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Declaration of Conformity

HL-7-0138DC DOI 2015/07 (7):

In Application of the Council Directive 98/79/EC on tl
the laws .of the Member States relating to In| Vitro
Devices & CE marking.

Declaration of conformance to applicable sections of

Requirements and Annex Il (EC Declaration of Con
sections 2to 5. The below listed products are not classifie
A or B. Access to the appropriate technical files will be

appropriate body in the event this is required.

Product Description
Code

5187 Routine Control A

|, the- undersigned declare that the devices registered aga
Classification Code|conforms to the said Directives.

Full Name:  M.J. Stephenson Title
Signed: % M /M Date
{ A"‘-"’\._.

Tel +44 (0)191 482 8440 Helena Bidsciences
Fax +44 (0)191 482 8442 Queensway South,

info@helena-biosciences.com Gateshead, Tyne a
www.helena-biosciences.com United Kingdom

hélena

| Bigsclences Edrops

he approximation of
Diagnostic Medical

Annex | - Essential .
formity) imposed by
d under Annex Il Lists
made available to the

GMDN
Classification Code

30590

nst the above GMDN

Managing Director

;28 Jul 2015

Europe
Team Valley Trading Estate,
nd Wear, NE11 08D,




Declaration of Conformity

HL-7-0137DC DOI 2018/07 (7)

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

Declaration of conformance to applicable sections of

Requirements and Annex: lll (EC Declaration of Con
sections 2 to 5. The below listed products are not classifie
A or B. Access to the appropriate technical files will be

appropriate body in the event this is required.

Product Description
Code
5186 Routine Control N

l, the undersigned declare that the devices registered aga
Classification Code conforms to the said Directives.

Full Name:  M.J. Stephenson Title
Signed: %{M /% Date
Tel 44 (0)91 482 8440 Helena Biosciences
Fax #+44 (0)191 482 8442 Queensway South,

info@helena-biosciences.com Gateshead, Tyne.a
www.helena-biosciences.com United Kingdom

hélena

| Biosciencgs Europn

he approximation of
Diagnostic Medical

Annex | - Ess’enitial
formity) imposed by
d under Annex Il Lists
made available to the

GMDN
Classification Code

30590

nst the above GMDN

Managing Director

128 Jul 2015

Europe
Team Valley Trading Estate,
nd Wear, NE11 08D,




Coagulation Control Plasmas

REF 5186 Routine Control N

REF 5187 ne Control A
REF 5183 Routine Control SA -
REF 5482 Routine Coagulation Control Set

C€ D)

PROCEDURE

Each conlrol
parficular test proioeot

e SAME MaNnat as e WAnaWT SPecimen i atcardancs wilh the insructions oulin

INTERPRETATION OF RESULTS >

Routine Caniral fI'should giie values within i@ laboralory normal range for PT, aPTT and fitiriregen assays Rouline Corral A and
Aoutine Contral 4 have bean standardised 1o proongsd and mankedly profonged n._ and mvS_. tmes respectively, Lot ang
restmie Sk Expaciad values re provided with eash pack of Sortiok

LIMITATIONS

Tha resulis coteied weh Cosgulaton Carire Plasmas. oapend on several tacion strongly ssssciated wih insirumaration. 1o
reagents, defisient sutstrates and mhoralory to lsboratory varatcns™ =~ Each lberalory should establish an sxoncied range
he partiular nstrument-reagent sysam.

Each laboratony should uw_iEW_ & qualny sontral pregram, Monmal snd abnonmal control plasmas should be tased pricr 1o sach
Gatch of patient sampies, 1o ersure satelaciary ifsinement and cpermtor parformance - conrols do mof perdarm 2 expected,
patient resuhs shouks te considered imvalid

REFERENCE VALUES

Reference values can vary between

jues can va oratories onthe

‘Shoufd esiablish its own relerence ranges

PERFORMANCE CHARACTERISTICS

The (allowing pertormance have been det d by Helena Biosciences Europe or their repy
opto-mechanical coagulation instrument, Each laboratory should establish ils awn performance data

s using an

PTCV (%)
: 101

Fofine Contral A NPT

Foutine Contral SA 103

A systems in uea, For this reascn each laboratory_

LIMITES

> obienus svec le Coagulauon Contiol Prasmas dépendani de plusieurs ¢

s aves [nstument.
cés et les varr r-laboratorzs’ 27, La

e Lne BlEgE pravae

CONTROLE QUALITE

Chague laboraloire dos ¢adlir un programme oe cortrdle qualtt. Les olasmas. da CoOITE. NONMALX &L SnOMLEUA SOt Alre
strument et l'opéraleur ofirent des performances
salistaisantes S) les contréles ne donnent pas les resullats prévus, les résultats du patienl doivent &ire considérés comme non
valables

VALEURS DE REFERENCE A

Les valeurs de reférence peuvenl varier dun Jaboralolre & 'autre suivant fes techniques et les sysiémes uilisés C est pour celie
*aIS0r, QU apparlien!  chague faboratoire de determmer ses propres plages de référence

CARACTERISTIQUES DE PERFORMANCES

Helena Biosgiences mcaum ou ses mandatares ont délerming les caractéristiques de performance suivarfas en Lsitsant un

imert de i vique. Chague don etablir ses propres données de performance
Reproducti .
Echantiifon [0 TCACY (%) TP CV (%)

3 283 101

= 276 171

5 172 103

in Coagul n Assays. AJCF, 55:561-564
3 Palkult HA and Longberry JR (1873) A Precision Study ol Coagulation Factor Assay Techniques, AJCP, 59:231-235

Helena Biosciences Europe, Queensway South, Team Valley Trading
Estate, Gateshead, Tyne and Wear, NE11 0SD, United Kingdom
__Tel: +44 (0)191.482 8440

Fax: +44 (0y191 482 8442
info @helena-bios

TCEes.Com

Web: www.helena-biosciences.com

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

Coagulation Control Plasmas en
instructions for use
INTENDED vcvawm

The Caaguiation Control Plasmas kit is ntended for use as a qualfy control materia

Routine Centrol N, Rouline Coniral A and Routine Cantrol SA are for usa as normal, moderately prolonged and markedly prolonged

controls lor PT and aPTT assays. They are also assayed for Fluriogen, TCT and ATIII, and are prepared Irom nommal human
plasma.

WARNINGS AND PRECAUTIONS

The reagents cortained in this kit &e Ier i vilr .*ymann use only - DO NOT INGEST. Wear appropnate personal prolective
equipment when handling all kil compenants. Aster ta the uaa_..n satety declaration for the link to appropriate hazard and
precautionary stalements whete appiicibie. Diszosa of somp with local

Blpod proalecte have besn sereonad and laund negative (uriless sferwise stated on The ¥ box o vial) for the presence of;
Hepatils B Anfigen (HbsAg)

HIV T antibody HIY 2 antivody

HCW antioody

However they should be handled with ihe same precilgions &5 a human palient sample

COMPOSITION

_Component

referance walues inser.

Each vial contains 1 mL of buftered, lyophilised Human plasma,
Preparation: Reconstiiute each vial of the appropriale cortrol with 1 mL of dstiled or deianised waler. Swirl gently. Allow o stand
Jor 16 minules for complete dissolution and mix well before use.

TEMS ImDC_Em_u BUT 20% vIO<_UMU

__,_m_E:_m:_ in

conjunction with al suilable, commercial reagerts.

STORAGE, SHELF-LIFE AND WAbm_F_.ﬂ<

Unopened vials are stable until the given expiry dale when Mn:mn :_._nma conditions indicaled on the vial or kit label The
reconstiiuted controls are stable for B halrs when kept at ™2 —"8°C or 4 weeks al -20°C when flash frozen. Keep covered

SAMPLE COLLECTION AND PREPARATION
Not applicable

BELIDGRAPHY
1. Kirkwood TBL ef al, (1977) Identification of Sources of Variaton in Faclor VIll Assay, British Journal of Haemalology,
7:559-568.
2 Goldenarb MD (1971) Reproducibility in Coagulation Assays, AJCF, 55:561-564
3. Palkuti HA and Longberry JR (1373) A Precision Study of Coagulation Faclor Assay Techniques, AJCF, §9:231-235

Emmammamno::o_mamnomoc_mzo: ._n_\
Fiche technique

UTILISATION
Le kit Coaguk

n Control Plasmas g5t gestind & &tre utilisd comme prodult Se corirtile n:uﬁo

Les contrdles Routine Conlral N, Routine Control A et Routine Control SA serven! de Iémoins normal, modérément prolongé et
nemement prolongé dans les déters ns du TP 2 du TCA Le fibrinogene, 1z TCT o ont &1¢ dosés ot fis 5ont préparts &
partir de plasma humain normal

><mx._._mmm=_m5w ET vxmﬂbc.:OZm

Les réacifs du ki sont 4 usage diagnastiaue in vito niquement ~ NE PAS INGERER Porter un équipsment de protection
Inchiciutse wepopnd (o3 de la manipuiation de tous ies composants du kit. Consulter la fiche de dannées de sécurie du produil
paur otonir e fien vars les phrases de nisque et les consells de prudence le cas schéant. Eliminer les composants contormément
A dgiemerations oeales

Un dépistage des produils sanguins a été réalisé el a donné un rési
fiacon) quant 4 la présence de
'hépatite B (AgHBS)

t négatt {saul mdicalion coriraire sur iz bofte ou K ou sur ia

les mémes pré que cales i pour patents humains.
COMPOSITION : -
REF  Composant nt Description
5186 Routine Cortrol-N B ximL Préparé & pantir d'un pool de plasma normal.
5187 _ ___ Routine Control- A — —— - 10 xAmL Préparés & partir de plasma humain adsorbé
5183 Routine Control - 0xImL Préparés A partr de pl humain adsorbé

\\w‘w&mp\ — -Routine Caagulation 00::0_ Set:

-SA,
Chaaue kit conient une fiche technique
Chaque kit conlient valeurs de réference spécfiques dulol

Chaque flacon contient 1 mL de plasma humain tamponné lyophilise.
Préparation: Reconsutuer chaque flacon du conirdle approprié avec 1 mik d'eau distilée cu cémomstn. Agtsr doussmant. Atendre
10 minutEs jusqu'a disselulion 1olale el bien mélanger avant d utiiser,

MATERIEL NECESSAIRE NON FOURNI

rm Coagulation Control Plasmas peuw Elre ulilisé dans les analyses réalisées sur des instrumets nm nommc_u:c: Eoom:,a:m ou
les réadiils vendus dans ls commerce ——— -—————

- - —--—phalc-optiq

CONSERVATION, DUREE DE VIE UTILE ET STABILITE

L= figcons non-ouvens sont wables kisgu'd-la date-de-pérempticn. indiqués- Tis-sons- uu.._..ﬁ_._..wﬂamzw {es-conditions-indigutes st
I'8tiquenie du kit ou du Hacon. Une [ois reconstiués, les commias sant stabies B heures entre *2 —*5°C ou 4 semaines & -20 °C en
cas de congélation instantanée. Couvrir le produil

PRELEVEMENT ET PREPARATION DES ECHANTILLONS

PROCEDURE

Chague coniréle dou étre :m:m de la méme manigne que | Rehanifion a.anayser en observant les instruchions oe chague proloccle
specilique

INTERPRETATION DES RESULTATS

L= Foutine Gontrol N ot donner des valeurs se situan! dans fa plage normale du laboratoire pour le TP, le TCA ef le fibrinogéne
Le Routine Ceatrol A et Je Routine Contral SA o &1é standardisés pour donner des lemps TP et TCA prolonges ef trés prolongés
respectivement. Les valeurs prévues specifiques du lol et de I'nstrument sont fournies avec chague kit de conlrdles

Kontrollplasma fiir die Gerinnung
Anleitung

de

VERWENDUNGSZWECK

Das Ci

Contral P Kit ist 10r die Qualila rgesehen

Routine Centrol N, Routine Conlrol A und Rouline Control SA sind als normale, maBig verzogerte und stark verzogente Kontrollen
fur PT und aPTT Tests geeignet. Sie sind auch aut Fibrinogen, TZ und AT-lIl getestet und werden aus normalem Humanplasma
hergestelr

WARNHINWEISE UND VORSICHTSMASSNAHMEN
Dl in-diwseen--Kit _..: die Verwendung von in=vitro-Diagnosen vorgeseher. NICHT —
WVERSCHLUCKEN. Tragen Sie baim :_.._mjd .sn samtichan Komponenten des Kits geeignete Schulzausristung. Beachlen Sie
pogebenenfails die Verwsise adl ertsprechende Gefahren und Vorbed gen In der g.
Entaorgen Sie die Kemponamen gemdd den Srifichen Yorschrthien.

Die Blutprocukte wurden ::_07:01_ und sind fir

lgende Gene ohne Befund (soweit nicht anderweitig aut der Verpackung oder

..:< Anlikorper 2
nHKOpET

jedach mit den gleichen Vorkehrungen zu whe Proben von menschiichen Patienten
ZUSAMMENSETZUNG :
REF  Komponente Inhnit Beschroibung

Aoutine Conlrol - N

Jedes

Jedés oder Wasser 1 Leicht
schwenken, NCS volistindigen >c=nmm3 10 Minuten lm_._n_._ lassen und vor Gebrauch gut mischen

Y enthalt 1 mL.

EAFORDERLICHE, ABER Z_OIA z_:om_n_mﬂmm._‘m ARTIKEL

Coagulalion Conlrol Plasmas kann in Verbindung m aien entsprechenden kammerziellen Reagertzien ber der DurehiChrung von
Testsan oder I verwendel werden.

LAGERUNG, HALTBARKEIT UND STABILITAT
Ungeofinete Flaschchen sind unler den au Verpackung oder Flaschehen angegebenen Lagerbedingungen bis zum aufgecrckien
Verfalsdatum stabl. Rekonstilulerte Konlrollen sind bei "2 —'8°C 4 Wochen stabl bzw. 4 Wochen ber -20 °C, wenn

PROBENENTNAHME UND <Omwmxm=czm

Erafalit

VORGEHENSWEISE 3 m

dede Homrofle-solte gemid dem Ardsitarigen Ser iroslmes Testpredckeolle wie Uroeismmte Probe be s werdvn
INTERPRETATION DER ERGEBNISSE

FRoutine Control N salle for PT, aPTT und Fibnnogen Tests <<m;m im Normalbereich quUm: Routine Control A und Foutine

Conlral SA wurden bzw. stark PT und aPTT Zeilen 2u ergeben Chargea ;_._u Gerdle
spezifische Normalwerle sind Kontrollen enthaken

m_szIIMZXCZOmz

Die mit Coaguistion Control Plasmas erzielen Resullate hingen von mehreren Faktoren ab, die stark mit _ummm: Gerat, den
verwendelen Fleagenzien, mangelnden Substraten und Unlerschieden zwischen den Labors in Verbindung siehen’ <~ Jedes Labor
solte daher tix j#des Gerate- y einen eigenen erstellen

QUALITATSKONTROLLE

Jedes Labor muss fur eine eigene Qualitatskontrolle sorgen. Normale und palhologische Kontrollplasmen mussen vor jeder
Tesireine mil Palienlenproben gelestel werden, um eine 2ulrieden stellende Geralieisiung und Bedienung zu gewahrleisten. Liegen
die Kontrallen auBerhalb des s, sind die nicht zu verwenden




REFERENZWERTE

Zwerte Roriner e nach TECHnik und verwenderem Sysiem won Lupar ou Lance umerscreedicn sen, Aus dessm (Gung
des Labor seine eigenen Referenzwenberaiche erstellen

LEISTUNGSMERKMALE

Die folgenden Leisiungseigenschalten wurden von Helena Biosciences Europe oder in ihrem Auftrag mit einem cﬂo.;mnxm:ﬁn:mz
Om::_._c:ommma_ ermittelt Jede Labor muss seine m_um:m: Werte ermiteln,

Reproduzierbarkeit
Intra-assay-Prazi

Probe

n aPTT CV (%) PTCV (%)
Rouline Control N 5. 283 101
Routine Control A -3
flodMe(Contrl SA B s P :
LITERATURVERZEICHMIS : gl
1. Kirkwood TBL ef i, (1977) Idermication of Sources of Vanation in Factar VIIl Assay, Srtish Joumal of Haematology,
37:559-569.
2 MD (1971) ity in C ion Assays, AJCP, 55:561-564
3. Palkuil HA and Longberry JR (1973) A Precision Sludy of Coaguiation Factor Assay Techniques. AJCR, 59:231-235.
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istruzioni per I'uso

SCOPO PREVISTO

1l kit Coagul

n Control Plasmas & concepitn per Fusa come matenale di comnollo quaita

Precisione intro-dosaggio

n SPTTCY (%) PT CV (%)
5 283 101
b 278 in
Roline Control SA . 5 172 103
BIBLICGRAFIA
1 FikoWocd TBL ef sl [1977) Iderificatin of Soutces of Varaton |n Facter VI Assay, Bnbsh Journal of Hacmalology.
37:558-568
2 MD (1571) ibilicy in Coagulation Assays. AJCF! 55:561-564

3. Palkut HA and Longberry JR (1973) A Precision Sludy ol Coagulation Factor Assay Techriques. AJCP, 59:231-235

Plasmas de control de la coagulaciéon
Instrucciones de uso

es

USO PREVISTO
] Lo prewisto e kit Coagulaton Conirct Plasmas #5 cams material ge conticd ge caidad
Rautine Control N, Routine Control A y Routine Conlral SA se usan como controles normal, moderadamerte prolongade y

para tas de TP y TTPa También se valoran para iibrinbgeno, TCT y ATI y se elaboran a
partir de plasma humane normat

ADVERTENCIA

Vnm(l:l.o_lmm

Los reacivos que contiene esie kil son stlo para uso de diagnstico i vire: NO INGERIR. Lieve el equipe de prateccion personal
adecuada cuando ulifice (0dos los companentes del ki, Consulte Ia declaracion de seguridad del producto para saber mas sobre

BIBLIOGRAFIA
1 Kirkwood TEIL rf af (18771 I
37:559.558
2 Golue
3 Palkut HAane roéomi JR (1973 A Precision Study of oSuz

n Factor Assay Techniquas, AJCP, 58:231:235
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Komnnaxt Coagulation Conlrol Plasmas. )

T mn

KonTponie nraae | -KOMTDON, wavecTea, vopuas, «KONTROT, KINGCTEa, OGN 1TONOrun~, <KONTROM, WaNGCTEa, yueparrio

DLIPAKOHHAR NATONOMMA- — KOWTPONK KAMBCTBA C YMOPOHHD X

NAPUMATAHI TPOMBONNACTUrEBIM pemanow (ATTTEVAUTE) n ot powbitomms abawanew (HE) U ravok0 womio ucroneosare amn
Gubpnrorora, eponarn (TB) v arTuTpoMbING KoTpoau npuroToaneme w3

4BNODONMDCKOM NNAIME! NDAKTUHECKM ADOPORKIX IORGH,

o nymne

anuiusxﬁ: R A3HHOM HIOOPO POANOMTE NPOHATHAYGHE TONSKD AN 1 Vilr0 auarkocTuki— HE (IPUHUMATL BHYTPb! Npu patote co

BETMM TR TN 100pa cpancTua sauTal, B Cyuan veoBKOIMMOCTH O
o voR0nMA anA © TRy onacroro
s Ynaneruo T " © MOCTHLMM

MPANIPaTE! KPODU Geufiv NOABOPIHYTES CXPMHAHTY W MOWAIAPW CTHIATIAMILS (R rmTAT (N 16 SOpOfne. o KOG yrakoeas
KOMANDXT 1714 HO NPOBIPKS MO YKAIZHO MHOG) Ha:

AnTurom v reraary 8 (HbsAg)

Anrurons « B 1

AnTaTera « BIAN 2

Awvurena x oupycy ronatura G (HGV)

TOM HE MEHAO C HAMK CANRYST OGPAWATEER, COBMIONAR T6 O MBPE: 410 W P & ohpaniou,
las indicaciones adecuadas de advertencia y riesgo  Desechar los componentes de conformidad con las normalivas locales or wenotexa
Aoutine Corlrol N, Aoutine Conlrol A e Routine Control SA sono destinati ad essere utiizzati come controlli rormal . ) ) .
te prolungati e te prolungati per | dosagg! di PT e aPTT. Essi vengona dosati anche per fibnnogena, TCT La sangre se ha someldo a pruebas que han resultado negativas (a menos que se Indigue lo contrario en la caja del kil @ en el vial) <& TR i
2 AT & ey ordcacall £on Slagma Lmano formals, de i3 presercin g i Kommonerer = T T
Antigeno de la hepaltis B (HbsAg) el )
AVVERTENZE E PRECALZIONI 5185 KOWTpons kanocTsa, Hopva 10x1 M

| reagenti contenuti in questo kit sona destinati esclusi
attrezzatura protettiva personale duranie la ione di tutli i

e di pericolo, laddove partinente, lare rilenmento alla dichiarazione di sicurezza del pradoito. Smalli
alle normative locali vigent

| prodotti emalici sonoe stali sottoposti a screening e trovati negalivi (salvo diversa indicazione sulla conlezione del kit ¢ sula fiala)

Anticorpo HCV
Questi prodotti devono lunavia essere manipolati can le stesse misure precauzionali adottale per Un campione pazients UMana

— COMPOSIZIONE

" Descrizione
Preparato con un pool & plasma nommale
Preparali con plasma umano adsorbito,
Preparati con o adsorbi

Componante
Routine Contral -

Routine Conirol -
mOS_:m Control - SA

Iximi

rfermento specit

ndere 10 minuli per consentire al prodotio di sci

i compietamente e miscelare bene pnma dell usa
MATERIALI NECESSARI, MA NON IN DOTAZIONE

I Coagutation Control Flasmas pud essers b:«u._u chrante |
o foto-ntico in combinarare con b

SN u_ beat st quinksai rumeTto df Bnﬁ.ﬂnﬁ..a]wssnb
i reagenti donei disponibs in commerc,

OOZMMI()N_OZN. VITA UTILE E STABIITA

Ogni riferimento a nomi e datl utilizzat negli esempi & casuale, se ron spegificato diversamente. ! controlli ricostinuti sono stabill per
8 ore se conservali a "2 —“8°C oppure ¢ setlimane a -20°C se congelato mailo velocemente Manlenere i prodomi copert).

RACCOLTA E PREPARAZIONE DE1 CAMPIONI
Non applicabile
VNQONUCND

Ogni controllo déve essere tratato seguendo la stessa procedura adotala per il campione non nola, contormemente ale istruziant
fiportate In ciaseun protocolio di lest specifico.

INTERPRETAZIONE DE! AISULTAT
Floutine Control N dzve fomire valon compresi nel range narmale di laboralonio per i dosaggi i PTLaPTT e brinogena. Routine

Control Ae Routine Conlrol SA e m_m__ per lomnire, . tempi di PT e aPTT prolungali e marcalamente
i ! fofto e lo sirumento vengona fomiti con ciascuna confezione di com

da i fation, otr te legatl alla & jone, ai
:uo__ laboratori'>3. Ogni taboralorio dovrd definire un range di

tipi di reagenti, a substrati carenli e alle variazioni dovute ai
per il sislema 0

CONTROLLO QUALITA

Ognt it trailio qualita;
di ogni lotlo gl eampicni di magienti, per gamniin un liveilo 58 PEF qUania Figuards o par
I'operatore Cusilara i centralli nan funzionassen rome previsto, | nsultal ralaiiv &l pazentt dovanno essars conmderali non wdi

VALORI DI RIFERIMENTO

Per la sicurezza de) pazienle, e necessaria che il sistema sia montoraIn confNUaMEnts da n operatore qualficalo. Per taie moliva
ciascun laboraloria dovra elaborare | prapri range di riferimenia

CARATTERISTICHE PRESTAZIONALI

Le seguenli caratlenisliche pr
It

fi sone state
lizzo di uno strumento di opto-

da Helena Bioscien

< Europe o dai propr rappresentay
Ciascun

dovra pentanto elaborare | propri dall prestazion

Anticuerpos del VHC
Sin embargo, deben manipularse con las mismas precauciones que Lna muestra de un paciente

COMPOSICION

10 %1 mL
10x1mL

‘Rottine Control -
Routine Contral - SA
oagulalion Contral S

de plasma humano adsorbido
m_maoam: a nN:: de plasma humaro adsorbido.

. PowreCowol:N . aximL A e ]
Routine Conlrol - A SxtmL
Routine Conrrol - SA 3x1mL

Cada kil contiene :mﬁ:on.c:mm nm uso

Cada vial conliene 1 mL de plasma humano tamponado,

Preparaclén: Reconstiluya cada vial det control adecuado con 1 mL de agua destilada o desionizada. Agite suavemente. Deje que
repose durarte 10 minutos para que la disolucién sea completa y mezcle bien anles de su Uso

ARTICULOS NECESARIOS NO SUMINISTRADOS

£ Coaguation Contral Plasmas pueds usarse cuando e realizan prusbas con cualquier instrumento de coaguiacion mecénica o
1olo-6ptica junta con Lodos 05 reactivos adecuados, comerdales,

ALMACENAMIENTO, CADUCIDAD Y ESTABILIDAD

Los viales no ablertos son estables hasta la lecha de caducidad indicada n_._m:no se conservan en las no:n_n,o_._mm indicadas en el
vial o en la eliquela del kit. Los controles recanstuidos son estables durante B horas cuando se conservan 2 "2 —*8°C o durante 4
semanas a -20°C cuando se comserva con congelacion instanlanea. Manténgase cubiero.

RECOGIDA Y PREPARACION DE LAS MUESTRAS

No epticable:

vIOONU:s_mZ.MO

Cada conirol_debe Iratarse de 1a misma forma que la muestra descanacida, de. acuerdo con las instrucciones Indicadas en cada
profocolo de prueba concreto.

INTERPRETACION DE LOS RESULTADOS

Routine Conlrol N debe dar valores dentro del intervalo normal de laborals

0 para TP, TTPa y valoracionss nm ibrinégeno. El
Ay el Routine Control SA han Sdo estandarizados para ¢

jempos de TP y TTPa le
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prolongados; respactivaments. S aponan los valores asperadas bepecilicos de Jote y de instLmenta con cada paquete de
controles,

Eg_._ﬁo_ozmm

Los resultados obtenidas con Coagulation no::o‘ Plasmas umnm_.am: de_ varios*
i y entre
un ntervalo esperado para ef sislema nstrumento-reactive concreto

ores fuenemente mmoo_muum a _m
2% Cada debe

CONTROL DE CALIDAD o T .
Cada |aboratoria debe establecer un programa de control nm calidad. rom Emwim de cormral nori m._mm y anormales deben
_estudiarse_anes de cada Jole_de muestras del pacienle, para asegurar_un tur adecuado to y-el.-operador, - .

Si'tos cortroles no se realizan como se esperaba, los resultados del paciente deben considerarse _:<»:n0m

VALORES DE REFERENCIA

Los valores de referencia pueden vanar enire los faboraloros amvma,mao G2 fa= hcricas y sistemas usados. Por esta ruzen
cada laboratorio debe establecer sus propios intervalos de referencia

CARACTERISTICAS FUNCIONALES
Las i de

han sido
un insirumento de coagulacien opk . Cada

por Helena
debe

Europe o sus
sus propios dalos de rendimiento

usando

I.-:On u

TTPa CV (%)
283 ) 101

Muestra
Routine Control N
Foutine Control A
Routine Control SA

TPCV (%)

o ... =
172 103
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1. Kirkwood TBL of a1, (1877) Ide
2 Goldenlarb MD {1971) Reproducibilily in Goag L AJCR
3. Palhuti HA and Longbarry JA (1973) A Precision Sludy of Coagulation Faclar Assay Techiques, AJCP, 59:231-235
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HL-7-0511DC DOl 2015/08 (4)

In Application of the Council Directive 98/79/EC on ti
the laws of the Member States relatlng to In\ Vitro
Devices & CE marking. | |

Declaration of conformance to applicable sections of
Requirements and Annex Il (EC Declaration of Con
sections 2 to 5. The below listed products are not classifie
A or B. Access to the appropriate technical files will be
appropriate body in the event this is required.

Product Description
Code ‘
5376 Clauss Fibrinogen 100

I, the undersigned declare that the devices registered aga
Classification Code conforms to the said Directives.

Full Name: ~ M.J. Stephenson
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Tel +44 (0)191 482 84401
Fax +44 (0)191 482 8442
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Gateshead, Tyne a
United Kingdom

Date:
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GMDN
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nst the above GMDN

Managing Director
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&P LORNE

DECLARATION OF CONFORMITY

PRODUCT IDENTIFICATION

Product name Catalogue number
RPR Carbon kit ' 044150A
044500A
MANUFACTURER
Name Lorne Laboratories
Address Unit 1 Cutbush Park Industrial Estate
Danehill !

Lower Earley
Berks, RG6 4UT
Country United Kingdom

MEANS OF CONFORMITY

|
| hereby declare that the products listed above| comply with the essential
requirements and provisions of Directive 98’/79;/EC of the European
Parliament and of the Council (also SI 2002 No.618 which transposes the
requirements of Directive 98/79/EC). 1

This declaration is \‘;/al'id' from 17 May 2015,

f

PG
Eddy Velthuis
Technical Director

[
| Lorne Laboratpries Limited Tel: +44 (0) 118 921 2264

Unit 1 Cutbush Park Industrial Estate | Fax: +44 (0) 118 986 4518
3 Danehill, Lower Earley | Email: info@lornelabs.com
Berkshire RGE 4UT United Kingdom | wiww.lornelabs.com

Fils No A13241;
150 13435:2003; 1S0 9001:2008

Regislarad office Ju ahove. Rogislered in Frgland Mo 04540757 VAT No 800 3855 &5
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6 ITALCERT

CERTIFICATE N* .‘3:‘055 GQO4

Si certifica che il
this is to certify that

Quality Management System |

messo in atto da
implemented by

APTACA S.p.A.

Via Monte Bianco, 4 — IT 20900 MONZA

nella Sede Opeifrativa di

Operative Unit

Regione Monforte, 30 — IT 14053 CANEL

- & conforme alla norma
is in compliance with the standard

CERTIFICATO N° 5055GQ04

Sistema di Gestione per la Qualita

(MB)

LI (AT)

UNI EN ISO 9001-2015 (ISO 9001-2015).

per i seguenti Processi
concerning the faﬁowrng Jﬂnds of Processes

Gestlone della fabbricazmne ed immissione in commer
per il prelievo di campioni biologici in orifizi naturali e
Progettazione e fabbricazione di dispositivi medico diagnost

cup di ta'mponi'sterili
n ambito chirurgico.

ici per laboratori di analisi.

Commercializzazione di dispositivi medici e diaghostici in vitro.
Commercializzazione di articoli da laboratorio

Management of the manufacturing and placing on the market of sterile tampons

for sampling of biological specimens in

- natural orffice and in surgical field. Design and manufacturing of diagnostic medical devices for laboratories
of ana!ysis. Marketing of medical and diagnostic devices in vitro. Marketing of laboratory articles.

Il presente Certificato & soggetto al rispetto delle condizient stabilite dai Regolamenti per fa

] ! Ihis Certificate shall safisfir the reqmrenmnrs asfabifshed {n the fules for e ce thification
I caso dl discordanza tra le lingue utilizzate nella traduzione del Fonténtito del presante certifica
In coses of discrepancy between the languages used in the !mnsmum of the content of this centificate; p

l AMM!NISTRATORE DELEGATO
MANAG!NG DIPFCTOP _

Dr. | [ng Roberto CusoIJ
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ITALCERT S r| 1 Viale Sarca, 336 ~ 20126 Milano (MI) | tel, +39 0266104876 | fax. +39 026610147
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it force applicable.
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& I TALCERT

CERTIFICATO N° 505C

CERTIFICATE N° 505DM06

Si certifica che il
this s to certify that

Sistema di Gestione per la

Quality Management System

messo in atto da
rmp!enruem‘er{ by

APTACA S.p.A.

— 1T 20900 MONZA

nella Sede Opérativa di-
Operative Unit

Regione Monforte, 30 — IT 14053 CANEL

Via Monte Bianco, 4

e conforme alla norma
is in compliance with n‘he standard

UNI CEI EN 1SO 13485-2016 (ISO 1348

per i seguenti Processi
concerning the following kinds of Processes
Gestione della fabbricazione e immissione in comme
per il prehevo di campioni biologici in orifizi naturali €
Progettazione e fabbricazione di dispositivi medico diagnosti

)MO6

Qualita

(MB)

LI (AT)
5-2016)

rcio di tamponi sterili
in ambito chirurgico.

Commercializzazione di dispositivi medici e diag

Management of manufacturing and placing on the market of sterile tampons for sa
orifice and in surgical field. Design and manufacturing of diagnostic medica
Marketing of medical and diagnostic devices.in

] presente Certificato @ soggetto al rispetto delle condizioni SlabllllE dal Regolamenrl per la ¢
This Cetfificate shall satisfy the requirements estabished in the Rutes for the cerificaticn

in caso di discordanza tra le lingue utilizzate nella traduzione del contenulo del presente certifica
In easas of discrepancy betwnen the longueages used in the fratistation of the content of this certificate, pi

-~ L'AMMINISTRATORE DELEGATO
MANAGING DIRECTOR

LS GAD

Dr. Ing. Roberto Cusohto
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ACCREDIA '\
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gnostici in vitro.

mpling of biological specimens in natural
devices for analysis laboratories.

vitro. '

ertificazione In vigore applicabill,

1 foite applicable.

to, fare riferimento alla lingua italiana
pose refer to the italian fonguage

ta di Modifica Data di Scadenza
totiified Dafe Expiration Date
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ICIM

CERTIFICATO n.
CERTIFICATE No.

SI CERTIFICA CHE IL SISTEMA DI GESTIONE PER LA QUALITA DI L
WE HEREBY CERTIFY THAT THE QUALITY MANAGEMENT SYSTEM OPERATED BY

GRUPPO VACUTEST KIMA

Sede | Head Office ‘ | i

| . Via dellindustria, 12 — 36020 Arzergrande (PD) - italia ‘

- Unita Operative | Operative Units ! ‘

MEUS S.r.l. - Via Leonardo da Vinci, 24B — 26 — 28 — Zona Industriale Tognana -+ 35028 Pigve di Sag
) ! MEUS S.r.l. - Via dellndustria, 2 - 18 - 35020 Arzergrande (PD) - ltalia

ROLL S.R.L. - Via Leonardo Da Vincl, 24A ~ Zona Industriale Tognana — 35028 Piove di Sacco (
KIMA 8.R.L. - Via Leonarde da Vinci, 22 - Zona Industriale Tognana — 35028 Piove di Sacco (P
VACUTEST KIMA S.r.l. - Via dell'Industria, 12 — 35020.Arzergrénde (PD) — ltalia

VACUTEST KIMA S.r.I. via L. Da vinci, 22 Zona Industriale Tognana — 35028 Piove di Sacco (H

4265/4

£ CONFORME ALLA NORWMA / 1S IN COMPLIANGE WITH THE STANDARD

UNI CEI EN I1SO 13485:2016

Sislema di Gestione per la Qualita / Qualify Management System
PER LE SEGUENTI ATTIVITA / FOR THE FOLLOWING ACTIVITIES
; : } ' EA:14-29 ‘
I 1. . |

. E i |
Progettazione e produzione di provette coni vloto predeterminato ad uso prelié ‘c» ematico\}liquidi big
Produzione di provette per m:ic_roprelievi disangue. Progettazione e produzicne di Holders (camjcie) per g

CISQ is a member of

R AT Y e
P — p
] % i-* ** 1“. il oy, ’é
ol * N - |
|, x i
K o

THE INTERNATIDNAL GERTIFEGATION HETWORK
www.iqnet-certification,com

1QNet, the assaciation of the world’s first elass
certification bodies, 14 the largest provider of managament
System Certification in the world.
I0Nat i composed of mare than 30 bodias and counts
ovar 150 subsidiaries alf over the globe.

co (PD) - ltalia

PD) - ltalia
D) - ltalia

D) - ltalia

logicl e urine.
relievo sottovuoto,

Progeltazione e produzione di kit diagnosticl per I'analisi del sangue e dei liquidi biologici. Progettaziong e produzione di

Commercializzazione di prodotti del Gruppo kit diagnostici, terreni di coltura per microbiologia, artico
laboratorio analisi, provette con vuoto predetemiinato e aghi sterili. Progettazione e produzione di sta

terreni di coltura per microbiologia. Progettazione e produzione di aghi e dispositivi sterill per il prej:

Design and produgtion of test tubes with predetermined vacuum for collection of haematological samples
and urine samples. Production of tsst tubes for Inicro-collection of haesmatological samples. Design ar

vo ematico.
i in plastica per
i pi per articoli in
plastica per laboratorio analisi. Stampaggio di materie termoplastiche ad ir]iezion‘e per articoli pedicali.

. biological liquidls
d production of

Holders for vacuum sampling. Design and production of diagnostic kits for blood and biological fiquids analysis. Design and
production of eullure madia for microbiology. Design and production of sterile needles and devices for collection of
haematological samples. Trading of the products of the Gioup: diagnostic kits, cuffure medig for micrg biclogy, plastic
cisposable labware, test tubas with predatermined vacuum and sterile needias. Design and protiuction of moulds for plastic

labware. Injection moulding of thermoplastic materials for medical devices.

Riferirsi alla dosumentazione del Sislema of Gestione per la Qualita ziendale per Fapplicabilith del raquisill della norma di riferimento

Refar lo the documentation of he Quality Managemen! System for delails of application o refe standard

Pet informazian| puntuall @ aggiomale circa evenluall variazioni Intervenule nello slalo defla vertificazione i cui al presente carlificalo,

] s prega di conlatiare il n* telefonico +39 02 725341 o indirizzo e-mail info@icim it
For fimely and updaled informalion aboul any changes i the certilivation stalus referred fo in Lhis certificate,
| plaase contact the number +33 02 725341 or email addrass info@icin. i,

Data emissione \ Emissione corrente Dala di scadenza
Firstissue ; Curreng isst{e Expiring :date
18/01/2007 | 18/01/2019 17/01{2022
I L
| -
. 0
B
AU A
ICIM S.p.A.
Piazza Don Enrico Mapeli, 759 20099 Seslo San Giovannl (MI)

warletm.it

ACCREDIA &

LENTE ITALIAND DI ACCREDITANEEMTD ~

SGQ N DOAA

08500 _C02_ 1

Membro degll Accordi-di Mutuo Rlconpscimento EA, LAF & [LAC
Signatory of EA, JAF and ILAC Mulual Recoanition hgrenments

www.clsg.com

CI5Q & la Faderazions Itallana di Organismi di

Certificazione del slstemi di gestione azlendale

CISQ /s the [talian Federation of management
system Certification Bodies.



ICIMA

CERTIFICATO . sk
CERTIFICATE No. |

S| CERTIFICA CHE IL SISTEMA DI GESTIONE PER LA QUA@ITA 8]
WE HEREBY CERTIFY THAT THE QUALITY MANAGEMENT SYSTEM OPERATED BY

GRUPPO VACUTEST KIMA

Sede / Head Office
Via dell'lndustria, 12 — 35020 Arzergrande (PD) - ltalia
Unita Operative / Operative Units

C1SQ is a member of

* :*" i

~ o
v

e - ---...- x

THE INI‘Emmnun.u. raHIlFernuu NHW!JHM
www.lgnet-certification.cam
i

IQNet, the association of the world's first class
certification badies, f¢ the largest provider of management
Syshem Certification In the worid.

IQNet is comp!assd of more than 30 bodr'es“; and counts
aver 150 subsidiaries ol over the globe.

MEUS S.r.l. - Via Leonardo da Vingi, 24B - 26 — 28 — Zona Industriale Tognana - 35028 Plove di Sadco (PD) - Italia
MEUS S.r.l. - Via dellIndustria, 2 - 16 — 35020 Arzergrande (PD) - ltalia
ROLL S.R.L. - Via Leonardo Da Vinei, 24A — Zona Industriale Tognana — 35028 Piove di Sacco (PD) - Italia
KIMA S.R.L. - Via Leonarde da Vincl, 22 — Zona Industriale Tognana — 35028 Piove di'Sacco (PD) - ltalia
VACUTEST KIMA S.r.l. - Via dell'Industria, 12 — 35020 Arzergrande (PD) — Italia
VACUTEST KIMA S.r,l. via L. Da vinei, 22 Zona Industriale Tognana — 35028 Piove di Sacco (FD) - ltalia
& CONFORME ALLA NORMA / {8 IN COMPLIANCE WITH THE STANDARD
" Sislema di Gestione per la Qualita / Quality Management Systerm
PER LE SEGUENTI ATTIVITA | FOR THE FOLLOWING ACTIVITIES
EA: 14 - 29
Progettazione e produzione di provette con vuoto predeterminato ad uso prelieve ematice, liquidi biglogici e urine.

Produzione di provette per microprelievi di sangue. Progettazione e produzione di Hoiders (camicia) per p
Progettazione e produzione di kit diagnostici per I’anal|5| del sangue e dei liquidi b|q|og|C| Progettaznons
terreni di coltura per m[croblologla Progeltazmne e produzione di aghi'e dispositivi sterili per il pre

li
Commerclalizzazione di prodotti del Gruppo: kit diagnostici, terreni di coltura per microblologia, artlcor:f

laboratorio analisi, provette con vuoto predeterminato e aghi sterili, Progettazione e produz!ons di sta
plastica per laboratorio analisi, Stampaggio di materie termoplastiche ad iniezione per articoli

Deslgn and production of test tubes with predetermined vacuum for collection of haematolagical samples,
and urine samples, Production of test tubes for micro-collection of haemamfog;car’ samples. Design ar
Holders for vacuum samphné Design and productlon of diagnostic kits for blood and\bloloq/cd/ liquids an
production of culture medla for microbiology. Design and production of sterile needles and devices fg
haemalological samples. ‘Trad/ng of the pmducts of the Group: diagnostic kits, culture media for micro
disposable labware, test tubes with predetermined vacuum and sterite needles. Design and production of
labware. Injection moulding of thermoplastic malerials for medical devices.

Riferlesi alla documentazione del Sksterna di Cestione per la Qualits aziendale per 'applicabliia del requisili detla norma di riferime

Refer to (he documentation of the Quality M'anagamanf Syatam far detalls of spplivation (o veferonce stendard tequirements,

i presents cerlificalo & sopgetlo al rispetio del de 1o ICIM *Regok o per la cerlificazione dei sistemi di gestione™ e al reiBlNEl Schy
The use and the validily of this certificate shall satisfy the requirements of the IGIM document *Rules for the cerlification of corn
Per informaziori puntuall eaggiornals clroa eventuall variazioni intervenuie nello stalo della certificazione di cul al presenta certll
: 5i pregardi conlallars Il n* telefonico +39 02 725341 o indirizzo e-mail info@icim.il. -
rfimefy and updated informatior sboul any changes in the cerfification status referred to int this certificate,
please contac! the number +39 02 725341 or émail address info@icim.it: ‘

&) ¥

Fo

Data emissione Emissione corrente Data di scadenza
First issue Current fssu‘p Expiring dale
18/01/2007 18/011/2(?19 17/01/2022
: v oA
MY T (
\ |
| IC[M S.p.A.
Plazza Don Enrico Mapallif,756 ~ 20099 Sesto San Giovanni (M)
W el il

ACCREDIA %

LEMTE STALIANG Df ACCREEHTAMENTO ~

SGQ N® 004 A I

Membro. degll Accord| di Mutuo Riconoscimento EA, YAF e ILAC

Slaratory of EA. IAF and ILAC'b?u’EuaI Recoanition Aureem’%ants

relievo sottovuoto.
€ produzione di
Vo ematico.

in plastica per

pi per articoli in
rnedicali.

biological liquids
d production of
alysis, Design and
r collection of
hiology, plastic
moulds for plastic

nto.

#ma specilico.

. :Imd specific Scheme,

ata,

www.clsg.com

CISQ & la Federazione ltallana dl Drganism| di

Certificozione del sistemi di gestlone azlendale.

CI5Q (5 the Itallan Federation of managemeant
system Certification Bodies,
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MANAGEMENT SYSTEM
CERTIFICATE

Certificate Nb: Inltial certification date: Valld:
SOB78-2009-AQ-MCW-FINAS 20 December 2000 21 Jung 2018 - 31 August 2021

This is to certify that the management system of

THERMO FISHER SCIENTIFIC, JCS

Kubmskaya 73, liter A,‘bu:ld 1, Saint-Petersburg, Russian Federation, 196240 |

l
\

has been #ound to conform to the Quality Management System standard:

ISO 9001:2015

This certificate is valid for the following scope:
MANUFACTURING OF LIQUID HANDLING PRODUCTS AND SPECIAL

DIAGNOSTIC PLASTICS.

For the issding office:

DNV GL ~ Business Assurance
Trekhprudny per. 9 build. 2, office 406,
Moscow, Hussian Federation

Place and date;
Moscow, 21 June 2018

S, &Gvoo e

FINAS Serguei Groubine
Finnish Accreditation Servico Management Representative
S001 (EN ISQNEC 17021)

Lack of fulfilment of conditions as set out in the Certification Agreement may render this Certificate inyalid.

ACCREOITER UNIT! DRV GL BUSINESS ASSURANCE FINLAND OY AR; Keillasatama 5, D150 Espoo, Flnkend. TEL |E58 10 292 4200, assursndadngl.oar
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YhoBapueHCTBOBAHHELIT MEXaHHEM
YiranoRkk 0hLema fOIMPOBHANNR
(AVG)
-ﬂi:pr{om,ky TOMHOCTE W BOCNPONIBO-
AMMOCTL - CaMbIe BAKHBIE CBOWCTBA
nlaforo geaatopa, SNewnuner Brok
ofNaAaeT CReUMansHo paspadorar-
HEIM MEXBHUBMOM DEFYARPOBKN
OUBEME, BBINONHEHHEIM B B
ARTOHOMHOrG MOZY/IS. MToCKoNLRY
MEXOHINEM peEryiMpoekd obuema
araenen o1 Kopnyca nosaropa, o

" oBNgnasT CyLIECTEEHHO BOnbILei

TOUHOGTEIO, BOCTIPOUSEOMMOCTLII
HEHDOHHOQTMO. Kpome toro, wiobbl
wg’;mzotmm BOIMOKHOE BNMSHUE Tenna
PYKA Ha TOHHOCTL M3MEREH,
M'rbKIaHHBM pgrynupnpm obbanma
JIDIAPOBAHAR MIONMPOBAH OT KOPNYCA
Aoaaropa.

Boasiuon pucansi

BHAMNET Baak uMmeeT GonbLuoil,
NIErKO UMTAEMBIA ANCTNEN, NOBBONSA-
GUWIA JIBFKO W YETKO 33/8BaTh DOLEM.
Kpome Toro, HOBLHA MexaHinam
YETAHOBKY OOLEME TIO3BOANET Nerko
YETAHARNWEATE ODLEM 1D COTIX OONei
MES, KOTOPBI BUAEH Ha goHe.
TO4HOGTE OOECHEHMBABTCS TAKKE
Bnarofapa NReUMIKDHHO
perynnpoBke ODLEME, THE KaXILIK
war ripw yotanoske oOnema
CONPOBONAARTEA LUENHKOM. 310
_VF\JO;BHOJ'!H&T perymp@a’ﬁb 06nem

|
|-

YHODBHOE MECTO s WiASHTUdUKa-

‘He sarepsuiey B naboparopui.

Lana- (M)}

¢ warom o1 0,01 Mn 1o 20 Mkn
B SUBUCMMOCTH DT MOLENW DO3aTopa.
Boane ancnies npenycMPTpaHo
LMOHHBIX SIPALMKOS NONBROBATENS,
Takne SpabINKY HyscHb, YTOGH He

nepenyTiTy Ao3aTopsl v ~1m)6|:1 GHIN

Bl Poprwirse Bozs
I Kobgsae

NerkeeTs Joanpaeanng

Kak 1y seex posaropos Jexnune),
YCURUSL, HEOBXDAMMBIE Npu
ROBUPOBAHNN, | MUHAMUSUDOBEH!,
Konorpykua Jiennunetr Brak
NO3BOMET no.r'rt._:aoeammé HaxMMaT
KHOMKY AOBMPOBAHNA oekb NBIKO,
yro oBecneuUtasT NErKOGTb, HOBH BT
U CTAGUALHONTL A03UPoBaHIA. I1h,
B CBOK QUepedb, NOZBOARET NOYHaTE
FIYHIIKE PE3YARTATE A03MPOHAHNT
B Tedenne Bonee ANWTeNbHEX
reproies patoTel. Kpome toro,
BANATEHTOBAMHLIA MEXaHam
"CYNEPBETANKMBAHNA" KAAKOCTI
NO3BONAET TOMHO ADZMPOBATH HawE
MUKPEOBHEEMBI| TAKOR MEXAHWEM BETH
8 A03aTOPax OFLAMOM 50 1MKn
A MEHbLE,

T

Hoaan ROHDTIVENKER (Nep:

FEE T
Jlemnunet Bnoy u'i.aiﬁm HOBYH) |
KOHGTPYKLIIG ONepPalnoHHOR ré_}t_onku
€ BPALLEILERCH BERXHENR YatTLi,
ROABOASIOLYIO UCKNIOUTENLIG ABTKO
yeTaHaBnuBarts 00Bem J,@:_jgbnf!bﬂlﬁﬂb-
HOE npem{mecl'rsé 3§x§i§_'amTcn '

B TOM, 4TD _apaq;aa{auww%‘fi_‘ BEIR I'-.[ﬂﬁ
WAL KHOMKN ABMAETORHEZARNCNMG
OF MEREHAIMA pe:'vnmpg_agm ol LeME,
Y10 NPEAOTAPALIAET CRYHAIHOR
mameHedve oibama. Kak v Hikiaa
HACTE ONEpaLMOHHON KHOMKK, OHa
BLMOAHEHE 18 MSIPKOrD NNACTUKE,
0BRCNEUMBAIGLLEIO. OTNAYHLIN JaxEaT
npw perynnposke obkema bea
HPUNCKEHIAS YO

HonHan anioXAIERIIYEMOLTE )

BLICOKOS KAYBCTHO: PEIYALTATUS
FABUCUT 01 aBCOMOTHON GTEPUNL: |
HOGTW. Y106k 0DECTRIUTS e |

W NEeloTBRaTU T r‘:epak’p‘é&-mde :
aarpssHenne, JIHNUNET BAsK Moxe
GTEPUANIORATLCH B ABTOKNERE

npw 121°C. CTeprAnaoBaTs No3aiop
MOKHO LIRRMKOM B ohope uns
OTAENLHLIMW BTANAMI B CTEPNINAA-
LLAOHHONM ME[U’{_E. ,&03(’1‘!‘()[1 BRINONHEH
Wa MarTepuanos, oBnaaaaLLmMx
BbICOKOKM CTOUKOCTLID K PRaKTHEEN,
Y ceety u Bnare,

FREM RIS T UREHVREHIHM |

B nda g

NeHnunet Biak oaHs fero
obenyxneaTs: NPecTo pailepute
A0sarTop, cHae Cf)pﬁ(:b.lB'a]E:ﬂﬁh ,
HEKOHEM KA PYROIA, A saTem

€ AOMOUILIO YOOBHOTO MHGTRYMENTE
[ OBCAYKABAHNS YOAITATE KOHYE
HAKOHE KA, TOT e NEaKTUMHBIN
HHCTRYMEHT NCNONBIYETCS

ANR PErYIMPDBAHNG KanubpoBK
AUNETEM G NOMOLLED KANWDPRoBOHON
Yalkn, PACTONONKEHHON HABE Y
PYKOATEW AozaTopa.
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| 3
VaabeTao é‘ﬁri:imiwmerm

JIGHOUNeT BIIaK MMEET [LLNPBOKKIA ynop
LS DANbLUG, KOTOPBIRA NO3sonsetr”
ABPXETH AUAATOP MDA NAEASTHBIM
LR AOAMPICEAHWA YIAOM 1 LEET DYKEe
PACEARGNTECH MERAY WAKITERN
[O3APoBANNS, B pesyikTare
SUMATENBHBIE UMENBL SOSUPOBAHNS
CTAHOBATCH SONEe KOMPORTHGIMU

1 MEHEE YTOMUTEABHEIMP, CHUXAETCS
DUGK PA3BUTAN ﬁ)asiwb’l L BOBHAKAIO LM
M3~32 FIBCTOSIHHOR Harpwm {repetitive
strain isjury, RS[} Kriofka chpacwlsa-
TENR HAKOHEYHNKA, J:lK[lJerlL“Hd

¥ HNBET BRFOHOMUUHYR) KOHCTPYELMID,
ofigcneunsaouyio Havbonee
KOMBORTHOE NONOXEMHIEE HONbLWora
naeLa Npu cHpackiBaHMK,

Peanoobipaoie menos #
sr,::.-:[}i'rma’..!'m m}muna
HOIRGOBANNEY :

Y10D YI0RIQTROPUTL NOTPROHOCTIA
KaXNO¥ HaBOparopMK, |N03aTGRLI
Aeinuner Bk BLInycKaioTen

B OOHOKAHATIHBIC U MMOFOKEHANHBIX
papraax, QUIOKAHETLHLIE ADIF VORI
rAGEYT OtdTh rmpm\ewerm(\ro i

ol mpou.mnon 0 ofsema,

M0 #HBNAHMIO 33KABHIKEL MNOCTARATIKOTCS!
LUTATHELI KAK 18 OAHAKARANLIILIX, TaK
" m ] rvmnml(almmmmx JOZBTOPOB.
top Newnunear bngk
HMBET ygmmym UBBTORY) KOAMPOBKY
HA ONEALMOHONA KIIO(IM‘ M OARyce
DYKOSTKI, a TaKkxKe Ha MH(\I O U
JbalX MQANITSIK, FI0OE Agrae Ouino
HaXOAWTh HYXKHBIA HAKOHE K Finntip.

Mnoroxananktblie RO3fTop
flennuner Bugk '

MHOrOKaHANBHbIE Lims.ropm Jlennuner
Brisk BrInyckaiores 8- ﬂmnwbmm

C A HEN mmnmouar.m ST
Kak 1 & o,quummrmm MOAENNX
Nernuner Bnag, memn’m: Sk YEDBED-
LUEHCTROBREHHOM p.,rynmpnpm abbema
OBECNBUUBART BRIGOKUH YPORRHD
TOUHOGTA W BOCTIPOUIBOLVMOLTU,
Kpome 10ro, B MOABNSX Manorm
OBbEMA PYHRUAA CYNEPELITAIKNBAH W
HAIKOCTIA oﬁgcné_qmsm%;r TORKHOE
JDAMPOBAHKE IAKE CAMBIA ME/bIX
obwemMos,

LIRET ORI ROANRDO

Wnpoxai nojRemresag
AE AL

MOoTO [N DASMEIIRIRY STOHbIKG

& 2(5??{}35%%’:?'5*!%)%?‘/? {T?ff"’}g?) LY

DRFYA F%{ s0uEH 001
FORBILIDUIAY ToNH
ROCTIDOHISOARMOCTS
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Fipounsill 1M8TeRURI PYROATRY

Beow [OIBTOP NSHNRLM
ARTORNGRUDYETCS

OrcyrcTRre MeTanna
obecrevnRaeT Nerkui sec

i
: s [ -,
Mexannuam CynepebiTankusanus
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8, T35, kop

Qitericfsher. com

Ivitp:/ /www.thermo.com.ru

Dake: (4957 739 7642
141400,

GO AGHOE 330
E-mails info.btd. moscon

MOCEOBCRAR ODONACTY,
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