ung fha tochai
s Vi cortient wileins o pdtdnnce spacliiquas du il

ATERIELS HECESSAIRES NOH FOURNIS
i wud iraeninl dullisallon c nsinmunt elics aue nokss d'sppbcolion pour avolr dos insactions

f:\nlupllnﬂ. L isactls du Kl sl pusas dlisponikiss pbpasdinent
FEF 5378 Cintins Fibrisagnn Thearméén anly)
REF 5371 Glaiss Fibrnnger {Trvoméin only)
HEF 83ty Fibefrmaguin Callialo

REF 5575 Crwnin's Futter

CONSERVATION KT STARRITE

Lfis ity rein cosanu sl stables juogu’a | dabe de pammgtion diquta ats sont conscrvis dans les
cpniblions indiquess sur Mefiguean di kit pu da Bacon,
T

In 141188 W atadie 8 Nt & Temairiun nmbinrds,
“I3 ot 1 mole -0

wnentin; GO MIHANL Ui dois roconsti;
| sumalng wrire

Flbrnagen Calirator  Une tals recansibud, le enctl sl stbils & luurug unita *
Cormnevnl wetis *2 =070 unin fols ouver.

Speren’s ufler

RELEVEMNENTS DES ECHANTILLONE

lliast baul mu Ty U prdliveinan du plastique o du veir silcood. Meksegar 1 voluimes s sng af |
ivaris e X0l 0 B0 & 3,37 ou 3,8%, Sepoter o (Haatma ais contihigation i 4500 % g pondand
mintes. Congarve |e plosma antfo *2 ~"8°C oy *18 ="74°C. L'snalype doit ke tetmings dons ies
Iyures pumvard b pribivgme o Fécharslion; sinor, # ool possithe de congolnr o plesma 3 saenainas
200 g B menls B STV, Dtongeler tapidemant b "30%0 avasl g rdsdant Farsyno. Mi pas lalsar o
TG plus o & minues’,

AOCEDURE
inauller |a mahuel dislisston G IInGIersH WDD'!: pour cinanit des i

53

ipne dilailties

Clauss Flbrinogen 50 al:
Anleilung

ANWENDUNGEREREICH

Fur die quantitalive Beslimmung von Fibrinogen nach der Methodo nuch Clauss im menschiicaen
Ciratplasma aut den Helana Biosclences Ewope AG-4, G-I C-2, G4 «Genunngssysieien

Das Clauss Fibrinogen 50 dionl dar quaniiialiven Bestimmung von Fitrinogen im Humanolasnia. Clavss'
eulwickalts zur guantilalven Bestmmung von Fibrinogon eine enfache Melhode ber der die
Gerinnungszail von  verdinntem Plasma nach  Zugabe von Tivombin gemessen wird
(>30 NIl I Enheiten/mL), Diese Gennaungszeil is\ der Fibrinogen-Konzenlation direkl iroportional. Das
Fibrinogen kann durch Enlzondung, Schwangorschall orfar Einnarmo yon aradan Vethaningsmiie
erhahl sein’, \/Prmlndsvl vird e durch L n

ind (ke i Fibrinogen)
@ mg/miL} und Oy Fiori

UND VORSICH

Die Reagenzien disses Kils sind nur zur in vilfo Diagnostik bestramt - NICHT EINNEHMEN, Beirn
Umgang mi dan_Kit-Kainponenlen isl das Traan von _Hanescliuhen sﬂmderhrh Sieha  die

mit ur
Enlsorgung. Die Plasmaproduide sind mil negallvem Bolund aul Hepatilis B Anllgen {HEsAg), HIV-1 o
HIV-2 Anlikérpa! ung HCV-Anlkdrpar geleslal wordan {wenn nicht aul Kil-Verpackung oder Flaschonen
anders hezeichnel), Sie solllen lrotzdem mil derselben Vorsichl wie humane Plasmaproben behandell
warden,

INHALT

Komponsnta  Inhalt Baschreibung Vorbereilung

Thromin: 54 mb(AEF 5556 Jedes Flaschchen enthall  Jedus Flaschchen mil
50 NIH/mL 5x2mL (REF 5556H)  ca, 200 {REF 5556)/ 100 4 mi_(EF 5556)
(REF 5556H) Einheilan 2 mL (REF 555611)
Rindei- Thrombin mil destillieries Viissst
i ., beun
Pip=llipron vernoiden,
Lewhl schwenken und
15 Nlinulen slenen 1assen
Var Gebrauch qut
mischen. Nichl schliein
Fibermgen 2% (L {REF 5556)  Jedes Flaschchen enihalc  Jedes Flaschziian ini
Caiflitsior 5 mL (REF 5556H) ) mL Iyophiisiertes enay 3.0 mL desiilierien
normales Humanplasma nil - Visser mkonsituien.
bekannlem Fibrinogen- Lewht schwenken und
Gehal 16 ininutan siehen lassen
Vor Gebiauch leichi
wisehen. Niehl sclioheln
Owren's 2w 25mL {AEF 5566)  Jede Flasche enihai 25 mL  Dur Pufiu is:
Buller 4 x 25 mL {REF 5556H)  Pulter aus Barbilal- und gebrauchslertig vespackl.

Natrumchlond mil
Nalumazid als
Kanservierungsmiliol
Jedas Kil enihall eine Gebrauchs anweisung.
Jedes Kil enthall chargenspaziischen Aefarenzverlan.

NIGHT MITGELIEFEATES, ABER BERGTIGIES MATERIAL

Zur Bodinnung sihe Betisnngeaistung dex Gedls unciodor Arkondelvowesn D Bnipeiden
gz Kits 3w auich simzein mhafich:

REF 5374 Ctmurs Fionnogon [Thramtin oniy)
REF 5370 Thauss Fiorinegan (Mhromhin anly}
REF 5370 Fitrinogen Calinrstor
REF 5375 Drwran's Butur
LAGERUNG UKD HALTBARKET
Ungeistnpln - Fidschchen sind  untes dan aul sel  Fiageh gegat
L i bis dum
roemining Hach Hokanaltulion st das Reagoni H Stundan bol R
0 ML 2= Sla] cedar | maonaks bl 3075 sl
Fitainngen Aakipraiitulon it Sas Aeagens bui ke Tampsn b von '8 =63 i 4 i)
Cadbralor ataiod,
Crwran's Bular Hah cem Cinan bu 3 ="4°C lagesn.

WD

N Plaskk oder Sibkongkas yoresncen, But (9 Telle] solle in 3.2% oder 3H% Hahiumobol b
Anlikaapaanz (1 Toll] ontsonunen woidon, 15 kimian el VSR el und Flasng
nbpipetieen. Plusmn bol "3 ~'8 "0 oder 110 <"24°0 Lagom, Planlll.l rtlle memhats van 4 Ejunden
virarbeited oder llul geironen boi <20°C fie 2 Wochen oder Hiir 1 Moot pul‘c;nlr weptibeny; Ve oy
Tasan actnel s 3176 aunuers Hickt thnger s 5 Ml b * 37 1 ssam?

e H Eumpa powt obis Epditiues
ITEAPRETATION DES i\E'._SLILT.ﬂTS
faurk préva e HbrinogEns chod U adkite 3 60 do $50-350 Mgl (152,58 8

iTER

4
G

o

o

(¥

Ll

Dlea lausr dhapais =001 urildsied ol oo produils de dégradation Mxinnltigue =100 mahnl pmmen
e, ung guinilicsson ou fiinogane nronémant basse, 5 led wabes do Wcmoidon painnd s
shuent hur des velnes de |n cobibe d8lnknnage, et & nouvaan Isnalyse o0 uliksan la dhufon
sfmropiiee pou lns amennr dan Ta plage do fotalon.

CONTRALE QUALITE B

Cpunua lubeeuloita dsi éatie o prograimins da soolile qualilt, Lis piesmas co conréla, noima o
Aeemeny, gt Al Tostis Avare chanua let d'dchaniiions patinnls ofin de. o'szaear ooo el umet
ol opdraluur ol dis podomanoes satistaisenios. S Jun costaidun fu doenonl (s fes roaultat
peEwIG. s 1suitats U paient duiven! St conaiderin comme non valablis. Hidenn Blisciences Euron
Ahiribue las conihles sutants B ulEsar Seae oa pridut

REF 5301 Specislty Aszayed Contrd N

AP san2 Bpecizbly Assapail Gostol &

REF S8 Aoyt el N

REF 5187 Hruging Corinl &

HAEF 5183 Aocting Corvol 54

vl
L
u
g
o

L EURS DE REFERENCE

& valours de 16 pealvin] Yarke o 'yn litoralolne A Fagtre sivant iss lnchnigues ol fos syaidmes
i pout cafia ralson quil ppadiznl § chages lbacalaire di dalerningr S8 picgd plagn

ks O
il

FRAFOAMANCES

Hplona Biosclonces Eurcgn oy a3 sRpisaniants ool dalermind  1ee indicabl l=s perloemances
allivanlen. Chigur labornlolie doil dishdr ses popes dohnges de poriarmance. e dodage dy
lisagéne wit congu Dev dorner un dlalnnrage (nanke sur i plege 15 65 g

Approuctibdlid

Plicizlon Inlra-ndrle E Précision lntn-sdien
Fibrinagne L) "o GYm) Fitvlnogéne (g} n =
LEd & 404 o o wir
aps L] !ﬁl A87 i1 aTrs
REFERENCES

Clirss A (1057 gl | de 2t det Fibrmagans,

Acty Haomalal 17 237248

Show T (1877) Azseya for Fibrinogan nnid 116 Dertvalives CRE, Gnr faw. G, Lab Sl

5148182,

Chnugal ang Luboratony Etandards Insteute (2000) Collscion, Traneport and Prucussieg of Aloog.

.muumulll e Tasllng Fizsma-Basnd Coagutallen Assays and Malscuiar Hasmoslimis Assayn
poroved Giideine, 5ih edn. CLE: H31-AS

SA‘AuII.uliF @) at {1184 Noimal Felarence Laboratory Vatees. New England Jomad Medoine,

0RET| 7B

Duno T, Seieakn W (1972) Flasms Iinogen dalerminalion by audamaled tomba lim,

Amerizan Jourmsl of Megfeal Technalagy, $(8):106-201

VERFAHREN
S din Garat K e A Do wenn i
sch an Hefana Hiosslonces Enrum‘ innpeu:hu anwenidimgalecheingng Hinyrigs

DER
Fil Elindan sind §50:350 mgeek {1505 gyt
Emsr;imlnxuﬁsw

F S0 mghnl, kanmen falsch madegn
Flunnoqan-mnw argatsn, uaqen ha Fatenienpeabon e Wes oufertnh de St wn. di
Erabon ainaut mt vardinsiem Plusma Leaten, um cin Wern o i Bdenich dor Gl
Eeingar.

AUALITATEKONTROLLE

Jaows Labor muss e ena- pigena Cualtalskonirole sorgen. Voo pedar Tesemng ma Haoe
Mzt nommale und panologische Kenholpinsnen gnlestel s "
Grritelnishig und Baceromy 2 gawikinistan, Lsge @ Koniralen silishail dos Maurmbermess
wrd gl Palenlinssgabressn richl 7 varwanden. In Varbindung e disrem Produs elai Hefna
Bioseonces Eurcpa din Iugenden Kol an:

REF 8301 Saciakly Ansayed Coneal 1
REF 533 Spaciatlly Assayed Contrul A
REF 5328 Anutne Contol H

REF S3g! Floutine Conisal A

FEF 5483 Foubnn Gontrnl 54
H”EHEHZWI‘.H'E

Ratorawoita kB |0 nich Tectnk and yereopedoism Sslom won Labes 7 Laor uriasiamench
sein. Aus dinsem Grund scite [ndea Labor seinen sigangn Mormatwiisich ers

LESTUNGSEIGENSCHAFTEN

Ol Frdgatitfens Laslatisnignelgesnschantinn surdun van Hitena Bltaceeces Eunga o o i Aslliig s
HRichainion ereditet Jeda Labo maies gaine sgensn Werln anmainin

Dor i at , dass: Maboration von 1.5 6,5 g e
Auptadurisrhar]

Intraassay-Prizision

Fibriogan (gt} m CV(E) ﬂnrlmwrmﬂ.: a [
L 5 4am .07 woooE
1 5 ase 142 Mo A
REFERENZEN

1. Claws A {1057) Geemnungsenyslagische Sthanl-melhooe nu bestmmung Ses i
Actd Haemahsd 17237045

2 Shaw TS (1977) Assays lor Fiornagen and ils Denvalives CRC. Crt Rzu Cin Lap See
B:145-182,

3. Clnical and Laboralory Stencaids Insbiute (2008) Collection. Transporl and Processing of 31000
Specimens lor Testing Plasma-Basad Coagulafion Assays and Maleculzr Hasnostus s Assays
Approved Guideling, 5th edn. CLSI: H21-A5

4. Scully HE ef al (1980) Normal Reference Laboraloty Values, Nevr England Journal Medene
302(37):37-48,

5. Okuno T, Selonko V (1972) Plasma hbrinogen dsinrminal on by aJlanialid Iniombin e

American Joural of Medical Tachnology, 38611195201



Clauss Ilbrinogen 50
|slruzioni per 'uso

USQ PREVISTO

Deierninozione quanlitzlivic ael ibrnogeno secondo Il melndo i Clauss vaSEnIE nel plasma clleato
wiraun su fsiem di ceagulazion Helona I osciences IEurope AC-, G-1, C-2
I 01 Fibrinogeno Glavss 50 & stato tonmulato pur la detenninaziore quanlilaliva del fibrmogaiio i
pl2aina umang, Clauss' ha messo a puilo un semplis melodo per Ia delerminazicne quantifativa del
Amgui u]lapgullu i Prupmiln
Wits ul teainegenc. |
o il mmazione, jravdinzi @ impiego di
ey g tbeinngann cann siczervabili In aked etall, come s e
palbloyic epaliche e la DIC, Tra le carenze congenile rentraiio Falibiinogeneria {assenza i fibrinagern
sllewavle), lpof buinogenenila (<! mg/niL) u la disiibnincgenemia {mo'ecola di ibrinogeno anomalal.

AVVERTENZE E PRECAUZIONI

| t72agenti sortenuli in tuasto kil sono dest nali esclusivimente clla diagnastica in vitro - NON INGERIRE.
Ingasszre guanl protalliv durante | uso del componeni riel kil Fara 1ifarirenta alls istruziont det prodolio
per awailenzo su rischi € sicurezza ot ulo del 1 prodottt
platmatici sono siali esaminal dands esio negaivo (cilvo dive:<amanta indioala aulla Contszion ol kil
0 51l fiacone) relativamenie alla presenza dellaniigena delfepilie B (HbiAg), dellanticarna anti-HIV ( &
2 ¢ dellanicorpo antilICY; quesh prodelli devono tullavia ussera manipo'all con le slesse misura
predavzional adotale per un cainpiona di plasma umano,

COMPOSIZIONE

Coinponanle  Conllens Desorlzions Prepurazione
Thrombin 5 v 4 mb (REF 5556) Ogni Naconi: cos e Ricosl ugni llacons
50 NIHimL 5x2mL (REF 5S5GH)  approssmaivamonta 200 con
(REF 5556) / 100 {REF A mL (REF 5556)
5856H) unila di Thrombin 2 ml {REF 5556H)
bovina con slabilizzztorl diacqua disiitate, Durante
il pip3llaggic, prestaro
atlenzlone ad evilaru la
conlaminazigno. Agilare
delicalamente e lasciare
nposare per 15 mnuli
tdiscslarg bene
iimmegialainanie prina
delluso, Non scuolere,
2% | i {AEF 55581 Ogni flacont: ¢onlions 1 mL Ricosliluire gni Nacone
1% 1k (HEF B5SGH|  di plasma umano noimale  con esallamanle 1.0 mL ci
liofiizzalo dsato per | acqua distilala. Aglare
vell di fibrinogeno. dslicatamenta e lasciare
Tiposare per §0 mnui.
tisczlare delicalamente
primi dell'uso. Non
scualere.
W lampana & pronio alluso
€osi come viena fomilo.

Quwron's 2%25nL (REF 5556)  Ogni llaconu canfieaa

Buler 1% 26 L {REF 5556H) 2511l di tarnpane
conlenenle varbial n sodia
clotuo con sodo azde
come conservanla

Qyri kil canticne un Iskuzienr per fuso,

Gy Wl g secant | valon disilniivesiy coecfici oot il ol

MATERIALI MECESSAT, MA NON IN DOTAZIONE

Fans nieinnento al manuate vlente dello stumento sia aba avla applicaliva pur conscere le istruzion
spesdicha, lreagent conlonuli in questo kil 5000 disponibili ancha come malerizla sepacalo:

REF 5374 Clauss Fibrinogen {Thromkin only)
RE! 5378 Clauss Fibtinogen (Thrombin only)
REF sa7e Fibrinogen Galbrator

REF 5375 Owien's Buffer

CONBERVATIONE E BTABLITA

azeni e aguil s BlabE no alla dats ) seadenza indicat 2 coninrved nefie condiaioni ponats
sl acong o sl tichatia del kit

Vwamasr: 50 WEHAL  Dopo la rcostiuzi2o, il roagents & statil per 8 are a lsmperatura anibiente.
C.

3 sellimana a *2-"8°C o por 1 mesia -
Fibinogen Calibralor  Oopo 1 ricosituziane, il reagente @ slatilo pur 4 ora a ‘2 -'8°0.
Qwren's Buller Una valla aperlo, sonservare a 2 ~*8°C,
RAGCOLTA DEI CAMPIONI E PREPARAZIONE
Hal corse. deliednls Dioceduna § nacaksann villezarg, plastiza o velm silizorizzat. i sanjus (8 partl]
s wacane 1accolin in sndio cialn Bl 3,2% @ al 3,0% com afcegulanis (1 peie), Saaanin 3 plema
aaguio m cenfrilugazions 1500 x g per 15 minutl, i plesma dovo ejsare coneevala 2“2 ~'8°C o
1B = Z4°C. 1 ipal covona sasue complnlali anira 4 ora el ccoRs e ¢
sET i 8 t0 congulisa u <20°G per 7 safllming o & <Y1 par & mesa. Dazorgelue
g rearn o “ATE pet lire § minu

PAOCEDURA

alenmento al nranuale ulente dello strumento apprapriato oer istruzicni detlagliale oppure conlalire
i Bicsciences Ewops per le note upplicalive spec iche dillo sirumento,

INTERPRETAZIONE DEI RISULTATI

3.5 gl

Ner saggelli a0V sani | valor picuish per il Wbrinogeno 5010 61 150-350 ma/dL (1

LINITAZION)

1 Inotl Ui epoiing 0,6 unita/mL e | prodoll fibinolict i degradazione >1C0 Ing/ml possono causare una
quaniitcszione del (brinageno falszmente bzssa. Se 1 valon lorlescono dai valon della curva standard
per 1 campioni dei pazient, ripetere il dosaggio ulilizzando una ditulziona apprapiala per portare i valon
allintzmo deb range slandard,

CONTAOLLO QUALITA

Ogii labaralurio deve definte un programma di controlv qualitz. | plasnil di centrolio normal & anormal
no esseic lestall prima di ogni lollo i campiont 1 pazient, per garantio un kwello p ionale
Sodiisitconte. 33 por quanio Hguard lo simenle tho. par Foperatore. Ouslora + soniol non
lnzianassero come previsto, 1 Hsulal tetalvi i pazienli dovranno essern considerali non vatidi, HHelena
ances Eurone mele a arspos2ione | segueni con ol ulilzzabih cor quetlo prodottor

RARE 5301 Specially Assayed Conbrol N
HEF 5302 Specialily Assayed Control A
AEF 5186 Foutine Control N

RE¥ 5187 Rnuling Cantiel A

HEF 5182 Hoiline Control SA

VAL ORI DI AIFERIMENTO

| vator di nlenmenlo possono vanae da un labaralona all'zliro in tuiziane dell2 (ecniche e del sslemiin
uss. Per lalz malivo crascun 1aboraloro dovrd elaberare un proprio range nomie,

CARATTERIBTICHE PRESTAZIONALL
Le carallensliche preslazionali satto apadlale sona stale delesrminale da Helena Biosciences Europe o
dai propn sappresentant A Ulola dh linee guida, Cascun labaralciio dovid parlznla elaborare | propri dali
presizzionall, 1l dosaggo el livinagena § slalo studislo per tainire calibrazions linears comprosa ra
1.5:5,5 gil

Riproducioilifa

Prezisions intra-dosaggio Provisione Ira | dosagal

Fibrinogeno (gh) nooCv(E Fibtinogenc (gnt) n
124 5 488 102 10
30 5 358 362 10
RIFERIMENTL

1. Clauss A {1957) Genrnungsphysiatogische Sehmefi-incthudy 2ur besimmung des Fibrinogens,
Acta Hacmialo), 17.237-246

2. Shaw TS (1977) Assays o Fibnnagen and s Denvalves GRC, Crit Rev Cin Lab. Scl,
85192,

3, Clatcal and Laboralory Slandards Insldile (2008) Colleclian, Transporl avd Procassing of Blood
Specimens for Testing Plasma. Baser Cozgulalion Assays and Molecular Hasmostasis Assays:
Appraved Guidelne, Sih edn, CLSI: H23-AS

2. Scully RE &t 4/, {1980) Nosnal Referenca Laboralory Vahies, Nevw England Jounal Medemns,
302(37) 3743,

5. Okuro T, Selenko ¥ (1972) Plzsma lbinogen detgrmination by aulomalend irornoin lme
Amencan Jovinal of Medical Technology, 38(G) 1815-201

Clauss Flbrinogen 50 By
Inslrucciones de uso o

st PREVISTO

th delevmnmcmn cuantitaliva de Nibiinogeno basuda en el mslndn C\”uss del plasma liumane ciltado en
! s ue coagulacion Helena Biosciencas Europs AGH

E Kit de Fibnuiggeno du Clauss 50 eslé previsio para la deteminacion cuanilativa del tbringeno en el
Flasma humane, Glauss' desarrollo un método simple para la delorminacion cuanilaiva de hborinogeno
n
[
L

Giendo el llempp o coagulacion del p\asma m\umu después do |a_adicion ae Thrombin

40 urrdntles MIHIMLY, Exle liampo de ats o

s nivelas dp Iiinogans poden mumesta comn i i s i nmuuuﬂo 0 o do
wrales ik wezlacdos como s

yla CID. Enire las celiviendias congénias estan la anmmugenmma (sin tbrinégeno

.-.um:r. ta (<1 mg/ml) y Ja (nolecula de ibrnageno anormal).

AOVERTENCIAS ¥ PRECAUCIDNER

5
Lpa rieiivos esrtunidos an mus 8 son Lok porg o dagndssn — HO SE DEBEN INGERIA, Usar
gliaring para mancjar sados as companantes del k. Gonsuller la hoji can ks daios de segundad dal
ploducte pearsa de Ing roRgos, avisas de seguekdal ¥ consujus pam sy sliminscian, Los producios
ofageniilica 52 han comatido & Brunbas y han romikadn nequiivas |8 murios @ A Indiua olra cosa en
i s ol kit 0 an ef visl) parm 13 prosenca dn antigano de 1 hepadils f (HosAg), anticesrpos do VIH Y y
H
Ll
&
c
1
5

y nndcuscno del VEIG) s emuaran, cenen monpulas con ks miamas procauckans que una muesita
st fmnan,

DMPOSICIGH

cmponante  Gontinne Oascripolon Praparacion
sxd il (FEF 55561 Cada vial conlionu Roconshluya cada vial con

¥ Pl [FEF 5556H)  aproximadamente 200 4 mL {REF 5556)

2 mL {REF 5556H)

do aguu putificada, Tener

cuidado al pipolear para

evilar fa collaininacion,

Agitar suavemunte y perelir

que 18pose duranle

16 minutos. Mezclar blen

inmediatamente anles de

usar, No agiar.

feambin:
Hitlimd

(REF 5556) /100 (REF
5556H) unidudes de
frombina bovina can
estabilizadores.

TecT-cuctema "OnpeaeneHue GUBPUHOrEHa METOADM
Knaycca 50"
UHCTPYKUKA

MPHMEHEMIE

orena ueTonol Knavm 50° APGANAIANEN NN NROHEAEAR
Knayicy 0 0n33iez XpoDI enonoxa i
KOATYROHETPAX NPOMIUNAGTHA KOMNANUM Xaneta G Netiines

Tecticucrena "Onpencnenwe

Tecr-cucTena "ONpEaenenvE (PABIHHOTOHA Heronow KAnyecn 50’ MPRRMIIKNNENA 4t 1paL
neycey U NINAIME KPCHW o
koarynoueTpax. Metoa Knaycea' - npunuu HeTon KONIUECIKEUIDND ongSQEncHin s ora,
OCIICEAMIINIA Ha HIMEPEHWH Epem erycrua. Ny

aave iacns. ToGasmenA TRGNBEAGTE. PearolTs > 30 WEn, B ctipasod oA cryetea
YiougHb NGPUHUMIE MOXET YERMMIAGAINTIL it

sOGnaneHwM, GEPENSKHOTTH UMW TpH NpUEIE NEPOPANLHEIX KOHIIAWENTUB0S”. HISKe. SHTses s
waryr npa nevena 1 ABC Gistpunoren 1
220 NOMRaeY AMBIMOLTAKL CPOX/IEHHaIY AOTDLITHORE COCIOAIIA, BKNOaA c1BEDTHMST
(nomitao ey 6, ene
Umrimn) w {CTpyKTYpHEIE B wonekyne

NPEAYNPEXAEHUA U NPEAOCTOPOXHOCTHU

PeakTupe, B Naﬁone [ol TONLKO AR Hhvilio Mt pafote ¢
o6 W1 watiopa Jaunmiyio ogsxay (oanopaInLLE

D0 nopuaTY U T OsiiakoWsTech € WMGTDYRUMCR MO repa
nnaus (NGO PEiIreIia) 18 COASPXANuE AKTHTCID
wupyca renamra @ (HBsAgL anTuten k HIV [ |l antutan i HCV AR OTPAIATENGILIK PE3YINTLI (373
MCKN-0UBHMGN, BCTM NOGMBANBY HO YKAAMO HA YNTKOBKG WU NAKDHE), TOH HE LBKER, PN PIBOTL C
MMM CNBAYB? COONIOAATH TAKYIO X€ DCTOROXHOGTL, KAK U NI P=6OTE € GOIAILAMM ANAILI KAGHII
AN,

poaMIoaLe Wik AnacT:

COCTAR PEAFEHTOB

Komnowanthi  Coctan Hatopn Onucanve Mpuroronnanua
pearenon
Tpoutesiouudl b x4 wn {Knt, N 5556) copepwut 200 navHKL BrecTi uo dinaxoH

Preasant: 80§57 un {Kar, b BS5EH)  (KaT. M 5556) / 4080 (Kat. Ny 5556) um
A,

an 100 e it (Ka. My 2.0 (Kar. N> 5566H)
5556H) Grauvero AMCTURPNPORANIGS
ToouGHIa €O (ARIOINIIAPOREHHOA
crabunuaaTopat. w0, GeTonowio

nepeREWATS 1| 0CTaY IS
i KoNHA MOl

TeuNRRATY PR B TRYAINR
15 smyT. Mepen
ERINNITEANICH 2B A3
nepevewarn e
seTpRxIBATY

Kanubpaton 7% 1 wa{Kar, NrBABE}  Comspmut 1LOmn

Brecr un hrakan 1.0 w0
Dustgnucronn x| ue (Kar, Ny S556H] upir

nazs oL
Oc10poxiio nepeveniaTe
b agTaBuIL, npa
KOKHATHOI TN NenAl YIS
B TerINR 1O Ry |
Meren wenan,sonmies
ewe pas nepemewary He
RACTRALINATH

i ra
JRnne e

Byhap 2%251n [Kar, k 5556)  ®paKoi coaepwut fcnonitionui>e
Oyperca 1 ¢ 25nn (Knr, e 5556H) 25,0 1 raTasora x DpAIzenEMUN HE
KCNONbICEANUO 1pesyoTea

6ychopa. coepwawero
HaTpA «nopI U
HaIDAA 307 6 KavECTES
crabunuaaTona

Wtz i

flacnopt p perbopanoam

AN,

TPEEYEMGIE, HO HE NOCTABNAEMBIE MATEPWANbI

Aaantaiwd  peareiTol K DRINSAIU  MReloRoM  ASCTYiie R AANDGCY
Paliban TOPON W KOMNGHE Xonana. FEaronTe, srnamuen & safiof saryT fure .u-launu erann
Kar Hi374  Tecr-cuctenz "Tubp:
HAT MES3TE TecT-cuicrena “GWBpMIIoral o KNaycey (TONsKo TROMGININMGIT pearenT)

10reH N KNBYEey (TONbKo TROWGIHOLAL paarenT]

Kar, M BITH . KanuGparop (puGpusorena

Fdwlingen 2w 1w {REF 5556  Cada vial conliona 1,0 mL  Reconsliuir cada vial con
Calbeaior 1M § i, (REF 5556H) de plasma humano exaclamanto 1,0 niL. de agua
normal lofiizado deslilada, Agilar suavemenlo
esludiado en cuanto a ¥ permilir que ropost
nivelss de librinogeno duranle 10 mafos, Mezclar
suavomnenle an'es de su
uso. No agitar,
Cwrnn's 2 35 i, [REF 55560 Cada Irasco confieny Eltampon vigne envasado
Bfifter 1% 2% ml. [REF S556H| 25 mlL de tampan coa usto para usar,
barbilaly cloruio sédico
con azida sndica coma
R raneL.
il bl contlins nstrucdpnes da uno,
Cadn b o ol licos Insartnias del lne
ANTIEULOS HECEIARIOS NO SUMINSTHADOS
Cpnlipsn o M..ruhll dat Dm.wm el lishumunte, yio, u noia de ipAtatie Rl insucclones
agecupdag, Los kit Wit el | bins como aniculos separados:
REF 5374 Clausa Fibilnogin (Theambin oy
HEF BatH Clanse Fibrinogun (Theairbin o)
REF 5370 Fibdratsgan Culbralor
[ Chen's Bufter
ALMACERALE ¥ EETABILIDAD
L whlses o siianios sai estables hasla o lactin i cagusiad indicade cunnda & conservan an g
néndipianas indicadia an ef visl o an ety del ke
Thrombin £ rmacite reannalilubdn pemanece estable duronie 8 Rars A lompanna
50 Mikml. ambiante, 1 samang & "3 ='8C 0 | meses o '
Frinogen ina v reconeiiuda, =) resclive parmareca psisble duronie 4 horss & "2 =80
Chabratur
Charun's Butlnr Conservar 2 *2 -*8°C una vez aberlo,
DR Usdres stampre u:slm: a \ddm nmnl;am; Dabe jecogeis sangin |8 panes) on ol
Blicoaguisrte civatd sodica o 1,5 o % (1 parief: Separnr o plasina dospuss do la
a[1500 x g duranis 15 mmu n‘-umu weby congeraan & 3 =40G o '8 —"84°0, Las prusbas
bz tarminarsy an 4 boias dietln L rocogide du bes mussiiss 0 6l pRETE puode Consoneadoe
conpelads & -20°C duraniu 2 samanns o T0°C durania 8 mes. Da mr.no:;u shpidampnts o *37C ankes
i} realizas In frunba, Ho conbamar 3 ' 37°C durania més de & minules’,
PROCEDIMIENTO
Ciwdin ol munusl del ussang del ubumenin sdecado pam nsiucclonen detelliilzs o pongasa
szt eon Helnna oscinncis EWioon i netss de aplizaciin sapecifican dal sssumonto.

INTERPRETACION O RESULTADDS
Lim valares mapaiadan pars sl 1erindgera e aclios 2sA08 son 1 150-350 mpiit {1,580,6 gLIe

LIAITACIONES

rinvles oo b 6 upidsdasiml, y 105 pladucias do degridacin Bbrinalikes 100 mgiml
oo procucit ura cusrihccn lalgamenis baje dal Abendganc. 1 lau valores cann hiera ca Ja
enevm ln fo v withndar atn kos mugalras de pacionive, vasiva & oakzar la valoracisn izaidy s
ucin, adncuada para lavar fos valores sl etevalo satindar.

ONTAOL OF CALIDAD

bdu lsboratodc debs sslablecsl un pingama do colicl de calided, Lis canirolss ronnses §
cemalns doben saluckarss amug de codn fole do mwosias dal pacnnen, pats aseguie i
lihcionariger_aducsiida dul insumento ¥ o opurader. B low cookoles o 3o fedlinan oo b

BO‘n esac

upparana. fos o5 del pacents deben tonnderrse invilidos, Melenn Bisetentes -Ewopn
sifminizlra lng sigussnlea canliobes disporbles far usar 500 sain producis,
AEF 5101 Syucisly Assy Cantrsl N
AEF 502 Eqacialily Ascay Caniral &
REF 5180 FAputing Contéol N
AEF 8167 Houtine Canrol &
FF 5183 Flndliie Contrel 54

& valoeia do reinfshels pungan vanae antrn e labotaloige HopanEAna da 18 sonecas y tizlamas

A
VALORES DE REFERENCIA

¥

uksdne, Por saln razdn, caia lbaralodin debe pstablecer 31 popo Intorvaio narmal

ARACTERISTICAS FUNCIONALES

©
Hplona Biosciences Europes sus han las sigulenles
o com Socine. Cadn 1aboratena dobo sdlabiacer s0s propios dalos de end micnio La

n
Vit del 1brinogeno psia disenada para dar una callbiacién bneal de 1,5 a 6,6 g
Rpproduchifdad _ o
Placision inwo-ensayo Pracizion Infer-snszye
Fitrindgenn (@) noCVi% Fibrindgeno (a/L) n cv i)
e & 4,88 102 10 617
ip 5 35 ae2 W AT
REFERENCIAS

Clauad A (1057) Botinell-matinde 7t as das Fitvinng:

Actw Hoomalol 17237246

Shaw T4 {1877} Assuys lor Flinegai and oy Danvslives SAC, O Arv: O Lot 8ol
B:E45-152

Climcal ard Lubosatory Glalu.'ne-lca I|Ia|l|||l|ﬂw3| Ganuclun lr.lwsp:vl and Pmccsshu of Blood
Spachnuns for Testing PL sy
Approved Guiteliv, S edn, CUEL: H2 145

Gouly RE ar a, (1E8H Noemnl Refsnnce LRboralin Values, de Englrnd doamas! Mudcine,
024373748,

Dt T Salanko ¥ {1073] Mazmn lininogan dedzimination by milnmaen Ihenmbin b
Armssizan Jaumnl of Wscicul Tachnniogy, 38(R) 1 36-201

Kar. Wi 5376 Tectoesii pearent "Bypep Oypenca”
WCT,
HampwpTE dinaue ATEN [ WOTALSSUN CROKN FONDCTS I REASNiINT, Famiminen si yiascieg
W SRR
TpouthHoiS 10610 pAGTHOPEHHA, TPONBINOBIA peardNT ETalres i Touivas 1 foreih
PoaresiT; 50 MEMn *2 =*87C, 8 yacos Ha GopTy aaNKIaTOPa Mk 1513000 W 1 e g
-20"C
n 4 1Bl i 4 wBcon L " ="E 0
Apierana
T a ]
EEOP W NPUTOTORNEHWE DRPATLDE
fnm paBome cnogye: TOf0 i
poSups. Koo J0BISETCN 0 IGROUY £ UTmale aurecacr i
waTp] 1 + 1. Nocna e 1500 9, ¥
" aaneg

nEofiaRwa GFAMSTS AT (Popiiiinis ANASLITN NECH. Flauy ekl
"2 —"0'C e 18 =240, THETWOO0A0 RGN0 S rpODEAENL A 1

obpasion. Uit NEREWY MR RONGERATHO JAMONCINTG W T
Tembisn 2 ARl W O TG B TR ecmie, M mp
EnaayET e AT, He i Ay N

NPQUEAVFA BRINDAKEHMA AHANKIA

[l miimpseiin Sures onpeEmR Wl pIn GOATHTOC = WICTRYWIL HA 247D
TIMIPAHI B THBCALIS SOATNEUSTRL

HHTEPTIF‘EFALI‘HR PEIVNLTATOE

i muuu'c\r---u 1 ADNYNRL . ADOKTUNGCKN 3ASCOMAY OARD IAEITEN WEREY

i ypon
15&350 i (%535 p

DFPAHKHEHUA

HA LD RO BRIPTNTATS KOrCm T QT e, ANy e

BT FonOpAS B EIDTROUAN S8 EAuN W T 0 kanueTradg

SERAIGD NAU{TOn SUBMLIAT 34 (padme. Crasapmich wpwn
AR YTT 1 Db

KOHTPOMb KAYECTBA

Ka®A2n NabopaTopWA AONXHA YOTZHORATE nporparwy KOITPONN Kavecina. Mepen zmepeiiicr
KaXA03 NapTiti 06PAIUOS NALIBITOB b OPIETBIIYO 1 N3 0
Pnamy, NTOBM YAGLTORSOMIBCA U YAOHETAOEMTENGDN PABOTE GROPYIONANMN U ONEPATARa. Fcm
KOHTPOMLNBO UIMBPOHWA HE COUNANAAT C OXARZEHBIMN SHAHENMHWY, “O WIWE[IENIle LaIILn
NAUMEHTOR CRBAYET CHIWTAlb HOLOCTORGPHNMW. OMMAMAN XPAEHZ [EKOMEHOVE! CHEMYWLNG
KOHTDOMLHE® MATepanst

Kar, N 5301 HONTpans KIECTEN ClieuAnnEki 1SEThL HIDUD
Kar, H: 5302 Kowrpans susecTin G NNiisd TOLTIL MATAN IS
Kat. te 5186 KoHTponb kauecTsa. Hopua

Kar. 1> 167 KOHTRONL KANECTSa, YWEDEHKO BHNAXEH)IAR NATONONIE
Kar. H: 6183 KouTpons KauacT3a. BLCOKas NaTonora

PRSEPEHCHMIE JHAYEHHA

Peteperchbie  Inavenan o nexay 4 U aam o
ToR08

Mo 3T0f ApuMilie KAXAZA NAGELATODAR EONXHA

YETaUoBUTG CBOW :aﬁmsembm aaviGHR,

AHANUTHYECKWE XAPAKTEFUCTHRA
KOMMaHus  XenaHn uny 0  AHCTPMBLIOTAPL  ONPEARMUNN  CNOAYKIIHE  OIMEATHOOBONARIC

2 axnan e o
QHONWTINECKME  ¥EDAKTEDHCTMKW, MPA  WCMONBIOBANWW PywWOrd ME10LA BLIN  ansenensii
CheAyIowMe KOSDHVUKEHTE) DApaL (CV) I NUHEFIOGTR A AUFNaJoHE BT 10 Ao 65 A 1623
NONONHUTENbANX PAIRBABKHMR NRATURI),

BOCOPORINAAIMETTL
& Dpefenax aHB NUTHYECKa ceplin MEMAY PAIHRIMU AHASUTUHECKMAH CRPIINY
Oubpunaren (rin) N CY(%)  @ubpuroren () n cv
.24 ) 4,88 1.02 10 17
301 5 258 362 o 3
CANCOK UTEPATY Pl

Clauss A {1057) Genpnungsphysialogisehe Sehnell methnde zu¢ nestminung des Finnnngens
Acta Haematol, 17/217-24%

L Shaw TS (1977) Assays It Fibnnogen and s Denvalives CAC, Cat Rev. Ciln Lan. Sey
8145192

3, Clinical and Laboralory Slandards Inslitule {2008} Colleclion. Trausport atd Piocessing uf Blopu
Sperimens lor Tesling Plasma Based Coagulalion Assays and Malecular Hacmosiasis Assays
Approvud Guldeling, 51h edn, GLSE: H21-

4. Sculy AE ef al (1980) Normal Relerence Laboralory Values, Nes England Jourral Medcine

302(37):37-48.
& Okuno f, Seleako V (1972) Plasma fibanogen delerminalion by aulamat:d tarombin unie.
American Journal of Medical Technology. 18(E): 196201
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Thrombln Time
instructions lor use en

INTEMDED MIRAPOEE
The Thrombin Time kil is inlended for carrying oul clot besed haemaslasis assays

The Thrambin Time reagenl confains boving |hrombin. The reagent can bo used manually of on
n-aulomaled and aulomaled nslrumenls, Tha lesl & commonl ed lo delecl various sources of
=l wico wih nomal blod coagulation. Prolangation ol he hrbmiin lofing fmo tan ba laken &5 &
cuabizsva Inic Vo ol abnumal ( Brinogen levets (gl o low), or Ihe presenco of inleifering substances
1 b Fitnin Degeadafion Products (FOPs) or hepann, Quantilaiive evaluzlion of the possibla causes of

punliivgd hicmbin clating e should be perlormed as lollow-up sturlies, such as aPTT or chromogenic
ana 1y s Nlaps o, Glauss Wbrinogun, FOP deterinialions, hspwn neolalisillon by prolamine sulphale or
oopteea’, momaul plasma  mixng  sludies®  or aso  essay’' 1o dislinguish Dbelween
hypalibrinogenzemia and FOP eftecls

VARNINGS AND PRECAUTIONS 1
The sesganic contamor i (hin &1L are Tnr 1 Wire dagnosic use oy = D0 NOT INGEST, Weal

wal piodective eogponen when handEng o1 KR camponants, Aoler (o ihe produc) salety
satini bar Mo link 1) appeopeste hazard and precaifimary staloments whide applicaile,
components in sccordance wilh [acal regulalions.

COMPASITION

Composliion Cunlanl Desrlplion paralion

Thrombn Tine 10 % Each vial conains a lyophlliszd econstivie the rezagent wilh

(F\LF 539/H) preparalion of bovina Ihrombin with  Ihe recommended volume o
mL bullers and slabilicers The purilied water:

mr.— szsz) reconsliluled reagent conlains 1 mL - REF 5392H
wsm <10 NIH units/mL of Ihrombin. The 2 miL - REF 5392
|n[F 537/1 teagenl should b u while 5mL « REF 5377

Allow 1o stand far 5 minules
then mix genlly by invers on
and lransler Io a plastic ube.
RAeconstiuted reagent should
be a clear, calourless
soluion.

Iyophilised plug,

Cach il conlairs Instructions For sz

{TEMS REQUINED BUT NOT PROVIDED

Sny high qually nechanical, optounothanical or pholo-cplical coagufafion inshumsal capable of
oeriaiming Lo n clolling irae Losling (ay be Lise

ATORAGE, SHLLF-LIFE AND STABILITY

Unnpeniay reagenls aie stable unll the given expry date when siored under condilions indicaled on The
widai ki lakel

1

Intombin Reconstiulud reagent should be siored al *2 =8°C and is stable lor 14 days o7 al
Time 20°C tar | monlly
Aeconstituled reagent can also be slored on-bzord a Sysmex CA1500 phole-oplical

Instrument far up (o 7 days

SANPLE COLLECTICN AND FREPARATION

Plastic or silcon'sed glass shauld be used Throughoul. Blood (8 parts) shiiuld o eollucted inlo 3.2% or
28% soditm oirato anlccagulant (1 parl). Separalu plasma allur cankrdugation at 1500 x g for
15 minutes. Plasma should ba kepl al ‘2 ~*8°C or 114 ="24°C. Tes! uheasid be completed valhin 4
hours of sainpl3 collzclion, or plesma can ba stored frozen al -20°C for 2 weaks or -70°C lor 6 tnonlhs,
Thiv quickly al ‘37°C prior lo lesting. Do nal keep al '37°C lor mora than 5 mnules’.

PROCLDURE
'

Gotlect and prepare Ihe blood samplo according lo Ihe directions oullined in* Sampla Golection
And Preparaiion”,
2. Reconslilute Ihe contiol plasma according Io tha packaga inserl provided wilh cach conlol
3. Prepare Inc reagent lor use in the procadure aceoldng Lo Ihe reconstlulion instruclions in Ihe
Compos lion" seclion
4, Pertorm all lesis i duptcale, Calculate ha mean dlolling ime ol Ihe dupl cale dolerminalons 1o the
nearest 0.1 sacanos. Indvidual values should be wilhin £5% af Ine inpan valu.
tanual Method
' 3 i ) Wi st} plAamaa or conirol plisma i o rencton fube,
2. incubale al *37°C lor 3 minules
3. Pigelle 0,1 mL ol Thromb n Time inlo the reattion wbe conla ning patient ar conlal plasma whist
sunuilangously starling a iner
4. Recard Ing ime lakzn Tor clol farmaton 1o the neares! 0.1 sezond,
Automaled helnod

tEprialn instemnl opernl il Tod dubedind inalnicionk or contaci Halana
Eatogn lor .mll\lmnlll apacilc appheation notos.

INTERPRETATION OF RESULTS

The resuils of e Thrombin Tune lest should be reporlud lo he naarest 0. 1 szconds The norinal range
(usally the mean +2 slandard deviations) should be established by each labaralory, Fiesulls oulside the
normal range s7ould be considered abnoimal and follow-up lesting performed

LIMITATIONS

Expecled values lot le Thrombin Tune lesl will vary lrom one laboralory (o anolher depending on Iha
lechigue used The methnd of clol delection  lemperalure, pH, colection technque, Iyne o
anl coaguliinl and Iine und method of sample siorage are all very imporianl, Plasma sample on
anr staiaga cendifions should be slandardised and carefully controlled. Unexpetied resulls shuu\d Ds
conlinnes by addiional lesling.

As well as the causo of slongaled lhrombin imes indicaled, a report has suggosled hal many syslem ¢
amyloidozis paticnts wih blgedng complicalions may have a crculaing mhibifor which profongs Ine
Thremon Tune, Also, therapeulic leve's of heparin miy enlisly abalish cloling ln he Thrombin Tiine
sesi, allhough nculralisalion wih prolanine sulphale of polybrere should correct the Thrambin Time .

QUALITY CONTROL

Cach laberatory shoula establ sh a qualily conal program, Normal and abnernal contiol plasmas should
= tested prior o each baich ol palienl saniples, lo enzwe safistactory instrunienl and operalor

patipimancs, Il conlrols do nof perdorm as expecied, patien results should oe cansidered invalid

Halena Boscieces Eurone supples the loflowing conirals avallable for use with s product:

ACE 5186 FRouling Gontral N
REF 5187 Rouline Contiol A
RE7 5183 Puuting Conligt 34

WEFERENLE VALUES

Refcrence valuos can vary alwezn laboraloies depardng on o lochaiques and sysioms in use, For
IFis reasan each laboratory should establizh its own reference ranges,

BEAFOANANGE GHARACTERISTICS

Tl perormance characlasics nave been amerminad by Helena Biosciences Ewope or Iheir
onfalive

Reproduc

Intra-assay precision Inler-assay praclslon
Sample n  Glol formation {seconds)  CV{%)  Glol tormatiun (seconds) GV (%)
Nannal 10 125 143 (B2 h.29
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UTILISATION

Losiit Theombin Tima esl clsssives i 1 rdalzation den nnelyses o Mhomostnse hasd ac 2. fa boimafcn dé
4.
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Thromblin Time %
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VERWENDUNGSZWECK
Das Thrombin Tima-Kil st e i innung ges

(321 Agagons lit die Theomon Temo eeshall Rlodas-Thicebin, Gz Roagent &
Wermauny mil halmutoinatiscien utes aulomalschzn Gorion viiende wordun, Der e
allgomnln b Machwals verschindnnas u-ur.v-nn o Shivurgnn i dad noematon Blutgainng
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[arminatinn du amp de (eptlas’ pout dilstancie we hypoibisoghabmin des sfels dus POF,
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COMPORITION

Cmpananl  Gonlismt Descriptlon Praparation

Treomin Tima 152 1l

M

Racansioont e sachi en
afoutant | valume indaie
d'eau dislilleo:

Grinun Bacon conient ung
(HEF 5337H)  pritparoion lipphiisdn ce
lox2mL Ihrombina bovine uddilionnes de

(REF 5392)  tampons sl ge slablisaleurs. Le 1 mL - AEF 5392H
(Dx5mL rbaclif reconslitud conliell 2L - REF 3392
(REF 5377) =10 unilés NIHfnL do lhrombine. )l & mL - REF 5377

Lasssor reposer § mnules
piis mélanger doucameni
pal Inversion et translérer
dans un m:a en plasius
Lo réachi 1 ué s
una su\ul\an Iravlsparﬁnle o
incolar

se présenle sous 1a forme d'un
Iyaphilisal bianc.

CHaque kil confern una Rchd techngus

TERIEL MECESSAIRE HON FOURM

af pusibln dislmar U rumard dn L midcanique

Il cranbli saevint § datarmnet n Thioebin Tima,

CHNSERVATION, DUREE OE VIE UTILE ET STABILITH

Lels [lacons s rhnc nan ouvers sonl laklas usqu 1o dale da péamaten indiude 8 som
cefrimyis dans les conditinns indeuban st ['étuntle &) o di fladon,

Thanibin Ui fevis tscomindlid, 1e Aaciil doll e consarvd & une tempdonine. sl ankn 2 ="8°5
Tepin it paslor sksnla pandsel 14 [purs. U 8 -20°C paur ieaine stalin pancan § m.
Lo réacsl rncanylis s bgalemers éiis conbryi pandahl un maximiin & rpmn
band dun inalrmant pholo-nplinie Syuines CATS.
PRELEVEMENT ET PREFARATION DES ECHANTILLONS

HHERES

L

igar oot au long dis prééésamant du plastius au du vens sbiconf. Mnl-nnar & volumas dn sang = 1
Jurmn e girule o sodium 4 3,2% ou 38%, Gdpsur tn plivma upths caniragalian & 1500 x 4 pendnt
miiuing. Corservet by panna anire ‘2 ="1'C 00 * i!- Z4°C, Lanalyhw doil i taminge dans us 4
et auivanl bs prétsvemonl du lbchaniBon smom pokalbla g2 congielor In plaire 3 semaiies i
C ou O ol A T0°G, Dcorgoler rapidanunt 3 R l: vl rbaunr Fanalyse. Mo paa sser b
oG plus 00 & minufes®.

PROCEDURE

Prefevar ol preparer I chantillon do sang canformemenl aux instrustions U paragraphe
"Prétavements des échanlillons”
Feconshiuar lo plasma de contréle en suvanl les insltuctions da Ia nolice lowin's avec chiaque
conlrdle
Préparer o réaclil a Ultiser 6ans la procédure en sulvant les insiructions de rzconsi iution du
parzgraphe “Composilion”,
Réaliser loules les analyses en double. Calculer le lemps moyen da coagulatian des
déterminations en nrrondissant au dixizme de soconde. Les valeurs individuclles daiveni se siluer
dans une plage £5%% da |a valeur moyenne.

ihigsdn Manualie
Pipeter 0,2 mL de plasma gatient ou conirdle dans un tube 3 essat
tncuber 3 minules 3 '37°C.
Pipeler 0,1 mL de 1¢aclif Thrambin Time dans le lube &
canlréle ot démarrer 4 ce momenl un chianamélie
Relzver le lemps de larmalion du callol on arrondigsanl au disiéme de secorde.

sai conlenant Iz plasma galienl ov

Mplhades Automatlsses

Cinsutier le marmel dutissation do fnsmmment Appapia poar colenir des innnaesons. dasialioes oo
curtartar Helona Blpsgientes Eonps pout sbladr 85 notes dnpofication =D(-[|II||IIGE A Pnsirument,
INTE: HPH!T!!’ION DES RESULTATS

Lifw resultats du Thromben Time doiven! éire indiqués en ant wu diizme de seconde, La plage
rdmnale (cn genéral, scarls-lypes moyens = 2) dok lre datenning2 par chague laboraluire. Les résulialy
e shuant hors de Ja olage nommale doiven| eire consideres vomnie anormalix el 1) el nécessairs de
sifylses des analyses plus approlondies

LNTES

Lels vateurs prévues du Theoinbin Time varianl run laboratoire a I'aulia suivan la leclinique ullisss, La
millicde de deéfection du callol, la tempersture. le bH, 13 lechiique de prefevement, le ypn
Jbeizczyulant el la duree €t le mods de m—.uwanun de Téchaniiion sonl des paramalray lres
impuitants. Les condilions de prélevement e sassrvalion do I'achantiion de plasma doivent biro
sthrdartinées el soigneusement conliéfées. Joul réslat hers plage dail éle conlume par un lest
supplamentsre,

Ml & parl Ing cauces dn Pallaguimied U Thaumbin Ties Indnuses, mo dtute = suggénd qua i

mbeeun patisnls eouflvanl dune omylase syzigmicue Uvoo das complizatons hamonBgliues ort un
istour dreulant qul prodongs In Thrombin Thoet. En cesre, un i Siéapmilque o Separing ilsue
hatider compléteman fa coagulalion dans Ie les! da dalerm halion du Thigmoin Tims, mérne ¢l una
ultikaalion avee du suliats de prolaming ov du Pelybrena doil cornger le Theomlvin Time'.

INTROLE QUALITE

bt |sbioraigine doit irakll un pragramme de contiéhs qualle. Les plasmas da ooy, nomiaus sl
jormau, doivanl g Mess avan charue ol ddchantilons patists afin do g'33auner qus linstniment
oiraiai oihard dus padosmances salifaisantes. S bes. conlriles na domard pa b rguitaly

vk, ke pliaultals dis pafie) dolvin] dire considirds coomn non valaties.
taca Biaccioneas Eurape dinliibue ks contrdles subunts & udiser ayoc oo grodill
F S Feuiine Corwrol N
EF 5487 Houtine Corieal A
CF 5103 Houtrs Cormol 6A
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5 wakers oo rlérancn peuven v
isds. Eleal pour cofle ."Ism- il appartient & chanue barataka e délesminer 384 fiapmes
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CARACTERISTIOUES DF FERFORMANGES
Hplann Europe ou e ont ciloning e e
m|hvariea:
Prdcinion
Pedclaion Inkre-aieie Pricinlon Kiler-adiiss
Elhantimen o Formation du callin) GV Fomation d sadlial oV
fecara) 5 (secondel %)
Mhimas 10 188 143 es 119
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Die it etstten K iy e i e

[ Ny,’:ll‘ UFFE\(,ILUCM!N 'J‘DM Sin baim LthJal mil samilickad Komiponassan
ganigratn Schut SErachlan Sin ge) din Wanwesn il antspenchan,
i I in e itantili Enlanican Sia de
cen artlichen Vorschnllen,
ZUSAMMENSETZUNG
Kampanerd  lahall Beschraibung Vorbersifiing

Torambin Time 10 < Jades Flaschchen enthdll eine.
msr s.naam tyoph lisierle Zubsrailung vor
Rinder-Thrombin mil Piflern und

Reagenz inil et
2mplahlanen Mesms
dnstilientern Wassn

(HEF sasal Das eroen

105 mL Raagenz enthall 10 NIH {10l - REF 5302H

(REF 5377)  Einhentan/mL Thrombin, Das 2 mL - REF 5352
Roagenz sollle ain waillpr 5mL e« REF 5377

5 thinulon stehon lassan
duich Umdrener: leiclit
inisclusn und i eing
Plasiikidhichen ubertuhiren
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= e ol sur Dichihmemg dar Thsumbin Timo goafgnets, gundtstin b
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LAGER HALTHARKET UND STABILITAT

Ungedtnote  Feagengion sod  onte don ol odae El L
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Theambin Fakortilidaring Heagung i ol Lagaring bel *2—'8°C 14 Toge, tini-30 % | Mans
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aung k il i ichen Gerbi Sysmes
e bis 218 7 Tage aldbnwehn wordan,

ukp

M Piastik oder Sikongtes varwanden, Bl (9 Tehe) sclio in 3, an

Antikoagotara 01 Teil) unlnunnlnn wmsm. 16 Mitun ol 1500 9 :u-mlu leren un P
abgipeiatan. Flasma b 2 *1@ =*24°C lageen.  Plasma sclhe inrsshalle vor 4 Elund,
vrsbeitst odor ol golroren bai <20 G II.I' B Wochan oo + 7070 Kl B Monal ael wmera
Taxian achned tel *37°G ausimen, Hichi Gnger als 5 Mistan be *37°0 betsasn®

VORGEHENSWERE
1. Blulproben gemaB den in" ung antnehimen und
vorbereilen
2. Konlrollplasma nach beigeligler Gebrauchsanwelsung rekonstiu eren.
3. dar 0 dem Abschntt “Inhdll” voibereilen

4. Alle Tests Im Doppeiansalz drchiihron. Den Milleluil dor Gerinnungszei 10r dle Doppolsrs bis
2l 0,1 Sekunden berechnen. Die einzeinen Werle solllen sich nnernalb £5°5 ries Milletwerts
belindan

Manuelle Mathode

}. 0,2 mL Patienten- oder Konhollplasma In jedes Rotrehan pinetl = en

2. 8e) "37°C 3 Minulen mkub pren

3 0.4 ml Thrombin Time-Reagenz in jedes ARnrchzn mil Patienten: oder Koniroliplasma pipellieran
und gleichzeilig Stoppuhr stailen.

4. Din Zeil bis zur Gennnselhidung bis aul 0,1 Sekundsn genan stojpon

Automatinkerie Malhoden
Siehe dic Bedienungsaristun tzs anmpeectionsien Serdls 1 o
sioh an Holana Boarenons Evicnn v soozisle arwendurgabstiisshs Hiwnis

INTERPRETATION DER ERGEBNISSE

Die Ergebnisse der Thigmbin Tino solfe bis aul 01 Sekundsn genau angegeban
Normalberelch (gew3hnich dot Mitielwart von & 2 Smndaldab.vel:hunuer\] sollle von jeden Labor ersiali
werden, Ergebnisse aufiernall: des Normalbereichs sind als pathologisch zu Lewerien, die wuilcre Tesls
etlarderlich machen.

EINSCHRANKUNGEN

Normatwerle Ir die Thromoin Time varileren je nach angewendeler Yechnik von Labor 2u Labor Suhr
wichlig dalir sing. ldelhodo der Gerinnselerkennung, lemperalul, il Ersnabvnnvertabonn
verwendele Aalkoagulany und Daver und  Af qer Pinbenligensg D
L solllen 1 sen ure sarglie Gamoell =
Unenwaitzle Ergebniss2 miissen durch weitere Unletsurhingzn
Wie schon als Grund lo e varangale Thiomin Tune angez,nulpv Yt i Biesicht darald st
dass vielo glll!l- frem Hermmsioll «
besilzen, dor die Thrombin Tima vsrlangen5 Thzvapsu 1sche Heparn-ie o 2y
die Thrombin Time dberhaupt nichl zuc Gerinnselhildung fanrl, NPuHaI(zhun mil Pootaminesutfal noee
Polybrene kann dabei abhelten'.

tass

QUALITATSKONTROLLE

Jedes Labor muss (07 eine eigene Qualidtskontrolie sorgen. Vor jscer Teswaine mil Palienizopichin
massen normale und pathologische Kontrollplasmen geleslel werden, um eine 2ulneqen stetlenne
Gealeleisiung und Bedienuny 2u gewahrdeislen. Liegen dic Konlrallen anfiemaln dos Nomnbereicns
sind die Palisnlenergebnisse nich zu verwenden

In Verbindung mil diesem Piodutl bietel Helena Biosciences Eurape an: folyerden Kentntien an

REF 5186 Foutine Continl N
REF 5157 Rouline Gontiol A
REF 2187 Rauline Gonlrol SA
REFERENIWERTE

Relerenzwerte konnen ja rach Technik und veraendelem Systom ven Labcl 2u Larg! umlgescn echoh
sein, Aus diesem Giund solile jedes Labor sene eigenen Relerenzwenoereche ersielien

LEISTUNDSMERKMALE

Oie lolgenden Leistungssigenschahien wurdan van Helena fiosciences Euwon:

aur e Sz

Prazision
Inira-assay-Prizision Inlei-assay-Fraiision
Probe  n  Garinnselvildung cv inneeaiidurg cv
(sekunden) (%) [ambiraiian) &
Noimale 10 125 143 125 5
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4 Clinical and Laboralory Siandiitds Insidule (2008) Cellaction, Transnorl aud Procsssuig of Blond
Specimens far Tesling Plazima-Based Coagulation Assays and Halacular Harinasiays Assays
Approved Guidslre, Slh eiln. CLSI; H21-A5
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Coagulation Abnormalily, ioad, 77:2637-40
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SCOPO PREVISTO

ecuzione o donkgyl dl umotsl basal dulla peoconzn &

Il kit Thiombin Time e concepilo per I'e
couuh

Il zagenie per Ja determinazione dol Thrombin Tims conliane (rambina bovina. Queslo reagente pua
ceeere Ulizzalo 0 con slrumenti & aulomal ci. [l Lest visns comunsmente
fnh:\]alﬂ per dlevare yuila lonll d) niadorenza con la nommale cosgdsalone del ssngue. ¥
amenin del Thicis Time gl sasen consldennin coma indicarican muahintiva o lived ssoimol
ragann ok o ba 0 talts penganza o soslanzn inlarlarenti comn gf FOP o lanarn, L
vallazioric quinlilaliva delle possibili cause di un Throinbin Time prolunigato devy essere eseguila sollo
fonna Ui siudi di loliosup, come Il dosaggio del'aPTT o i dosaggia cromogenico per leparina. il
Funnogeno con melodo Clauss, le degli FDP, la dell'eparina con
pratamna scllalo o polibrenc’, gh siud) sulla mlscnhz\on: di plasma narmale? o 1l dosaggio defln
reqllast®. &t distinguere ba Molibinageaemia o gl ettelli degl FOP.

AVVERTENZE E PRECAUZIONI
1 1gagenli conlenut in qussio kit sano desfinali asclusivemante alla diagnosiica i vifro - NON INGE RIRE.

[Thrombin Time
finstrucoionses do Lo

UBD FREVISTO

E| usio previte dol ki) Thramin Time s roliss nsayas de hemosiasis hosadod 8 s soagilanin,

[| reacivg da Throambin Time: mmmn trombina u:vm-_ El teativy pusy Lsarss mermialmunts i st
& prucbs 88 apkoq con Hncimnos paia delactil
1. La proongacin ool Theombin Time fiisda
o cablatve cc piyeies nnoemiles 0@ Jedindgeno (alos 0 baRe) O W
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lokpicks d Sustincias qua refiuren como fos POF 8 b haparia. i las
balies causas da Thiombir Tine jeolongads debin deallaarsa comn eesdian oo ssguimienso, somn s
Pa o I waloractn cromoginsa de 1o hepern, of Minggune do Cliudy, ke detemingcionos da s
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APVERTENCIAS ¥ PRECAUCIONES

L8 tepeivrs guu contione esty K 8o 38y Pars uso de disgrdalivn i Wi HONGLAIR Linve ol

sl o protacciin: pereandl A0RcuAca cusnde uikce (odak (s compononlen del kL. o ls
i e aguraal pari a2l mis sabre las indicaclonad adecoadag de wmlmma

Indossate unareguala allrezzalura proleliva personale duranto la di ol

dal il Per zonpscere i refalii simholi precauzionali e di pericalo, laddove perlinenle, (aru nilesimento alla
dohianzions di siarezza del piodolio. Smalliia 1 camponsnic conlormemento fls normalive locali
igentt

CONPOSIZIONE
Componant  Conlienc  Dascrlzlona Preparazlono
Thiembn Tme  10x1mL Ogai flacone conliena una Ricestiluira il reagento corn i

(MEF 5382H)  preparazione liollizzata di volume raceamandalo di acqua

loxzml  lrombinabovina con lumponie  dislilata

IEF S50 sabitzzaor | oagens T1nl. - REF 53321

ocSml  ricoslitilo contiona <10 NIH 2l - REF 5392
(REFSITT) il & homoina, Ieagenta ml- REF 5377
deve apparira sollo forma di Lasciare tposare per § minull

lappo Fail zzato di colore bianco.  quind miscelare delcatamente
pet Inversiona e lraslerie in
una provella in plzslica
1eagente iicoslittito dovo
apparire solto lonna ¢l
luz col

Ogni il contiene un laglio procedurale,

MATERIALE NECESSARI, 1A NON IN DOTAZIONE

£ possible uliizzare qualsiasi situmento di coagulazions S ————————
1zl in grado di ss=guire i test del Thromkin Tune,

CONSERVAZIONE, VITA UTILE E STABILITA

I rengenfi non zperti sana siabill fino alla dala di scadania indicala se conservall nella candiztoni nportale
sulllaguna 0 sclVelichslta del ki

Trrembin il reagento sicostituilo va conservalo ad una lemperalura di 2 <67 i roats stahile gint
Timet 14 gloint oppure a -20°C per | mese.
It reagent iicosliuilo puo assete Inollie conservalo allinleino di uno stiuinznio
folorotico Sysinox GAT500 per max. 7 giomi,

RACCOLTA E PREPARAZIONE DEI CAMPIONI

Nel coiso dellinter procecuia & necessanin ullizzare plaslica o vetro siiconizzalo, Il sangue (9 part)
dave essere raccollo in sadio citvalo al 1,2% o 4l 3,8% come anficoagulanis (1 parte)., Soparats il plasma
n € gmm a cenlnilugazione a 1500 g per 15 ininuty, Il plasma deve essere conservalo a ‘2 ='8°C o
18 —*24°C, | ‘esl devono essere complelall enlro 4 bre dalla raccolla dei cumpioni; raliva. il
plasma puu essore consanvalo cangelalo a -20°C per 2 setlimane o a -70°C per § mese. Dacongetars
rzpilamenle a 37°C pima di eseguie 1 losl. Non conservare a "37°C per cltre S nunul®,

PROGEDURA

I Raccoglure ¢ reparare il campion di sangue conlormemene wlle isiruzioni 1ipotata nel paragralo
"Haceolla det campian prepaiazian
2 Ricostiuue il plesma di conuallo seguundu Te Indicazioni forite nellngerto conlonulo nella
canfoziune dr ciascun conlrotlo,
3, Prepaiare Il reagenie da ullizzare nella procedura conlormemente alle islruzioni i acosfiluziono
norlate nel paragrala ' Composizione”,
4 Esegure lulli i fest per 2 volle. Calcolare il lampo di coagulazione media per Ie ipelizion: de lzs|
con un arprossimazione a 0,1 secondi, | singal va ori devono rienlrare in una ollaranza di <5
ispallo o velore medo,
Melodo Manuzle
1. Pipeliara 0,2 ml oi plasma del paziente o di plasma di conlrollo in una provella di reazione.
2. Incubare a ‘37°C par 3 minuli
3. Pipeliare 0,1 mL di reagenle per la determinazions del Thrombin Tima nalla provalla di reaziona
conlencre il plasma del pazienie o Il plasma di conlrallo, aionando conlempsraneamsnte un

umer
<. Registrars il lempa di fainiazions dsl coagulo con un'approssimazionu a 0,1 socondl,
Heludo Aulomalico

Fare ritenmenta al manuale ulenle della stumento appraprialo per isiruzioni detlagliale appure conlallare
Helznn Biosciences Eulone per I3 nole appicalive speciiche dello sirumenlo,

INTEHPRETAZIONE DEI RISULTATI

I isullal redabwr al test del Thiambin Time dovono cssero indicall con un'approssimazione a 0,1 secundi
It rarge noimale (soliamente part alla media 2 deviazioni standard) deve essere slabilto da ogni
singolo laboratorin. | risullali che luoriescona dal range noimale devana essere consideinli come
wnowall, st rzccoinanda perlanto di esaguire lest di follow-up.

LIMITAZIONI

I vaian previsti aei 1 1es ¢ celerminazione el Thrombin Time possono variare da un laboratorio allalto
in funzione della tecnica ulitzzala, Il melado di rlevaments del coagulo, la lemparaluia, I pH, la fecnica
di ruceolla, 1l 1o di anlicongulante, il tempo e il meludn m conservazione dei campioni sono elementi ds
sticma nnportanzo. La racealla der campioni di plas conservazione davono essere
andardizzale e controllale con particolare atonzions, 1 nsohal imprevisii devono sssere conlennall
esecuendo ullenorl 1ozt

Ollre atta cavsa der lempi dh lrombina prolungall indicala, secondo un rapporlo niolli pazienti atat da
amioicos: sislenica con gomphcanze aniorragiche p3ssono piesealare un nibifore circolanle, che
miatunga 1l Thiombin Time®. Inolire, 1 livelli terapeulici & epurina passona eliminaie complelamente s
coagulaziane 2l les! del Thioinbin Tine, sabbene la nculralizzazionn can protamina scllalo o polbrene
dovrzboe correqgere il Thrombin Time'.

CONTROLLO QUALITA

Qgni laberalaiin dave definre un pragramma di conliatfs qualila. | plesmi di conlralta norma e anormal
diycna essore lestali prima i ogui loko di campioni di pazient, per garantive un livello prestazionale
sulisizcents 58 per quanio ugualda [0 shumenlo che per Ioseralore. Qualora i coboll non
tunzionassaio come previsto, | syl |anivi ai pazienli dovranno essere considsrall non validi,

I1e'3na B osciences Eurape melle a dispasizione | seguents conlroll ullizzabi con queslo pragotto

e Foutme San

PEF 513

WALORI O RIFERIMENTD

Per la sicure2za del pazienle. & necessaiio che Il sislerra sia monjloalo confinuainenle Ua un operators
quztilicato. Per 1ale molive c'ascun |aboralonio dovra elaborare i propri rangu di iferimento,

CARATTERISTICHE PRESTAZIONALI

Le soyuenli carallensiche prestuzionali sono state delermnate du Helena Blosciznzes Ewiops o dei

propetiapprusentzni
Precisione
Praclsione inlra-dosagglo Pracislone Ua | dosaggi
Campione n Formaziane del coagulo CV Formazione del coagulo cv
(secandi) (%) (sscomti) (%)
Noraah 10 125 AU s .28
RIBLIGGAAFIA

1 Laposala of akThe Clinical Haemuslasis Handbaok, Yeatbuok Medical Publishers Inc., p219, 1983

2. Thompson AR and Harker LA, Manuzl ol Harmosipsis and Throinbos's. 3id Ed., A, Davis Co,,
p62, 1963
3 Delant VR Laburalory Tes! Handbonk, 21d Ed., Jacobs D.S. et al Eds Laxi-Gomp Inc,,

4 Clinical and Laboratory Standascs Instilule (2098) Golleclion, Transparl and Processing of Bload
Spec mens lor Tasting Plasma Coagulalion Assays and Molecular Haemaslzsis Assays:
Appioved Guidzlng, Sl edn. CLSI: 1H2)-A5

eau DA ef af, (1281) Inhibilor of he Thiombin Time in Syslemic Amyloidosis: A Common

ulation Aunoimally. Biood, 77:2637-40

. Desachas Ing comporienled di EonfoImEad ton s nanmaivng caes.

i [P OSICHN

¥
i
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tampnites y aslalikradons, Ei agun destbadal
i

faxaml

(HEP 5a83) 1 .~ FEF 5307
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#1500+ g duranie 15 minceus. Bl plasms deba canservar HG 0 16 =" Las primbwe
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d

{Eeafar) Banninasey @0 4 homs duste b recogide dn s -uunal-ai u 2l plasms |--suu sonir
gelaco @ 70°C durantn 2 semana o -70°C durinits § mes. Duszorgetnt répiden @ 370 artes
In prupbe. No conierval & '3770 dursain més do 5 mi

realiy;

FROCEDIMENTD

Firicoju ¥ b T v tra din sangne de upuerdo £oN lis munctiones esbazadey en "Aecogds
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Heconaliuya el plasma contrul 08 Scissedo con o prospecty inghaks can
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Fleziez foras lan prustin o SUpkCads. Cateule ol liumps da coagulicion meco de ins
hasln s Blisd dn 0,1 saguindos, Log valones individualos daben

e valar metio;

Baiar B0 0 554

Mptodn Manual

Fipstbai 11,2 . ted plastna el paciends 1f ol plitena cantrol an un bt de reacciin

Incue a "37°C curart 3 minibas.

Pipates 0,1 il co 'BaCIN\;‘In Thiormiie Time &4 WD 68 raccion que corliens planma del

patierdn o eontrnl srmarchs s
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INTEAPRETACION DE LOS RESULTADOS

Lqs rexuliados dn la prunba de Thiombin Tims daben comunicarse & lge 0,1 sagundoa mis prisimos.
Cara faburasario ety ealabiecir ol ssenaln noemal (abifunlmenes, U nadia 42 degviaclana estandail,
s rusuhation funra def intarvato normal debien conpkesanss anonrales  debon realizaree nndobas do
sdgumienty,

LIMITACIONES

Lae valores esperadas para li prueba del Thiombin Time vanaian tle un |xboralorio a olra aepsndlnnau
o Ia léciica usada. € malodo de delaceion de lus codgulos, | temperalura. el bk, 2 da
rufogida, el fipo do auncoagmame ¥ el fiempo y el mélodo de almacenamienio dn la misiea son lodos
de racogida y do 135 muestias da plasma deben
¥ cunvmmse i Los resullados o5 deben meriiante
peliabian adicionales
Jdemiis de | causa de slurgamiento ¢2 los Tiompas de Coagulacion de la Irombina indicada, un in‘orme
1 sugerido que muchas pacicnles con amiodcs s sislémica con coinpiicaciones de singrada pueden
Jehier un inhbidor cireulante que prolonga e Thiombn Time®, Ademas, los niveles lerapeuticus de
alina pueden aboll por comploio la cougulacién en la prugsa del Thionibin Time, aunquo 1a
Liralizacion con sullalo de prolamina o polirena deba carregir el Thrombin Time'.

=
el

CRNTADI DE CALIDAD .
-4 laboralorio debe eslablecer Un progiama de conirol de calcad, Los conlioles nannales y
arfoimites deben estudiarsu anles de vada lole de muesiras del pacienlz, para asegurar un
tuhednramionia adecuado del inshumento y el operador, Si los canircles no se realizan como s¢
esperaba, los resullados del pacienle deben cansiderarse invalidos.

Fidiertn Biaciarvess Europe suminisira los siguientas conlolss dispontbles para usar con este produclo

AEF 5186 Aouling Conlrol N
RET 5187 RAouling Conlral A
REF 5181 Raulina Gonirol §A

VALORES DE REFERENCIA

Lefs valores de 1e’erencia pueden vaiiar enire (os laboralorios dependiundo de Tas tecnicas y sistemas
isadas Por osla razén, cada laboralonio dehs eslablecer sus propios intervalos de relaroncia,

CARACTYERISTICAS FUNCIONALES .
La siguivnles caraclerisiicas de rendimienio han sido defermnadas por Helena Bioscisnces Europe o
= repeozatitania;

Prieclaian
Preclsion Inlra-ensayo Preclsion inter-ensayo
Mjwalta  a Formacton def cosguio CV  Formacion del codguio cv
(segundo) (%) (segunda) (%)
10 125 1.43 125 1,29
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