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HL.-7-0664DC DOI 2015/08 (1)

In Application of the Council Directive 98/79/EC on the approximation of
the laws of the Member States relating to In 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 the event this is required.

Product Description GMDN
Code Classification Code
5267L Thromboplastin L 55983

|, the 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
Signed: Z/& M/% Date: 06 Aug 2015
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Declaration of Conformity helena

| Fivres, ey iowes e

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

In?AppIication of the Council Directive 98/79/EC on the approximation of
the laws of the Member States relating to In 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 |l Lists
A or B. Access to the appropriate technical files will be made available to the
appropriate body in the event this is required.

Prbduct Description GMDN

Code Classification Code
5556 Clauss Fibrinogen 50 55997

I, the 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
Signed: % M/% Date! 12 Aug 2015
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Clauss Flbrinogen 50 o
Inslruclions for use e

INTENDED USE

Fou Ihe quenblative delermalian of librinagen, bzsed on the Clauss method, in human cilraled piasma

on Relena Brosciences Eurcpe AG-4. C-1, C-2, G-I Gaagulalion Systems,

Clauss Fibrinogen 50 15 ‘niended lor the quanlitalive delermination of lorinogen in human plasma.

Clauss' daveloped a snple melhod lor Ihe quantiativa delerminaton of Nbrinogen by measufing lhe

comag lime of dkds plasma slle the adtlon of Thiombln (30 MM unilsfml), This ciol lime &
i Allon, Levels of Srinngan ¢an inciease ad & reddl ol inflammalion,

ceqirve wsa’, Dacieasad lavals £an Ba i

nfidencing indude  afibrnaganas:

el dyibrnogen s inlisomal I\b’n:]u’unulu:ulu!

tynalibimgenasss (=1 myhrd|

WAHNINGS AND PRECAUTIONS

Tre teagents conlaned i his 0l are I i o diggresic use oily -« B0 NOT WGEST. Wea gloves
it iy 48 Wil conpenens, Fass) b ha peoduet satery diiti shasts fur ik and salily phowess i
dispotil i, Phesm geclicis Dot b o el Lk gl il oo wido
o T il Bax. g il lor sencn of Hapalitin B Avigan (Hoady) HIV 1 and 2 aatibedy and HEY
y) Maynr ity i e g ATVt B3N PEACALLGNA B3 & Fuins plasen dargle,

COMPOSITION

Componenl  Contgnt on

Thetmibins SwambiAEF S560)  Contning appiomimataly

S0 NEAL 5% 2wl (AEF SSSGH] 200 (AEF 5566 { 100
[HEF S586H) urls
i thoentsa wille
atigen

vial with:

e aach
A il [REF 5558
2 ml, [REF S55EH
of punlied waler, Tste care
Wi [ R 1ty el
candaminntian, Syl ganty o
ko 1o stund for 15 minifes.
Wi vl binciattay bofir
usn: £33 gt shak,
FadmL (A Canlaind 1 i ol Flecoautlite aach vl wiih
Tt i IREF 55..s|q tpaphesec ratmal sncly | ml.of puniieg waies.
I plasms ekaged.  Swid genlly and allow in sland
Ay ettt s i 111 s, iz gndy
ot e, D0 ot @k,

Orirs 2a (REF 5656 Cyniaing 35 i of Thie buffss in resy loeuse 23
Hufles taEal FLF SS66HT  bulorwiich connk  gnckagael
biibltal e socum
oyicke sad sodam
adite x praserative,
Each kit contuin Wsbchions 1or s

E

i ponlalng tal spacne retirenss valies gl

1FEMS AEGUIRED BUT NOT PROVIDED

Feter 1 mn inshimonl Opsator Mol sdiot eppScalian sole lor aporagiale instiucsene. The
sjjends coresTied ¢ oleo uvidubls us separale ilems.

HEESan Cisass Fiiniogen {Thipimtin anty)
TEF S37h Gliniss Fhninngen {Thiorrn inty)
REF 537D Fainugen Gulkaqioe

BEf 5T Qs Bller

STORAGE AMD STAHIRITY

Unopaned vials are slable until he given explry dale when siored under condions ind caled on the val
o 2t lahel

Tt 50 Wil Dnm reconshiuler, the redgent s stable lor 8 houss 2l '15-730°C. 1 woak al
‘a

1 monih al .20
Fibiinogen Galkrator  Once 1econshiused, the reagent is stable fai 4 hours al *2 =*8°C.
Owren s Bulter Siore al ‘2 ~'8°C nnca opened,

GOLLECTION AND PREPARATION

er shcoised glass should he sed Iroughoul. Blood (9 parls) shzuld be collecled inlo 3.2% or
so0um olile antisongulint (1 parl), Sepaiale plasma aller crailugation il (500 ¢ g fe)
15 minutes. Plasma should ba kepl at *2 ='BC ar 18 ~"24°C. Testny shoutd be compleled vithn
U hours of saniple colleshion. or plasina can be stored lrozen al -20°C for 7 wecks or -70°C lor 6 months,
2w quckly al "37°C prior o lesting. Do na! ¥eep a1 "37°C tor mate than 5 minules).

PROCIDURE

felz 1o Me appioprala inskument Opeiatol Manual for detaled wnsiruclions of contacl Helana
Brescienses [Euroge lor instrumenl spesiic applicalion guides

INTERFALTARIGH OF RESULTS

Expacled valres far hbnirogen in heallhy adulls ara 150-350 mg/dL (1 5-3 & gL )™,

LIMITATIONS

Hzpaun levels >0 8 unilsiml and fbnnolylc cegredation producls >100 ingiml inay cause lalsely low

“oneogen quantiialion, if values fall oulsids the siandard curve values I Ihe palient saniples. re-assay
using an apprapriale dibibo La bring values inlo Ine slandard range.

GUALITY CONTROL
Fach laboralory shoutd eslablish a qualiy conicol orogram Mormal and ab-ormal conlrof plasmas should
ve lesioe pnor 19 each balsh ol pallenl samples, fo ensure salislaciary instrumenl and operalor
nednimance. It cantrals oo nol perform as cxpected. patient results shaud be considered invald. Holena

Basziances Eurone sunply tne lallowing conlrols avluble for use with Ihis product
REF 5301 Specialily Assayad Conlrol N

REF 5302 Specialily Assayed Canlrol A

REF 5186 Roulina Conliol N

REF 5187 Fvatine Contiol A

REF 5183 Routine Ganlrol SA

REGFERENCE VALUES

Relerer ce values can vary belwesn laboralories dependng on (he lechnisues and syslems in use, For
this raas0n each [aboritory should establish ils own normal range,
BERFORMANDE CHARACTERISTICE

liziena Moscionces Eurcpe or lhes represanlabives have astermingi fh lollowing parformance
charactensics us a guideline. Each laboralory shouid establish ils own erfoimance dala. The Clauss
Fionmopen ussay 1 d2sgnac 10 gne a |nem callbraon lrom 1.5 - 6,5 gil

Reproducibility

Inlra-assay precision Inler-assay precision

Fibrinogen (g1) noocvs) Fibrinogen (gnL) n oV (%)
124 5 A@8 102 0 617
10 5 338 362 0 375
REFERENCES

1. Clauss A 1957 lag sehe Schnell.methoda zur Lesimmung des Fibiinoy

Acta Haerratol 17 257246

2. ShawTS (1077) Assays lor Fibmnagen and ils Denvalives CRAC, Crir Rev Chn Lab. Soi
8145192
3 Cfimical and Laboratory Slandaids Istilule (2008) Colleclion. Transpcr ard Processing of Blood

Specimens lor Tesling Plzsma-Based Coagulalion Assays and tulgoular Haemoslasis Assays
Approsed Guidelne Sih edn CLSL H21.:A5

Scully RE &! 2k, (1930) Normal Relerenca Labmalory Values. New Enaland Journal Medcine,
302(37) 37-48.

Oxina T. Selenko V (1573 Fluwna fitinagen dotarmaaion oy
Amencan Journal of Medieal Technoloay. 38(6) 196-201

el theniman Tk,

Clauss Fibrinogen 50 fr
Flche lechnigue
UTILIBATIDN
Sait A ln unlumlm.lllnn quartbaine du Ihlmuw\lln safon | milhodn co r}.wm g 1 s Pumiin
rtraii e Eury G|, G, B

Ln kit o Fbulnnr_lmn Clauzs 50 oal ulileé pour [ ditseninanen uwm.m o litfrpnine gaers o
plesama humars, Clauss’ a davokesd i milhody sinple de cdtonination quankiate o fibenogé
o vt e 6 canguiRllon da piasms s pes lajout de Theamben £33 aiés Nitml ) Go
temps et canglalion net propormnnel A (o concesinstion ik Alwinaghne. 1o bue de bnnogéne paut
supmerter on raison d'une inflammolion, Fuke gosseses oo da i prise de cantracepiits oraus’. Ded
oy daninuds sonk bouves dond censnes peiholiges comma una salsde du loid ou une CIVD,
Lafibrmaginimiy (uas o i0nineghne  dureclatie), ypolivinogénamis (<1 mgbil) ul e
dynlibiinoy i (noscdy 9o lbincghne anomaale| soht don snomafies coniphatsles.

AVERTISEEMENTS ET PRECAUTIONS

Les réacifs du lil sont & usaga diaprastc in vitro uniquament - NE PAS INGERERL Pdrier das ganis
pour la maninulalion de lous les Eumpesants. Sa (noner aux ficlies de sécunié dos composants du kil
oout li at Pobminatan, Ln da e plasmii @ 0 adalsid w3 donnd
un rivmiital negall fraul indissbon conliad S 1 bolta du KA o sir i liagan} pour S anligines du
Fhigaiiiin B [AgHER), bes anticprps anll VIH | @1 2.0 les anfcomn ans \Mc dau m-lnrﬂ w\--l ndeeRpln
40 Ins mapler 3o a5 mém i pa s

COMPOSITION

Gomposant  Gontiant Deseriplion Préperalion | |
Thrambin G4 wL(AEF5556)  Ghaguu facancontierd Fecomiiles chagge oga
SOMIHANL 5K R me (FEF 5556H)  enveon 200 (NEF 55561 ¢  Avec:

1000 (AEF B5SEH}unlds 4 ml. (AEF FRSS)

dn Trmmiban bavioa 2.mL (REF E&EH)

addionni ds o dieslve. Faiie zliemion

Atk lors i pipstagy L weilng
loute conlamnalipi. Remuer
doucemen e laiEsr reposer
15 minules. Bian mélanger
juste avant ullisation. Ne pas
it i
Fuconsifunr chague Sacon

Fibenogen Za 1k (AEF 5868) Chaiim E2con contiunt

Csbbrator Se 4l (AEF 5556H]  §mldo plasma unialn aves seestyenont 10 ml
norinal lophitair s gy digiliés, Rmuer
peouit sl coutamant al lslgaar regenr
linrragine. 10 minules. Méganger
coucamant avani il
Nopasagler. | |
Ouwren's 2x25mL (AEF 5586)  Chogue facon confwnl s lampon est prb | Vommploi,
Bufter | x 25 mL (REF 5556H) 25 il de [ampon

canlarinnl da boresl ot
i chipeura de andium
asilinnes dugide do
B coirmn
conervsm,

Ghaqus kit conbent
Chaque kil conlient vaieur de réleiancn spécifiques du lot

MATERIELE NECESSAIRES NON FOURNIS

Se ralérer au manuel d'uilisation do [insiument et/on aux nates J‘application pour avair des instruclions
appropihén. Las e ch ol sond mussi deporabiun wiipasbmnt

FIEF 5374 Clauss Fitmnogan (Theombm only)
HEF 5378 Glais Fitiinen (Theniran anly}
RAEF 5370 Fililoge Bsibratcr

BEF 5275 Crwan's Blllee

CONSERVATION BT STABILITE
e Hmcons non puvsrie s sablas fuequ's la data da pentrgilion Indiquibe &1 sool conuras dans by
corddBons Inckcues sur Foliqusio du kit ou o fiscen,
Theaimbln: 50 MEHANL |.I|||| ks rmoanated, Ie 1Sana oet ekable O heusi i bt aedisnt,
1 semninm wrem 12 =60 I 4 +20°C
Fitwinggen Oitralor  Uing fola reconelug, ie-rdocil mat siabie 4 haures onern "2 <"0°G)
Sateen's Hufer Conarver angn *2="H° Wi fols gur.

PRELEVERENTS DES FOHANTILLONS

Uit fout mu anyg ot prdSiverant du pasiique o du vere sicons. Malargon i volri de s ¥ 1

wobims o elirata G5 Gadun & 3,2% ou 3,0%, Spsier Io AU by centiligenn 3 1500 1 g persint
15 g, Gonseryer ke plasta nirs '2 ~"6°G m 1 ="34°C, L'analysa dalt fire temmnde dans los
A heures suwvanl b prolivement da Richantion; sinon, # s possitls 0 conpeier e plesra 2 sumaings
b -B0°G ol B mids & T0°C. Décongslsr apldesnenl b "3T0 dva da ehaianr Vanubma. B pas laisser &
*37°C phus de & minutes”

PROCEDIAE

Comstes le mavws! duiiksalion do (siumnt sppopdh fur soiimit des instiuions detalloes o
canlitctos Hesan nblark wpdcifiquos 4

INTERFRETATION nus_nf.suuns

Lt i g i m.......gm.; iz wn anAle sain esd dn 150-050 mgill. (1,5-25 g1

LHITES

Dies tou: Whapatine 505 uniléaind. ol da podulls de ddararuticn fainolyfoun =100 mprk pewens
donear e guesifcalion gy (Muincgbne . oronsmont hasse, S ke valsors de Techonklion patienl s

sliusgn| hiosy des valnurs de la oonirbe d'Einlonnage, Enlast & nouvsau Panayes on uskgenl ta diaton
appropride pou |ug amenar daa i plage da Titdon,

CONTROLE QUALITE

Charmgui litinesiloln @ geatily un programene di conlrsle quelli. Lis plosna do sofinsle, paimin et
amorimas, doivent dlre teeins avant chacus tol idionskons ey ann do sassurss e (nsinimen
! Toparateur afiterd des pordormences sallslalsanias. S| les comrdies ne donneid pas les résubals
s, Bes sksullaty o paln dolvont i concisénés comme non valsbles, Helena Baslnnce) Euops
disteinun 108 coniils Rimarts § ulliaar aves oo aroduit

REF 5301 Speciality Assayed Cormol N
REF 5302 Spacialty Assayed Control A
REF 5185 Fouline Conlrol N

REF 5187 Ravline Conlral A

REF 5183 Rouline Gonlral SA

VALEURS DE REFERENCE

Les valeurs de rélérence peuvenl varier d'un laboraloire & Faulre suivani les lechniquas & les systemes
Ulllsés. Cesl paur celle raison quil apparfienl 3 chaque laboralore de déterminer sa| propre pizas
noimale.

PERFOAMANCES

Melenn Bogsinnces Europe ou ses repredardenls onl dalgrmad b bies incdealil ked pericrmances
sufvanies Char.ua lateralcire el “Ia'l.llll 8BS penpres donntes de performance. Le dosnge du

g I Pose cenar un sait I plge 1.5 - 8.5 gL
Peproductibiils
Précizion inlra-sdrie Priciglon Inbeaiirle
Fibrinogéne (g7) N cVi%) Fibrinogéns (/L) n ¢V
124 LR 1,02 0 g7
301 5 158 a62 1037
REFERENCES ‘

i
Tl & (18573 Ewinoungsphysoiogisohe Sohoellmalhade do besfinmaig des Fisiagun,
Avta Hoanaal, 17:297-246

2, Fhuw TS {1077] Assoys bl Finegon and s Domvalives OFO, el S G, Lad | S0i
B1A5 i

4, Clielcal and Lubcealcey Eandarts Wit [200H] Calaction, Transport and Processing of Blaud
‘Epedmaona lor Tesang Plasme-flased Cosgulaton Assiys 2ad Moloculin Hagmosags Assays!
Approved Cuideire, Sthodn, CLET H1-A5

4, Goilly AE e at (1880} Normal Aefemnce Labacntory Vithies, Now Exgland Joisnal M,
IOU[FT|TT AR

5. Okwna T, Selenko V (1972) Plasina (biinogen delermination by auloinzted thrombn ljme

Amenican Journal of Medical Technology, 38(8) 196-20( i

Clauss Fibrinogen 50
Anleilung

ANWENNUNGSREREICH

For ol quaniatve Besimmung von Fihrinogen nach der Mathode nack
Cilratplasina aul den Halena Biosciences Europa AG-4 C-1 G-2. G- -Gannnujg
Das Clauss Fibrinogen 50 drent der guaniialivon Resinminy von Fibrinogen o
enlwickelle zur quanilalivan Hestinmung von r\bﬂnm N uine ewfachc
Gennnungszell  von  verdunnlem  Plasma Zugabe  wor e
(>30 NIH 3. Dinse Gir gszeit isl or

Fibnnogen kmn dinch Emizindung, Scheangerschilt bder Exmahmn von pralen i
arighl sein’. Venmindon vard s durch 1ehararrankuny und Yerauohsknigulis
sind 2 iken

Hypohtbrinagenamie (<t mgimi j und Dy B

WARNHINWEISE UND VORSICHTSMASSHAHMEN

Die Rragenzien diesss Kis snd our 2t m virn Dignosuk siimnt — NIGHT FIHNLHAE S 3o
Umgang il den KiKomponanian st das Tragen won Handsciien adcadoih -
ot und_ iz chiaen s Inlsenatisner mu

Enlwvg\mg Die PASMARraGU 10 5mid il neqAivem Fstumg Al Fopains 15 Arfgen v asAaL 151 o e
1IV-2 Antk6rper und 1IGY-AnIKApes gainslol wirdon (scin michl aut KiYomackung ane [smhonan
1ders ezpichnal). Sie solllan (roizdem il derselen Vorsinl wee himana Plasmupnnen ceiars ¢

warden
INHALT

Kamponenle  Inhall Eleschreibung

Vorbereilung

Thrombin 5xaml(NEF 5556)  Jedes Flaschchen enthall  Jedes Masthcher iy
50 NIH/mL 512l (REF 5556H)  ca 200 (REF §556) /100 4 mL (EF 1586
(NEF 5556H) E nhailen 5
Finder-Theombin it
Stablisatoron
Vo enl senzonken und
15 Winlen slehon 323300
mischen. Nicnt scrutisia
Fibrinogen 23 1InL(REF 5556)  Judes Flaschchen enlall  Jerlas Maschcher
Calibralor 1y 1 mL (REF 5586H) 1L lyophiisiories genal 10 mL desilieilun
normales Humanplasma m
bakannlem Fitanogon: weokan unr
Gehal 10 mlauten siehen lassn
Ven Gantiait 25l
inischan Nicil st
Owren's 2% 25 mL (REF 5556)  Jeda Flasche unibal 25 il Dot Pulier 131

8586H)  Puflor aus Barotlal- und,
Nalrumehlond mil
Nalmimazid als
Konsarvigninysoiinl

Buller 1x25m gebrauchstang v

Jedes Ki enthall eine Gebrauchsanwe/siing
Jades Kil enthall chargonspezifischen Reierenzuerlen.

NICHT MITGELIEFEATES, AHER RENOTIGTES MATEAIAL

Zur Bedienung sishe Bodiznungsantelung des Gerdls unafoder Anveaderhiiseise. Die Henmenzco
h

dieses Kils smd auch einzal erhalliic

HEF 5374 Clauss Finanagen (Theomizn only)
HEF 5378 Clanss Fibdnagen (Theomin only)
REF 5379 Fibtinogen Calibraior

REF 5175 Ouen's Bullar

LAGERUNG UND HALTBARKEIT

Ungedlnele  Flaschchen sind  nnler den aul  Verpacking
i siabl.

gen bis 2um
Thromhin Hach Rekonsiiulian i des Reagany & Slunden nes Raumiamnaraiu | e 1o
50 NIkt =*8°C sl oder  manale het 20°C slatil

Fihninogen Rekanstitiert isl éis Rengenz berener Temparzluvan ‘2 4 4 Sinag
Cathratar wiahil

Owren's Buller Mach dem Olinen bri "2 ~'8/C laguin

PROBENENTNAHME UND VORBEREITUNG

Nur Plastk odet Sitkongles verwenden Blul (9 Taile) sof
Antisongulanz (1 Telll entoommien werrdon. 15 Alumilan hor 1500 5 zoninfiy e
abplpeltieren. Plasma ber ‘2 =8 "C oder *18 —'24°C lagetn. Plasina o nzhalh o
verathelel oder lict sefroren boi ~20°C (e 2 Wachen nder 70°C tur 6 Monal tia
Testen schnell bei "37°C aultaven, Nech linger als § Rlnulen bei '37°C pelassan

n32Y nder 34T N

VERFAHREN

Sielie die Bedianungsanleiung des enlsprechevden Grrals fur genaue AReS SUILN S e Sie
sich an Helena Blosciences Etrope fir spezivlle anwendirsizchniscie Hins

AUSWERTUMG DER ERGEBNISSE

Fiby ber gosunden oh siod 150-350 mp/dL (1,505 o) ®

EINSCHRANKUNGEN

s 2100 mgimL: konnen falsh 0 e ce
Fibrinogen- Mmgen ergeben. Liegen bei Palenlenproben de Yere afcihaly

a1 der Slandanikuve. are
Proben emneul mil verdonulsm Plusaa leston, um Gie Warte 1n den Berelch et Slentadaive 7
bringe

GUALITATSKONTROLLE !
i

dndes Laboe' mitg 1 nigarss QuabiRfsianiioln s g

milsaan novinais urd pamnlgische Kashilpinsmar et
Gurstaloisung une Hackersing o quwidhviisban. o Koelim o

srd din Pafimtnnergnbeissn richl ty serweridns
Tinsziences Cingp die iolgerifin Kentiln an

ity 1

REF 5301 Spsncibty Assapnd Gonleal 1)
REF 5202 Specially Assagml Gosleel A p
REF 5186 Fioul ne Conlrol M
REF 5187 Rauline Gorrol A
REF 5183 Anyitine Gl B4
REFERENIWIATE
Fiawnnctwnu Kioo |a o Tachind i srueiotém Sy 1AL
xein hu dimim Srmit sciz jedes Lsbar emeea digor wrln
LEISTUNGSFIGERECHAFTEN
Dic folgenden LeisWingsmgens hallan wirdar yna Helon i Binc T P o
Richlliaten erraittell Jede Labor miiss senc ecenen Plerle ponith
Der Fibanogen Tesl st so kon? pien dass sicn vier s e Katbraliun A = 5 2 os v
Inlra-assay-Prazision Infer-assay-Prizision
Fibrtnogen (g7L) n o cvr) Fibrinngen (g1 ) n cvi

124 5 dup 102 I S
a0 5 a5 as2 [
REFERENZEN

1 Clagss A {1557) Gonnmungs i aam 1

Acia Hapmarod, 1723724

z

e AnIlE D

Bhaw T6H | VOT7H Asaair I Fibe
WS IBE

Clircal vt Labisakery
Bpacamnns o Tnslng Pl i i
Ay Gridelig, S v, GLSH Ha2-A
4, Souly RE of al (1280) Neemal Rilnrancs Labaratory Malues. e Enaf
HHITIIT48,

iy T, Selnivets Y {1172) Plazing S
Amrian Joornal of Masesl Tashookgg an|r| 1201

i Dy s




Clauss Fibrinogen 50
Istruzioni per I'uso

USO PREVISTO

Delerminazone quanhlalva del libnnogeno <econdo il metado di Clauss pressnlﬂ nel plusma cittalo
umano su sislemn d coapulazione Helena Biosciences Europe AC-4, G-1. C-2,

I ki o Fibrinogeno Clauss 50 & stato lormulalo per la determinazione (wal\l”awa del libiinogeno in
plasma uinana. Glauss' ha mes30 a punlo un ssniplize melodo per la daferminazione quantitalva del
1o misurando il tempo i cugulazions nal plasma dikita m !s;luln silagghunta f Tivamdse
3 WEL unnaimL). Questo lempe of o libridagana, |
i i bitncgeno posseno Jimanks I n-guln ad hllnmm.'m:rf grvidonza o Impige i
v oralt’, Livelli ndolt 1 fibenogens sona sissoetabi in ol coma ad esempn
Epahuhc e la DIC. Tra bz z=ronzn corgenile et sbeinogesenia fassenza di fibmnager
3T (<t rogginLY {mplgecta M fbinogana anceala).

AVVERTENZE E PRECAUZIONI i

T emagenll wontinus in guesta ki =ono dasleil rs’.hlhhnlm\ﬂll .II 1 dagriuiica n v - NON NGERHE
Iredugegim guanti pratetib dinarin | a.l

svaniore sy rischi W I a0 nﬂn pracdall
r\"l<|n nann siak nEamingtl danda oo nogatvo (sahio divetaananto nuumaum wluumn dnl Ml
o et e} debalivimandn alla peesonen delfarigenn delloaaliin 8 [HbsA(), s anlizorpa and-HIN 1 0
2 o dellanticarpn anli-HCV: quesii predolli desono Iullawa essers mannolali con le stesse misure
precsuzional idatiate per un campone di plisma uinano

COMPOSIZIONE h

Componente  Contlene Descrizlona Freparazions

Thrombin 54 mL (REF 5556)  Ogn lacons conliens Fcosliluira ogni llacone
50 NIllmL 5x2ml (REF 5556H)  npprossimalivamenle 200 coir:
(REF 5556) / 100 {REF 4 mL (REF 5556)
5556H) Unita di Thrombin 2 mL (REF 5556H)
bovina con siablizato, o acqua distlale. Duanta
| pipaliaggl, presiare
aflenzione ad evitare la
contaminazione, Aglare
dzlicatamente e lasciare
vposare per 15 minuh
celare bane
uminedialatnonte prima
delluso. Hon scuolere.
Fibnnogen 2x1 mL {REF 5556} Ogn llacone conliene 1 mL  Ficostituira ogni llacone
Calibralar 1 1 mL{REF 5556H)  di plasma umano normale  con esaltamante 1,0 mL di
liofizzalo dosz acqua dishiiala. Aglare
livell di librnogeno. dhicalamenle & lasciare
I rrosare per 10 Ul
i HMiscelare delicalamente
| .
| fr/ma deliuso. Non
! scuolere,
Owien's 225l (REF 5556)  Og latone conliene Il 1ampone & pionia all'uso

Bufter 1% 25 mL {REF 5556H) 25 mL d| lampone
conleneqle babilal e
cloruro con sodio azide
coms cu;nsurval\le

casi come viene formilo.

Qgni kil contrene un Isiruzion per Musa. |

Oyni kil conivenc un nserto recantu | valon di ilerinento specilici pu i aic,

MATERIALI NECESSARI, MA NON IN DDTAZIONE

Fare ilenmento al manuata utente dello sirumenig o/0 alla nola applicaliva per conascars s istuzion
speci che. lreagenti contenuli in queslo ki sono aisponibill anche come materialo separalo:

REF 5374 Clauss Fibrinogel! (Tlvr:umbu\ only)
REF 5378 Clauss Fibrinogen {Thrombin only}
AEF 5379 inogen Calbiator |
REF 5375 Owren's Buffer |

OONSERVATIONE [ STABILITA

s mlabdl T sl WAt o Rcaderaa indicats or sonparvali nplle sundiZion fonale

et iad W

Dz i feanioione, | iksgqunts & siablle per i ors o bemuolulin abine.
1 REthinana @ 7 =" o pur 7 il 07

Baopo I stunore, | losgants & stabile per 4 oa 3
Vi v i, Eonsrvate ‘7 ="B°C,

R

ABCSOLTA DEl CAMPION] E PREFARAZIONE

Wl corta o iere pavedura 0 nesossany uilkatare plzsbea o veiro sfeoniEilo, U sRgUe (9 i)
i eeancy el o B cilimo ol 32% o 8 3,0% come ansosgulants (1 para). Biparare il plasma
1506 = g pa¢ 15 minuli, || fRasms dove ogenrs consorvata.n *2 —"1'G o
neca cempietall anira 4 ara dalln ccafin doi campioni; W allsnatiya, &
3'3 par & mean, Booan
it | =2l Man r.‘nnsulwrn & AT per sliro & e,

PROCEDURA |

Fare nlenments of manualz uients dello shumenlo approprialo per istruziciil detlagialo oppure conlatlare
Helena Brosclences Europz pet le note applicalive <uecnhchu dello stumen:a.

INTERPRETAZIONE DEI RISULTATI ;
Net soggelli naulli sani | vlori pravish per Il ibrinoggno sona &1 1£0-350 nigrdL (1,5-3,5 ol)'s,

i

4 wparina 26,6 wntainl ¢ s pn o gl 154 e i
iiheamans. sl 15 2 Talessranily bassa, Ba | vl funtioscong <ni valo della cutvs g
urpied fui pagac, sl dasnapEn wilizzanda gna g sppeopedln par aoitas | valon
i ool dirga standa

CONTROLLO QUALITA I

i un prospramma df contrill quedli. Ipl.nr'r il corodie il i Gk
o 1, par gucanline un fivedn prestazonals
vt tiguardn | shimonio che gar Cops Cuskia | canirofl non
bR £ pravis, | naslal i o paalenll dovranro aaare conidarail nan vibd, Halena
Biosciances Eviope melle a disposizions 1 segusnti cantroll ulilzzabil con cuesto piodolto:

REF 5301 Spesiatily /\ssayed: Gontrol N
fIEF 5302 Specialily Assayed Conlrol A
REF 5186 FAounine Conlrel N |

RE= 5187 Routing Coniol A i

REF 5183

Rouline Contiol SA
'

VALGRI Nl AIFERIMENTO §

I valain diille-imento posseno variaie da un laboratono aliaftio in lunzions delle lecniche e dei sistemi in
Uso. Par 12t snohwo ciaseun [3boralorio dovra elbarare un proprio range rmale.

CARATTERISTICHE PRESTAZIONALI

carnllmistiche peashisonail solia rarale song siale detnianie da Helena Blasterces Enage o
104ul rapreesaniand o ol dy e ouida, Claacun laboitarn dovia pertansa slabaiane | propd dalt
prenlgzionsh ¥ dosagiie dol Benagang & siato tudissa por -l cutiazion [name compness i
1 5E gl

Riproducibilita :
|Precisione tra | dosaggl

Pissiaizag inira-dosaggio

Fiurinogeno (9) 0o | Fibrinogeno (g} n cv (%)
(B s 4.88 h.02 0 517
ain 5 358 13,62 W0 37
AIFERIMENT :

A11957) Gernuungsphysiolagische Sphuell-methode 20t bostimmung gua Fhanugent,
el 17.237.248

Sha\l 15 (1977) Assays fwr F biinggen and ﬂs Denvalves CAC, Col Aev Chn, Lab Sci
8145+192.

Clinical and Labaratory Slandaids Inslitule (2nus| Cotleclion, Transpzn and Progessing of Blaod
Specimens lor Tesling Plasmi-Based Cozgulnlion Assays and Motecular I {aemosfasis Assays:
Approvea Guidslinz. 5ih oon. OLSI: H21-A5 |
Scutly RE e af. 11280) Nonnal Relerence Laboralory Values. New England Journal Medcia,
302(37) 37-34 !

Otuno T, Selenko V (1972) Plasma hiorinogeq delermnalion by aulomaled thrombin Ime,

Amencan Journal of Megical Teclnology, 38{5) 136201

Clauss Flbrinogen 50
Inslrucciones de uso

50 PREVISTO

Lz dulwmdiaciin caunlitativa de liaiindgann basadu an of mélada Cliuss de plzsma humang citrndn on
tEsterniin Un coaguincian Helénn Butelincas Eurape AG-3, Ge1, C4F, G,

116 s Flarinaguno de. Clauss 54 06l ol pars la dulgib e cuanilesye dol bikdgens e ol
plasma humang, Clauss' desaniohd @ mileda simple pard [ dgtaminaciin suankilpfivi do Goinbgenn
miglenda ol tiompa da wa:uln:m del pldama ditdido Hrpms dn in adicidn d! Thromb'n

130 unitadzn Nl L), E4l Hampa o w Hirindgann
Lea rivelds do Iiindgans punden HIII-OMIII' LOMD ConGecushtin da IIIIIumlclbl\. nmbaze 0 Uee dn
aiarapss il Pugdsn sk saluen cama In

hepsiopata v lu GO, Enira las Juligencizs oo il »hln:gamm [3in temindgany
delaciable), " hipolibrinogenenia (<! mgimL) y la dlsubrmugenam»a (mc\acula do liindgina amurmall,

ADVERTENCIAS Y PRECAUCIONES

Los reaciivos conlenidos en este kil son slo jrara uso dingndstica — NO SIE DEBEN INGERIR, Lise
gquanles para manejar lodos los corponentes del kil. Consuliar la hoja con los datos de peguridad dal
producio acerca de los riesgos, avisos do seguridad y conselos para su eliminacién. Lus productos
plasmilicas sa han somelic a pruebas y han resullado ragalivos [ menos que ss indusl 0ira cosn on
1a caia dcl kit 0 en el vial) para la presencia de anligena ds (n hepatilis B (HbsAg), anticanims de VI | ¢
2y anlicuerpo dal VHC; 1 embargo. deoen man pularse coi 1as mismas precauciones il Ui mussirn
¢e plasina humano.

COMPOSICION
Componente  Conliene Descrlpclon Pragraragién
Thrombin: 5x4mlL(REF 5556)  Cada vial contiens numnumys i ~al con
50 NIHI/mL 5x 2 mL {REF 5556H) aproximadamenle 200 Al
(REF 5556) / 100 (REF il (HEF h..sal,
5556H) unidadas de dn gt i
iombina bavina ton cudttaln al plpatest para
eslabilzadores. it ln cortamacie,
Agaar suavemaNe 'y D
Uit repoas durarg
15 minblos. Mook bian
rondlilymenis antes de
e M agllar,
Finogen 2x (ml(REF5556)  Cada vial contiena 1,0t Fiscomelilull s5a uisf con
Conibealor 3%t mL {REF 5556H)  de plasma humano actamands 1,0 fil. g gui
normal hohhzado dosliadn, Agilar umvnm;
estudiado en cuanto a ¥ By que rapcs
niveles da (bindgano, durani 19 minutig, b
suavamersn ANfes dil @
usa. Mo nglar. ||
Owrens 2x 25 mL (REF 5556)  Cada Irasco conliene S v (iasacs

Buller 1% 25 ml (REF 5556H) 25 mL de lampén con a0 pavn ussr,
barbitaly clorro sodica
con uzida sodica come
conservante.

Gada kil conlieny instrucciones ds uso,

Cada i conliene valores de referenca especilicas inserliidos del lole,

ARTICULOS NECESARIOS NO SUMINISTRADOS

Consillese sl Manual del Operador del Instiumenlo /o ki nola da aplisadion piw flmlruccmnes
adecuadas, Los reaclivos confenidos en esle Kit eslan lambién dispon bles como ariculps s isado:

REF 5374 Clauss Fibrinogen {Thrombin orly)
REF 5374 Clauss Fibrinegan {Thrombin only)
REF 5379 Fibrinogen Galibralor

REF 5375 Owren's Bufier

ALMACENASE ¥ ESTREILIDAD

Less yintes nn abieias sen ssAnlos Rasts b fechi de coducidod Inficodn punnda e conkasyvan en ko
candcianes indlides an el val ©en b el ol s

Tnrambine Elmactivo it LEUEEE

560 NiFtink, ambicete, | samani 6 '~ 10 o 1 mozay i R0,

Fiinagon Lir vz dpcciitiiuido, o reacliva parmanecs istsbls duranii 4 s | 2 =07
Cabbealon

o'y it Comzsryar u."2 "85 una yez aferiu.

RECOGIDA Y PREPARACION DE MUESTRAS

Debo usaise sizimpie plaskco o vidro sitconizado. Debs teiugniss sangre (8 flovidal &0 ol
anlicozgulant clralo sodica al 3,27 ¢ al 3.8% (1 padte). Separar ul sizume d?<puzs de Ia jrmiligaoin
2 (800 ¥ g dursly. 15 minuton. B plesmi debd comenarsn, a ‘18 ='24°G; Las prunlas
dabbrian lsrminarss en 4 horas dusds 4 rocogida de s mussibas o ol :u.u-un punds dorRaevaiE
rongalada n -20°C duranio 2 samanas 6 TG duranls i mis, Desmngelar rigidamendd § “37°0 anles
e renkear i prupba. Ho consarvar 3 '37°C dutsnle mas de & rinsdos’

PROCEDIMIENTO

Consltz el manual del usuauo del msirumento adecuado para msiucciones delalladas P pongase en
conlacto con Helena Biosciences ELFope para nolas de apficacion especilicas del insirumenlo.

INTERPRETACION DE RESULTADOE
% vatloimn espinados para el |ibtnegeno an adulos saros smb do 150-350 gL {1506 g

LMATACIONES
Lis rivies de hnparica =0, unklndeshnd y los prodiclos: do dogisdngén fibinoWicns =100 megimL
puedan arehive e, cusnifcacion Inamanin baja dol inagene. £ kb yelies csen fuers do los

yikres O b Cilres asfindar pora lop sl de padecker. vieive a 1eafizar lz valomoan s e
dikarion ateciszdda prar lavis los valores af nfervaly pstinidse.

CONTHOL DE CALIDAD

Gl lgbiorniorka dobe =stsblacer un pogruma e cordol du culced, Lo coniroleh reirisss
anaimiers deben estdiaas niss da codn ko di macsios del paenks, park Disaguar tn
||.numm-nmn|n dscuady G imslruinerto y El operador S los corbolua v ki rogliasn come e

peraba, lop festados dél pacienls dober conscemare ewalidos, Helond Biasggnoes Curmpe
;um..u..mynnmm; conrcien EiEANIING [ArA USAE Sn wEln il

REF 8301 Egpncialily Axeay Gontrol N
REF 302 Epaoalily Asssy Gontrol A
REF 5100 FAoutine Contrdl N

REF 5107 Flnufin Conml A

REF 5183 Fousing Lokl 54

VALDRES DE REFERENCIA
Lo valoees dg rolarancs pundsn vadir aniie oG eheralorcs dapanilings g0 ks Eovcan g sialnmi
uzailts: B n5ia razin, cads isborstone dene exlablecer s prapia i pamnl

CARACTERISTICAS FUNCIONALES

Helens. Ewtepod BUE hatl h do las miguisnies - 3
smrefrrmnlis como diecing, Gadn lasboraluie dubn establecer sus pupisd HRks Ao fendemnnin, La
valrvarifin dal Aisdgena peld disndods pacn du una eabbracion Bnenl de 1.5 @ 65 g

Heproduibiiigad i -

Procision Infra-ensnys Prieiatdn Inter-ensays

Fimvindgana (gL} o G Fisrindigana fai] n %)
2] 4 am Lo ' woEIT
301 5 358 3,62 10 (375
REFERENCIAS T

Cluwgs A (1057) B Ihece par g Fillrmao

Acty Magrmatol 17:237-348

Snaw T3 {1877} Azzays lnr Fitiinagjan and s Durslives CRE, Gat faw (- Lo, Sel

B 45702,

Glinical s Labiaratory Stardaids bnsklists [2008) l.:llnm- Transyortind Frecessing ul Blcced
Sunchingns fen Tusting Bl Axzay: taste Asays
Apgeoved Guideling, S pdn. GLEI H2I-AE
A, Beuly AE s @l (188G) Normal Ralamnca Laborsany Vakise. R England Joama! Medeine
A02{37):37-48,

Diwgne T, Sabarfio V [1877) #sma fhiindesi datesmination by sutomaged krombin Sos,
Amurici ool of Medical Teshnalagy, 38(51:396-201

TecT-cucTema "Onpejienciive huBpUHOreHa MeTO/IOM
Knaycca §0"
WHCTPYKUKA

MPUMEHENVE

Tect-cicTeva “Onpenenenve mur;pmurem uevunuu Knaycca 50 NRCANAIOGIGHA ANR (RONS/R1E
Nayrcy Ko MANIME KOGA MATLOSKI M3
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COCTAB PEATEHTOB
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NGTDHOATOPOW ¥ KUMNANSA XeRana, HEArenTE! U0 E & HABOP YO YT fnire 21<A3A11: i
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Bythap Oypanca

CEOP U NPUrOTORNEHWE OBPATIOB

JPR paBoT GREFRT MENONSIONATE TONLKG NNACTIKASLS WA CUlLiRQILIDIEA-
NPoBapKH. K[ TARUNASTCN U MPORYEKY C UMINATHSI AKTUKOAMIIHIOW (327 i |
RATPIA] b Coareowsive 9 0 1 Noone ||ﬁHYN'mHmnrv:mwn T SO0 g e e
e Aavix 3 Aomaia e A RAGDIATADIER] AR el 1
~eu5mmwn T e OT (ORMEIIIN SNEMONTON KO, [IRAIY CNEALTT 4PEILTL ARA TCUNESAT
Z°8°G whwt " 18 — 24°C, Te1uponarie ADMI GiTh FRGFAACND b TEHGINE | tIaCell Mene 130D
nona;-.oq ™ o ANAINY HONITD QANOKRATIO AAMOPNTITH ¢ 48R 416 AP (S wiana R D
Tetienits 2 HEeNs Ik npu -70°C b TevENiE B 1ecaupl, | IPREA NNOREABKIPY UG IIaan AF FIE ity
CReflyer Bhic1 [0 RAINOPOSITH Nt "37°C. He AepwATS NAAIMY 0w 37 C HORCE 3 1yt

MPOLEAYPA BRINOAHEHUA AHATIAIA

abpanmrers K uncTpy

Jlan nonpanan Gonse 5
NONYALTOATUNECHIIN KOATYNQMAIN.

WHTEPIPETALIMA PEIYNLTATOB 4

Cpsnann yponeite Oo0iL0n A iFeninniakd, neEAeR didpemat icin
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OrPAHUHEHHA
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KOKTHOLL KAYECTRA

Kakian na6opatopua AOMKHA yETANORKTH MDOTPANMY MEMZANa <ENSCIEA
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CNUCOK IUTEPATYPHI

Clauss A {1857) Geannunasphysiniogische Sehnell-methndr 241 r)p,;hrvmm"‘a ces Fibnin saens

Acta Haenatol, 17.237-246 i
2. Shaw TS (1977) Assays lor Fiminngen and ns Denvelives CAC. Cut Rav e Lo St
B:145-192
2. Chvanl and Lonovaioey Stancans insilie | T000)
Spprimpn for Tesfod Plasmi Sacad Gangula
Ao Diiidubenn, Bih e GLES): Ht-A5
4. Leudly AE s @l (1580 Moemal Fisterance Labatsioy Wil
02(37) 37-48 |
Okuna T, Selenkn Y (1972) Plasma fibanogen deteiniinetl on by awamaled (naim ko hine
American Journal of Medtcal Technology. 38(&1 19-701
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Declaration of Conformity

HL-7-0673DC DOI 2015/08 (1)

In Application of the Council Directive 98/79/EC on the approximation of
the laws of the Member States relating to In 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 the event this is required.

Product Description GMDN
Code Classification Code
5562 APTT Si L Minus 55981

l, the undersigned declare that the devices registered against the above GMDN
Classification Code conforms to the said Directives.

FullName:  M.J. Stephenson Title: Managing Director
Signed: Z& M Date: 11 Aug 2015

(A £
Tel +44 (0)191 482 8440 Helena Biosciences Europe
Fax +44 (0)191 482 8442 Queensway South, Team Valley Trading Estaie,
info@helena-biosciences.com Gateshead, Tyne and Wear, NE11 0SD,

www.helena-biosciences.com United Kingdom




APTT Si L Minus

helena

REF 5562
REF 5558
REF 5559

Helana Biosciences Europe, Quaensway Soulh, Tearn Vallsy Trading
Eslale, Galeshead, Tyne and Wear, NE11 08D, Uniled Kingdoin

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

Email: info @helena-blosciences.com
\Wisb: wanahefana-bioselences cam

HL-2-1787P 2016/01 (6)

APTT Si L Minus
Instruclions for use en

INTENDEO PURPOSE

THin AFTT 5 L Moon sy

Forusa in tha Aerintin ol actvnind nm- mmhomn Lt (IFTT) and ralyteed coapialon poosduns usng
hosshoind exrict i & ar ol ehpater T o s van be Uz o7 manul, com| eulumatied s

e, Friss nn ing ok of Laroil m'mma‘s u—.am.m.a by Proctor. e}
o] TV 1 st 1o St hocatam. 1 o TS e o 2 wtater factors
VI X0, by dd g ke waghl Mty Th ST 1 e Wil b BeH an eSS
Iheso factors avet b reasryaly s for Hasmcd weremivg 3 #0d murilonng of hegan- Macipy’ Comedsisly weallabi

reaganis fypcally Uss ona o Ve BoTRacon: kadkn, G304, o 4l 4ol In tha b3sc sciesn o P T ittty
measures e mation of Unmean by LB uckksn ) Keiviiapan kammirg fhe (Gan clol |1 1na tech, oirezed el plasmi b
e win aPTT resgonl toe N seibud pariad o bra Brricasy B i) 1 owd P ackition ol

pre-wamed (*57'C) calowm chicrid (025 1), Triwee 15 Bain i) el Lima o adkion of cekeaam crlande. Fha tmn
w3l far dul formstion s Ihe aPTT Clol datecton can ba by mociznical. merual (5l Wuba). cr pholo-oplcal
maasuremant

WAANINGS AND PRECAUTIONS
Tho rzagenls cantainad in s ki a0 for 1 vio disgnosiic usa only ~ DI NOT mcssr Mot aporopdata peccone
profecue equirment when hending all kil compenenls Ro'2r 16 tha producl safe! (or I8 (K 16 apprepnate
hazard and ! apgicatlo Drsposa o I eartanco vl rugulatons

COMPOSITION
Compansnl  Canlent Description _ Praparation
APTTSIL Sx6ml (AEF 5562/ REF S66251.G)  Raogenl coniains anear o Brngto rocm
haus 5.1 10mL (REF 56558 / REF 565351.0) tern priof o
10 x 10 L (REF 5550 / REF 55465L0) us thewel by
sansiylo e delceses  swiing or nsoon
and o hapann 1ra rang prorlovse
canians prosgniss e dtor
ad <
Calium 5x5ml (REF 5562 /REF 5662SLQ)  The manenllsaﬂokrf.vshuun Thereagentts
Chionda 5230 mL (AEF 5566 /REF 6558510) o caltum chlonide iy I0f Usa a5
o5t 10 < 10 mL (RF £359 / FEF 55665LQ) _ pactaged

Each i contan; rsinuctons for use

ITEMS AEGUIRED BUT NOT PROVIDED

Any high quatiy sioclo mechanicdl or pholo-opteal ceagulaton insiumenl dasignal lor parfomming actwated partel
Ireemlspastn tmés may to used

ST AGE, SHELFLFE AND STARILITY

Unopansd reaginis are s'atio nsl tha given expry data when stored under cond
Stoxg a1 *2" -'5'C. DO NOT FREEZE Slabla lor 30 days after opening, Avad praiangs:

BAMELE COLLACHON ARG PHERARATION
Htaste o sicorised glasa shaiki ba ussd Inroughot. Blaod (3 parts) shottd be colscled o 32% or 3 6% scdium
Glrale antoosqularm (1 part) Sepsiala fasmia allar centnfugaton ol 1500 X g Jor 15 mnutss Plasa sheaid ba kupl al
2% %6 C o *18—"14"C: Tisfing Wivasa s ecxspdwhail #iin 4 hours of samele caltoclicn, or Aasma can bi storsd lrozen
<1 200G (or 2 weskn e T s 1 mcrfre Thiam G &1 "37 €. prce 8 1asimg D0 1ot oo at “57° lor mora than
Smnuzs. This wil minimiza s pausaleabon of 01 [opus mhiblor, Erfonecus wwas's may be caused by canlaminalion
With s us o slas's Avad aglajon, air bubkiss of lxring, For e el'sc!s of co-moly a3 Kidrugs, rster
o Youna, el al

wndicaled on tho vial or kil label
nsal

PROCEDURE
Manual Mathod

1 Prowaim asll med APTT S L Mnus and 0025 M Caloum Chlcads I *37 G

2 Prawam 0 | mLtesl fEsa i dupicale 10 *37 C lor 2 minutos

3 Fombiy ald 0.1 mL prewamod APTT Si L laus to plasma and start mer Ircubisa for exocty 5 minules

a'7C

4 4030 1L prewamed 0,025 M Ca'oum Citonds

5 liole Ima for clol fatnaton Rapor rasull as aPTT Imo (saconds)
Automated Mathod
Rzler lo U appropnala insiument operalor manusl lor defadest insiniclions or conla:| Hatsna Biecsssncas Europe lor
o0l speciic appleation ncles

nstrum

INTEHPRETATEN OF RESULTE

aPUT vilss Yass Ihan Ihe

iy et o scoedt

Ihrombess (e g deap »&n (hrombes's and disseminated inlravassutar cozgulaon)

Hopatin monitoling

Wiion mantonng hapann Ihaiapy. 1l & impailant 1o concinuct an n ko rference cLive which 16130k the average

hepann responsn, snca indvial patenls taspond d3ranty 1o hapaim In geral, s can consder the MaiareLrc

rnge lor kaparin 1o be 0.2 ta 0 5 urisAnt

Tha taliowng precaulons thaud be considsied whsn manlomng haparn theripy

Time ol ectieston s mpartaat sres hepann has an i vivo hall4fa of orly 1 5 h

etazes of el (aclor 4 raparh nereng lactod catsad by el sogeeous

Coloten, shockd bo aveidad Garol Bl ecle-ben, raper CoKUgALon A rEmpt1EnElof Mo Bt

oo pasina i o cads ol okl Mo I re s o st ache 4

3 Bassinedala an each ral el s aPTT shauld bo estabtishad balors helapy. I

aPTT a5l relatos 10 ha nomal rang astsbished by [13 leboratory

Dilfaionl © ol d!sction syslems (mechanical, phdlo-oeical elc ) show vazalin

1ot system shou'd b0 used when montonng hapanrised palants

Hopann 1830n% cunes shouid ba r6establishod when fol numbs:s of rezgs:

Wih 16 5am3 lot mumber

8 Thacuna shasd ensiustad usng the s3m3 hepern amEoyed in Inerfy 16 skmnlo vanaliss
commosted ehvapa i ram ORprent sclifcos (B, Poing mcesa o PonR L

mine tha respacihve patienl

vies fohepann Tha came

chings and al penodiz inlsrvals

e

LIMITATIONS
Exgscrad vaes ulhs P Lt wel wery ram on sboratory 1o cihar dapd ey n 13 1t sod Tha nsthal

o, 7 calecion ochinaus, 56 o anicosgutant n 12 5 methed of pecimen orege
e very pnn Fiaems ke e and slorags orditons shou'd bo €tan: end caratully contrelted
Dexpeciod reayls shiatd bo conimed by sadecnd 1ocs P Lagmls proam may causg the
re'2as3 of phosghaiads. end linus e naulratsation of &ny Iupus N Y przsant n mg riingn, T s 2 sprmene
o smal g vohumes shcuid e svorid dua 10 ol sklagical p i Tdes e b ifctod by
eseeral drugs® An Tesse 2 GPTT 1esuli iy b oaissmsl By Iha adncisraber o Hphamrytarion. haparn,
ot ard vadnﬁ . Docraasad T T valusa may be seos Gunng i wes of il CopdBoesilvas, o mals
eirogen e Taborloncs Sk SuiH T o arpacros Tekes o [
Faormancs sandards or 10 son

GUALITY CONTHOL
Each lavoralory snmd estabhsh a qaily control progiam Homnal and sbmormal ccolrcl pasmas shiid ba lested prioe
16 €3ch bstoh df psten senles 1o ensure savstactory nslnumeal and cparator pertomanca. il ccalrols di nol Ftlom
B xpaches poiel tosie S s consdersd it

FEi Bioscioncs Euraps supples s 10w Comids avatatia [or usa Wil s pradil

REF 5165 Aouzns Canral H
REF 5167 Routno Cantrdl A

REF 5183 Routne Central SA

REF 5163 Hapann Conirol

REF 5301 Specitly Assayed Control N
REF 5302 Spacsity Assaped Control A

REFERENCE VALIRS
Reteranca valuss can vary bslwaen laboratories dapending on lh lechiques and syslains In use. For Ihis reasan sach
Isboralary shoud estabi:sh ils owi reference ranges
PEAFOAMANCE CHALAS TERSTICE

The lolouig padomanca characta va baen detennnad by Helsna Bloscencas Europe o thei raprassntatves
using a pholo.oftizal ceagulation nstument Eazh laboratary shaud estabiish ils on perlymanca dat

Foprasacibliey
- 4 intrn-asany pracisian Intar-aizay prociion
Sample T a T Clot formation (sae V) n Clot torm ption (seconds) GV (%)
RoutneCahdN 10 Do 035 100 329 241
Rowine ConlidSA 10 779 i 031 W0 783 = o77
% Facjor Factor Vill T Factor IX 0 X1
{asconds) (s1condsy (seconda)
<l 057 . 708 T wea
10 459 444 w7
< Mz 39 i
100 208 w8 T T e
Hmpastn (RimL] Glal formation {seconds|
mparin otmt] s A
oz 00

ol 1740
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APTT Si L. Minus fr
Fiche lechnique

UTILISATION !
Lokt APTT Si L ktinus osldosting & la réalsation ces andysas de Inémostasa bas3as sut a lomalion ds caslols

Lrtiss dans o dolominaton du lamps do coshalng acts (TOA)  paur ces ménales do caaguishon comnesss o1
phos, idate:

utlsant das exrals do le sosgho pda addionnss 3 pariculss sam s commo aclivateur, ) esl possts
utliserla systime danalysa manues, Dbsl sttt aveoles
x ds Langdell ol il assaaés Flus a8 mochs par Proclor el Flampanz Is TGA 6t u: détectar das

Irav
Iroublas 3 fa vore Itrnséqua Ga la coagulalicn, qui impliqua Jos fotars do on VIl (X b ks
#1e Kiniacgine do haul pocs g wilist pou
utlis dang k3 analysas préopéralares el dans la suvalance do Ihépanm:mé Caiilpreedis disponities sur b
marchd Uifsant on GOnOTHI Il g £+ 10 Scovariurs. Kadn, i o ockia aFagiare Dans o 169 46 hase, o TOA
mssurs do lagon idirecte la famaton de thiombine par son eclian sur o Ebanogéne shautissant 8 la lmmalion dun
catlol hixineuk Cans la détsmminalion, Is pasma cilratd 4 analysar a5l méleng? aves o 16act! TCA pendani une durde
concrtl (en gendiad & mnutas) & '97 C, s cu chionurs da el (0025 W) prichaud B "37 0 ast sould La
joul du e ‘Gun L I:mps nécessiura 4 1a lomaton du callat est
fo TCA I el ;xmuu da deteclar In coaguialion par una lechnigus mcigas, manuske (ube NGAE) ou aves un
Fisfman pAofo-opt

AVERTISEEMENTE ET PREGMITIONS

Les rhaati’s du ki sonl & usage diagnosique i vivo unqusmsn! - NE PAS INGES it équipomzal de
profection ndiduells appiopné lors da Ja manlpulalian da lous 163 Camposants du ki cmsuuarla e o domnoes on
cuni3du procul pour aBeni o ot vas 62 pasis da nsqus ol censels da prcr scdanl Elmanorles

COMPOSITION : !
Composant__ Conthant Dagcripiion Proparation.
APTTSIL 5x3mL(REF 5562 /REF 65626LQ)  Contom un aclvsleur & pariculas  Ramsnazie &
Hhous 53 10 mL (REF 5556 /REF 5555L0)  samicallodalss (magnés \smpérature
10x70mL(REF 6555 /REF 65685L0) - duminmsicals) pa uns ambaanle avant de
ssasbiA8 opima'a aux deraisda  Nullser Lislengez
e €13 Thérarin, Lo e, 1ohan ot
conlisnl s 15 hasphoipds  en renyarsant avanl
wiesiolampen llss gonc  dhdian

Caloum $nsmLREFsooe (REF S5aala) - Le réac”llsluns sluon do La rdacut est prét &
Chionds 5.1 10 mL (AEF 5668 / REF 5fsachy dhlorure da caiaum 4 0025 Yempiai

002814 10 < 10 mL (REF 5559 / REF 65625L0)

Ghaquo bt cantent une fichs fachnique

MATHRIEL WECESS AIRK NOR FOURNI
} g ol duhuar e et o Coagueatin Bl BCanain o R0 opRLG G e Gl o gt
dalrmminar fa b wclivh

COMSERVATION, DUV [0 VIR UTWE T STADLITE

Lee)fcona[da backtinefoutenicnl| ks el ETdaalcs wunwm indquda s'ls sanl consanés dans ls
condilions induées sur Vélquatlo du kil ou o Nlacan, Consanvaz 12 4 2 ="8" G SANSLE CONGELER Siatls pandant
S iouna 35 uvarns Evies s réchodtor e profongss

PRELEVEMENT ET PREPAIATION BES ECHANTILLONS

Urirssr loul au tong du préfesement du plastiqus u du ¥arme Stcond. E:angor 9 soumss e sang el 1 vlume dg citale
de sodlum & 3,2% ou 3,.8%» Séparer la plasma aprés conlnlugaton 4 1500 x an( 15 minutas Consenor o pasma

énim *2 =25 ou 118 24 C. Lanalyss 401 o lamnés dians 165 & hairos Saent Ja prdvemant do [scnantion:
snan, fw gezaglar rapidemen| & *37°C avant
do réifsol Twalysa. 14 s lissm & “37°C plus db 2 A cat e et 1 o Tinhlslour, lupaus serail
récuiu K pmbin d cbinnir des résulfals sttonda an o i oo aves d fgu do Ussalarg cu s cas
slasa. frvinr dagiter o fin dormer das bules d'air cu s T Sa rkismr i g, of o pm,cmnam les eifets des
médicaments caramment administiés

PROCEDURE
Méthoda Manuslle
Prachaudloz is mitangn CARTT S L ASnus el da chionura da calalim & 0,025 K1 2 37:C :

1

2 Préchaultoz 0.1 mL do piasma & analyser 50 dosaga dautla, & ‘37 C pandant 2 mnitas.

3 madez 0.1 mL d'APTT SI LAY au plasme ot lancoz Laissaz
incuber pandant 5 mnute s execlemant 4 '37'C,

4 Ajoutez 0. ml da chorure de calgum & 0.025 M préchal '

5 Notozla lamps da lormafion do carlots Eaprmezles ima TCA an socendss
Mslhodes Aulomalisé
Cormsultzt lo manuel d'uttisalion d3 fiasiumanl appropnd por obtenr Uss Insiruclons ditaibbas o conizcier Means
rosciences Europa paur cblenr des notes d'applcalon spéatauss a MnstuTent

INTERPRETATION DES RESULTATS

Les rasula's ds TOA douvent s rlacéa an avondissanl au diebms do sacnds. | sppailent & chausilaborator da

Gélerminer 595 valeurs usu Qénéral, tamps moyan = 2 ECals-lypss) Dos rdsulials (1apassant Ia falla supéneor

Gos vt uaelos, Jotant ire Consdh es oo ancmas o 1 &2 nécassare s ressar des

approloades S5 vaeurs du TOA sonlnéreucos B la Imio nireuta des répé:

fcuvel dehantion da sang Un T B e o st avas 455 Franieiuan B oo ecemie,

Ihrambose vainause profonda el :oagu\a“m niavasuians chasémraz)

Survelilance de Iheparin

Lors do Ia susitance do Inspamcticaps, i o3 mpctant do créo s couba ds rikance f 10 qu rete la
pensa mayencs 8 Mépenns, Glanl domé qua chaqua patant 1épma diltbremment & Imeparine. On' consdére an

général qus la plage térapsutque de IMéparna 6o silue enfre 0.2 €l 0.5 wn! mv»m"

Les précaulions sunvaniss doven! éire prses an consdérelan lors de I survatance ds Ihbparnoiar s

cnng Ja demh =3 10 v3vo 03 IMépaan et qua do 18 houre

1 Lo momen! du préidvement esl importan
2 ocnvent ddvierqus 0 acleor Haueliaa 4o s Lo acleurneuahaan! 1h3garn) o rafscn s
plcn pacustarn o1 ol P dola sinclur s prdveisal Un prédbvemen d sang corec, una
canltiugalon eppioga ol un cnlbvemen tapd o lasma paunte ) pacuales des picbuls falges ado
(bitn Ta libration ds facteur paquallal
3 Lus vetnors A sosdu TOA 48 oo peten dason 6o Sigttes vl o de delemidarla TCA
palient respact! puisquil s rappars eux va'surs ususiles dletiss par In laborat
4 Lo senateis & héprms vars o forclm dameloma s ivec e 42 Conpulanen (mcaniquo.helo okt
2] U asl nécassare dutlssr lo mémo sysiéma danalysa peur Ia survalance des pilonls scus hisparne
6 Les cavibss de réponsa & Mbpanna deivan! &lre détamindes ds nauvesu Jorsaus K numé o do lot da rdactl
cnange el 4 das nlervales pnadques avec le méma numéio ds It
8 Lacaurba da 1pamsa i Iéparine dal i dbleminga en ulimant la méma hépanne laul au lang da la nérapio
1 d Biminar fes vanafians dues aux durenlss sourcas A FAPaIinG (Far 6STp!S, MiKISUSS PCrcinG o povmon
) |
LIMITES

Les valeurs préuas du TCA uarient dn [abors:ars 4 laulre sulvant 12 fectriqua ulhsée, La méthoda da déteciion du

{chanticn do flasna dovan dis nomatshes el cognauseman coniitos Tout resulal Fors intanate dal Sta
8 par dss analysss La présence do | 55 620 Un échanl 1o paut <1 enlvi'ne(
e ds phocpiiciipdes t, par canséquant, fa naviraiisaton St lupique prassal ¢ans (chanliion. 1
convien! cfbaliss S uléwar i POUIS vOUMws Oy PlasTa e rilucrt dis pedsriteles vanabaa phry .m.q.‘.._ " i
Uenabyso paut b athectbe ‘par iears midcamants” L T0A g peul b o 8 Twdiseraion da
nyinpimelotia, dhizad . :
@s dUtinatan dn meniaceplls OraUus OU hat 165 sujsin s sppaitan gine & chagus
abealcts 3 G1aLLr cas Progs o8 vetaurs A0S POUT o6 Palants 1 G3 d&anniner 545 Nornes Uo parfommances pout 1o
conirtia

CONTROLE QUALITIt

Cnaquo laboralara doil 813blir Un CIAMMa da Contitie quakté Las plasmas da conlib'e, normauk et anommaux
daront 19 Lestés avan( chaquo lol d'chanticns patents ain da s assurer quo linsiumon! ol I'opdratour offronl des
“raanies S Iss conibies na donnon! pas les résullals Fedvus, les résultals du £aten doivenl étre

corsdérts comme non valatlss
Ha'sna Blosences Europe disiitu s conltios suivants 3 ULksa aves oo prodult

REF 5168 Routns Cantr N i
REF 6167 Aouting Contral A

REF 5163 Rouina Canlrdl SA

REF 5189 Hapann Canrol

REF 5501 Specalty Asssyed Control N

REF 5302 Specally Assayed Control A

VALEURS DE REFERENCE
Lies valours o 1816ren0a sacven wirlsr don (aomiciis 4 Taulro sutvant s fschnoues ol Jos syeidmed Liisss. G
e v e

GARACTERSTIMIES DE PERFORMARGES

Fhitmiz B [ e st i -t
phin.aotgue. Chaus dinttr parimaTe

R produetitini
. Précislon Inira-1ériy

Echandlifon” n Formation o calfiot [ A Fomaiies b caial ov
. (seconde) ) inreands) 2

AagnaGoriddfi 10 200 03 10 e 24

e Cenind 54 10 779 03t 100 7EA 077

% Factow Facteur X1

<

10

o

100

paring (UL

X3
04’
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APTT Si L Minus
Anleilung d €

VERWENDUNGSZWECK
Das APTT S L M K It ar koanulomtische Gurnungsts is sargesshen

2Zur Bastinmung dor ektwierlen parkelen Thrambopiastnzeil (aPTT) und dhnl chon Gennnungssordanian mit Exleskl ven
pholipd und mit nahaau koltaden Pariksin a5 Akivatos, Das Testsystam hann mil manudlan, halbautomatschan
der menmabictian Hichiiun angowendol womten Dt AFTT-Tost wurda durch cre Arbeil von » Langdol il
Fonzipiart ind sptar derth Pusiior und Repepor Mmod:fized”, e ePTT ward zum Nachwas von Funklior i
Wmh Gatrmgatyn, W0 i rem G5 GoranungaaHomn il 1%, K Xl Polxtkro
hechmalekularss Kirinapen gehoren Die aPYT wird auch bal Tes!s varwemdsl. dio d9se Fakloren quanbfizsren, und
musnemaDig bet der OP-Yorberartung und dem Monforng der Hepanntherapi sarwendsl” Kommanisl ersiiicha
Reagenzan sathalten b i« san dret AKlvalorsn Kaoln, Sliaumcioxd ader Elligsiure fsm
e Scroening Tost st dls PTT 1okl Guren it Emken sl Fibencgen 616 Thremianbsung r d damet dor
Bidung aines Aibtngennnsais. Das 2u lesiends Ciralgfasma wiid  Testansalz mil aPTT
besimtsn Zeiliaum {dbichorverss 5 KAnutan) gamisahl und danish vorgenamies (137C) Celaumehand (0025 "
2ugagsben Kl Zugabe das Ca'sumahiords wird dle Zeil gesioppl. Die Zal, dio a3 zur Gannasalb'dung brauchl wird a's
®PTT bozachnel Nachisis der Gaiinnse!bidung kenn mechanicch, mandal (Kippmathoda) ader Ichtoptish ertaigen

D im clogarm N peina/anan Foagonzon W sisscluiians K 4 Varwarsdg v - wwbmv vraqs’
C‘Mf \'FﬂS-'.IIM'\’GE'r Tragen Sia berm Umgang mil
do Verwtiaa ol Galshi- uref in der

i sanet g Lisoigen Sio the Komponenlan gumdll cen biisi Visinchritan
TUBAMMERSETZURD

Komponsnie  kihat Beschrolbung Vorberattiny
APTTRL 55 mL (REF 5552 (REF 65625L0)  Das Rssganz enthil anen Hingsn S5 os vor

henus 53 10mL (REF 5658 /REF S6555LQ)  Aklatcd aus nahezu kolfaden g aul
1010 ML (REF 5559 /REF 6550SL0)  Partkain Flaurntemperatur
(Magns SumAlummium Siikat)  \or dem Gekraudh
mi dem ena oplmata cul mischen durch
Sanstilaf gagenlbas Faklo  Lerwirbeln adar
Mengslsinden und Hszann  Uindrehen
etrecht wrd, Auderdom enthat
35 Rorqanz Phosphaiipd mil
PuHorund Stabl
Calaum 5x5mi (REF 5562 /REF 55351Q)  Das Reagenz basiehi aus oiner | Das Aeagena is|
Chlanda 5x10mL REF 5556 /REF 5085LQ) 0025 M Caboumchiond Losng  gabauchslersg
00251 10x 10 mL. (REF 5359 / REF 55%€SL0) varpckl
Jedos Kil ecthal wo Galxauchsanviaisung

ERFORDERLICHE, ABER NICHT VITGELIEFERTE ARTIKEL

£ bomn dss aur Duchiinnung dar skiwaiten padsien Thrmboriastnzet gosgnsts, wallaive hechworigs
anische odar kehiopt:scho Garal béauizl erden

LAGERUNG, HALTBARKEIT UNO STABILITAT

Ungatinea Razgunzien srd unter don aul Varpack odar Fsschehon angogutansn Lagerbetingurgea b zum
aufgsdnucklen Vertalsdatum stabil Bet *2° ~"8°C lagam MCHT EINFRIEREN Das Produkt sl nash aan 30
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Coagulation Control Plasmas m:
Instructions for use

INTENDED PURPOSE

The Coagulation Control Plasmas kit 18 ifizrded far use =5 a quality contral macadal.

Routine Control N, Aoutine Control A and Routine Control SA are lor use as normal. moderately prolenged and markedly prolonged
controls for PT and aPTT assays They are also assayed for Fibinagen, TCT and ATIIl, and are prepared from normal human
plasma,

WARNINGS AND PRECAUTIONS

The reagenis contained in Ihis kit are for in vitro diagnostic use only — DO NOT INGEST. Wear appropriate personal prorective
equipment when handling all kit components. Refer lo Ihe product safely declaration for the link to appropnate hazard and
precautionary where applicable, Dispose of in with local

Bloed products have been screened and (aund negative (unless atherwise stated on the kit box or vial) far the Fressnce of.
Hepalllis B Antigen (HbsAg)

HIV 1 antibody HIV 2 antibody

HCV anlibody

However they should be handied weih the Same pracautions 5 3 RUMAN RAETIENT ESmpie.
COMPOSITION

REE. Component— . —; =Content Description i a—

5186 Foutine Controi - N 1051 mic Prepared from pooled normal plasma,

5187 Routine Control - A 10x1m Prepared irom adsorbed human pasma .
5183 Fouline Coniral - SA 0% 1 mL Prepared from adsorbed human plasma,

5482

Each vial contains 1 mL of butfered, Iyophilised human plasma
Preparation: Reconstitute each vial of the appropriale control with 1 mL_ ol
for 10 minutes for complele dissolution ana mix well before use.

iTEMS REQUIRED BUT NOT PROVIDED

ed or deionised water. Swirl gently. Allow o stand

Coagulalicn Control Plasmas may be used when performing tesls on ny Mechanical or photo-of
conjunction with all suitable. commercial reagents

| coagulation Instrument in

STORAGE, SHELF-LIFE AND STABILITY

Unspened vials are sable Uil the Qven eging date wnen sigred under conSfions dbcated on vial or X2 label The
recensIELEd contiels are stable tor 8 Ao whet Yo & T2 —"B0 or 4 weeks 81 -20°C when flash frozon, Keop covered

SAMPLE COLLECTION AND PREPARATION
Nat apphicable

PROCEDURE

Each conrrol should be treated in (he Ssame manner as Ine UNkNown SPECIMEN IN &CCOraance wi
P r 3

St aroionod

INTERPRETATION OF AESULTS 1

It grea vakues wiln the Bbaratoey normal fange tor PT, aPTT and Bievinegen assays Routine Tonlrol A
ue haip standardised to gve proionged and markadyy prolonged FT and aPTT umes rispectively. Lot

ITATIONS

The regune cotnen wiin Coaguianon Cortrol Plaseras oepend on reveral Lasioes slrongry assocaiec weh ingtrumentation, types ol
rsigents. defmart subarates and Sboatary 1o batatory vanations' . Each laboratgry Should smAesh 1 expected rangs fo
e parmcular Metrumeni-reage system

Each Wboralony shouid estaclish o quality eomrol program . Nommes and aby i cofmre plasmas should be tested pnor fo each
tch of patient samples, lo enstre saustactory instrument and operalor perormance. B corirots do not perform a3 ekpacion

patient results should be considered invalic

REFERENCE VALUES

Relerence values can vary belween laboratories depending om the fechmigles and sysiems o use. For s reason sach lanoresary
should establish ifs own reference ranges

PERFORMANCE CRARACTERISTICS

The toliowing Py bean determin by Heisna Eurcpe or ther usng an
opin-mecharcal coaguiation insirumant Each laberawry should estabish is own perdarmance data

Rcprodu

Intra-assay precision
Sample

n aPTT OV (%) PTCV (%)
Routine Conirol N s 101
Foutine Control A 5 171
Rouline Control SA 5 103
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Fiche technique

UTILISATION ,

Le kit Coagulation Coriral Plasmas est destiné & étre utlisé comme produil de conlrdle qualite

Lew contréles Agutne Contral N, Aouting Contol A &t Rouline: Cordrol A servent de témoirs nommal. moGsrdment proong® e
netement prolong cins kes déerminations du TP of du TCA Le fitinogane, A TET et ¥ ort Até dosés & is sont pripanss 4
partir de plasma humain narmal

AVERTISSEMENTS ET PRECAUTIONS

L Fladtile AU Kit S0t & LSage SEgROSGUE M Wiks wniguement = NE PAS INGERER. Porter un dqupement de prolection
Incivicuelle aptropré lors S8 Ja mangldation oe (oS |es compossnts du kil Comssiter la fiche de Sornéss de shouré dy produl
Pour chinris i fian vars ks phreses de Tisgue = les conssis de prudence le cas échéant.  Bliminer 165 composants cordommément
aux églementations locales

Un dépistage des produlls sanguins i 418 raalisé et a Sonnd un résullit negalll |saut mdication somraire su (& bolis du bt o sur e
flacon) quant 4 la présence de

Antigéne de hépatite B (AgHBS)

Anbcorps anii-VIH 1

Anticorps anli-VIH 2

Anticarps anu-VHC

Cepardar, ils dowven! 8lre manipules avec les mémes précadtions que celles prises pour les chastlliens patiens nUmains

COMPOSITION

REF
5188
5187

Prép pool de plasma normal
réparés & parlir de plasma humain_adsorbé __
Waﬁvmawm 2 partir de plasma humain adsorbe

Fximb
3ximL

Chagque kit contient valeurs gs rélarancs spitciligues 2 ot

Chargue flacsn contient 1 mL de plasma humain lamporiné fyophilisé.
Préparation: Recomstiuer chague llacon du contrle approprié avec 1 mL d'eau di
10 mirules feead’s dssalunon otale el bicn métanger avant ISer.

e ou désionisée. Agiler doucement Atlendre

MATERIEL NECESSAIRE NON FOURN!

L& Csagiation Controt Plasmes peul Sire ulksd cans ies anelyses faiotes Sul 028 NEFTWMETES S Coaguiah

CONSERVATION, DUREE DE VIE UTILE ET STABILITE

Les flacons non oLverts sont slables jusqu'a ia date de péremption indiquée s'lis sor conservés dans les conditions indiquées sur
Fdtruette Gu kit ou d flacan. Une fais recanstitués, les contrdles sont stables @ haures entre *2 —'8°C ou 4 semaines 4 -20 °C en
2= de congélalion instantanée. Couviir le produit

PRELEVEMENT ET PREPARATION DES ECHANTILLONS

Non applicable

PROCEDURE

Chaque conirdle dot &tra
spécifique

6 de la mEme maniere que |'4char

on 4 analyser sn obseryan) |es instructions da chague protoodls

INTERPRETATION DES RESULTATS

Le Anuline Cantrol N dail donner des valeurs se siuant dans la plage narmale du laboratorre pour le TP, te TCA et le fibnnagene
Le Rouline Coniral A el le Routine Control SA ort el standardisés pour donner des temps TP et TCA prolongés et tres prolonges
respectivement. Les valeurs prévues spéciiques du ol &t de finsirument sonl lournies aves chague kit de controles

L JedesKiteninairchargenspezilischen Relerenzwerten

s types de réa
130Uf thaque sysleme Insirument-react!

CONTROLE QUALITE

Sofisore ol Masli’ un programme de con
ehantiliors -patlents

VALELAS OE REFERENCE

s g rélerence peuvenl vaner dio ISDorEIDTE 5 1 aulre suvan! les techniques el les sysieimes
praten 4 chaque laboraloire S& gianminar s propres plages de reference

CARACTERISTIQUES DE PERFORMANCES

Im,namamgm:nmumcsnma:mﬁsuaua,.mmo:_%ai_:fmmnwsnazm:mm%umns_am%mmci%mm
instrument de Iation opt nique. Chaque doit £lablr ses propres données de performance

Reproaucti )

Précision intra-s
Echantlilon n TCA CV (%) TP CV (%)
Aoutine Control N El 283 1o
Routine Control A 5 276 V7
Foutine Comio 54 5 172 303

BIBLICGRAPHIE

1 Kirkwaod TBL ef af, (1877) Iderthicalion ol Sources of Venation in Faclor VIIl Assay, Britsh Journal of Haematoiogy.
37:559-568

2 MD (1971) Repr ity in o Assays, AJCF, 55:561-564

3 Palul HAand Longberry JR (1973) A Preciion Study of Coagulalion Faclor Assay Techniques. AJCR 59:231:235
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Anleitung
VERWENDUNGSZWECK

=t Coniret P @ )

Routine Control N, Routine Control A und Rautine Contrel SA sind als normale, maBig verzogere und slark verzogerte Konlrollen

fiir PT und aPTT Tests geeignet. Sie sind auch aul Fibrinagen, TZ und AT-lll gelestet und werden aus normalem Humanplasma
hergestellt

WARNHINWEISE UND VORSICHTSMASSNAHMEN

Cie n dissam K enthal 1 Fieag =nd imiliich Ff die Verwendung van in-vitre-Olagnosan
WVERASCHLUCKEN Tragen Sie betm Umgang mi simiichen Homgponenten des Kits geeignele Schutzauisst
gugebenenfalis die Verweise auf Gefahren- nd ingen in der &
Entmorgen Sie de Komponenlen gemai don ortichen Vomschiiten

Die Blutprodukle wurden untersucht und sind I
den Ampulien angegeben)

Hepaltis-B- Antikarper (HDSAG)
HIV-Antkorper 1

HIV-Antikérper 2

HCV-Antikorper

folgende Gene ohne Belund (sowert nichl anderwe|

auf der Verpackung oder

Sié sind jedoch mit den gleichen Vorkehrungen wie Frcten ven Patignien
ZUSAMMENSETZUNG
REF Kompononte . inhalt
5188 Rouline Contr T Mok mL
5187 Ra 10x1mL
5183 Foutine Cor 1041 mL
5482 Routine Coagulation Control Set
Rouline Control <N ax1mL
Foutine Control - A ax1mi
Foutine Control - SA aximL

Jedes Kil enthalt eine Gebrauchsanweisung

Jedes anint 1 ml Humanplasma .
Jedes.. Kar mil 1_mL i oder_entionisienem _Wasser rekonstiluieren. Leicht
sahwariked. Zum vailstindigen Auflosen 10 Minuten stehen lassen und vor Gebrauch gut mischen.

ERFORDERLICHE. ABER NICHT MITGELIEFERTE ARTIKEL

Coagulalion Control Plasmas Kann in Vertindung mit allen entsp ]
Tests an mechanischen oder lichtoptiseian Koagulometern verwendet werden.

nei der Durchidhrung von

LAGERUNG, HALTBARKEIT UND STABILITAT
Ungeditnele Flaschchen sind unter den aul kung oder Fla
A stabil. Rekor e sind bei ‘2 —"E"C 4 Wochen sial

gen bis zum n
bzw. 4 Woshen bei -20 °C, wenn

VORGEHENSWEISE

Jede Kontrolle sollte gemas den Anleilungen der einzelnen Testprotokolle wie unbekannte Probe behandell werden

INTERPRETATION DER ERGEBNISSE

e Control N sollte fur PT, aPTT und Fibrinogen Tests Werte im Normalbereich ergeben. Flailing Seniroi A und Rouline
um ver bzw, stark gerte PT und aPTT Zeilen zu =fpsben, Chargen und Gerate
che Normalwerte sind In jeder Packung mil Konlrollen enthalten

EINSCHRANKUNGEN

i mit Cosgulssion Cerersl Plasmas erdalten Fesullals hangen von matvenan Fakioren b die stark mi dem Gesal, den

3 wrd L Zwiscnan den Labors in Verhindung siehen © 7. Jodes Labod
dn (Gard o Sy eran egenen ersialen.
QUALITATSKONTROLLE
JupEs. LEmor Nuss fur eine elgene

Testraine mi

pregnproben getese wet
e Kgerroh

aulorhak dea b areih:




REFERENZWERTE

Iw_mamjwim:m konnen

jedes Labor se

nach Technik und verwendelem Syslem von Labor zu Labor urterschiediich sein Aus diesem Grund
renzweriberecne ersieiizn

e

GSMERKMALE

T AlRtrag mil sinem pGmecharischen

Intra-assay-Prazisiory

Probe n aPTT CV (%) PTCV %)}
Rouline Control N - 5 283 101
Aoutine Control A ] 276 i
Houline 00]_-0_ M) 5 172 103

LITERATURVERZEICHNIS 2

1 “irkwood TBL ef al. (1977) Idermification ol Sources of Variation in Faclor VIl Assay. Brilish Journal of Haematology,
37:559-568,
2 Goldenfarb MD (1871) Repraducibility in Coagulalion Assays, 4JCP 55:561-564

3 Pakull HA and Longberry JR (1973) A Precision Study of Coagulauon Factor Assay Techniques. AJCP, §9:231-235
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Istruzioni per l'uso

SCOPO PREVISTO

Il kit Coagulalion Control Plasmas ¢ concepil

per fuso come malenale d conrrollo qualiia

Routine Control N. Rouline Conlral A e Routine Conlrol SA sono deslinall aa essere utlizzall come conirol

normaill,

te prolungali e prolungali per | dosagal di PT e aPTT Essi vengono dosati anche per fibnnogena, TCT
& ATll-e sono preparati con plzems wmans normale
AVVERTENZE E PRECAUZIONI

| reagentl conlent] in questo kit sono destinati esclusvamente alia dragnostica i vitro - NON INGERIFE Indossare uadeguata
allrezzatura proteftiva persorale durante la manipolazione di Iuth | component del kit Per conoscere i refativi simboli precauzional

e di pericolo, laddove pentinenle, tare nferimento alia dichiarazione di sicurezza del prodotto  Smaltire i componenii canformemente
e narmigtiva locali viges,

| prodotti emalici 5070 stafi SOROPOSY & SCTeeNing & irovail negativi (saivo diverss indicazions suba conlezone def KT o Suls tei)
per la presenza di

Antigene dellepatite B (HbsAg)

Anticorpo HIV 1

Anticorpo HIV 2

Anlicorpo HCV

Quest prodolt] devono tmavia essere mari

fmure presisinns|

TR pAzUnie wmang.
CCOMPCSIZIONE

REF Components Comtiena  Descrizione

5186 Rouline Control - N 10x1mL Preparalo con un pool di plasma nomale
s187 Routine Control - Preparai con plasma umano adsorbito
5183 Routine Control - SA 10 x1mL Preparall con plasma umanc agsoroan.
5482 Routine Goagulalion Control Set —y o B

Routine Contrl - N
Routine Control - A
ne Control - SA

Ogni flacone contiene 1 mL di plasma umano lamponato liofilizzato.

Propamzione: Ricostituire ogni flacone di contrallo appropriato con 1 m di acqua distilata o deisnizzata Agitare delicatamenle
Attendere 10 minuti per cansentire al prodofio di sciogliersi completamente e miscelare bene prima ded’uso.

MATERIALI NECESSARI, MA NON IN DOTAZIONE

I Coaguation Controt Plasmas piod sssere ulilizzaio durarte esacuzions
© ioto-oitioa in combinazions con Wit | rmagent] idonsi

,Oozmmm<>N_Ozm. VITA UTILE E STABILITA

Og nto @ nomi e dati urilzzati negli esempi & camisi, se non speniicato diversamente, 1 controlli ncostituil sono stabili per
8 ore se conservati a *2 —'&°C oppure 4 settimane a -20°C 58 congelalo molla velocemente. Mantenere | prodott coperti

RACCOLYA E PREPARAZIONE DEI CAMPION!

Non applicabile

it 1 qualsias SIruMento o coagulaziona massanico
spontill in commisio.

PROCEDURA

Ogni eeniralia deve essere tratialo seguendo la slessa procedura sdattata par i campone ron notc, conformemane abe istruzion|
iportase in Sascun protocolla di test specitico

INTERPRETAZIONE DEI RISULTATH

e Conlrol N deve formire vator compresi nel range nommale di labarslorie per | desssgi & 27, #PTT & ibnnogena. Routine
Ae Rouline Contral SA sano stali standardizzali per fornire, rispetiivarnente, tempi di T = aPTT rongan e marcatamente
pralungat. | valori previsti speciici per il olio e lo strumento vengono taif con tescura-contezions o oontrol,

LIMITAZIONI

I risuta Ozms.cz con Il Coagulation Control Plasmas da Ialton, legati alla sir nlazicne, al
upi ci reagenti, a substrali carenti e alle variazioni dovute al singoli laborator'22  Ogni laboratorio dovra defimire un range di
previsione per il sislema strumento-reagente specificamente utllizzato,

CONTROLLO QUALITA

Ogni laboratoria dave defire un programma di controllo qualia. | plasmi d contrail anorme d testat prima

di ogni lotio @i campioni & pazieTi, per garantire un = per g ler #rumento che per
peratore. Cualnm | commill ion Iurmonasserc come Emsﬂo | nsultall reative 3} pament coyranng essers corsderall non valid

VALORI DI RIFERIMENTO

Per la sicurezza del paziente, & necessano che Il sistema sia monioraro conlinuamente da un operalore qualiicato, Per lale moliva
c1ascun laboralorio dovra elaborare | propri range di riferimento

CARATTERISTICHE PRESTAZIONALL

Le seguenii caratteristiche presiazional sono stale determin
I'utihzzo di uno strumento di

da Helena Biosciences Euraoe o dai orobn raopresentanti con
ico. Cascun doura pertanto elaborare | propn dabi prestazion:

Campione n aPTT CV (%)
Foutne Control N = 283
Routine Conirol A 5 276
_Boutine_Control SA_ 5 172

Riorocucibilita
Precisione intra-dosapgio

BIBLIOGRAFIA
1 Kirkwood TBL ef af. (1977) Idennficalr
37:659-568.
2 Goldentarb MD (1971) Reproducibiily n COagUIaiion Asszys. AJCP, 55:561-564
3 Palkuti HA and Longberry JR (1973 £ Precioion Study of Coaoulation Factor Assay Techniques, AJCP, 59:291:235
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Instrucciones de use

USO PREVISTO
El uso prevista del kit Coagulation Control Plasmas es como matenal de control de calidad

Routine Control N, Aouline Conlrol A y Rouine Conlral SA Se usan como conlroles normal, moderadamente prolongado y
para las de TP y TTPa También se valoran para librinogeno, TCT y ATINly se elaboran a
partir de plasma humano normal

ADVERTENCIAS Y PRECAUCIONES

Los reactivos que conliene este kit son solo para usc de diagnostico in vilro NO INGERIR, Lieve el equipe de protecaion personal
adecuado quando utice todos Ios comeonenies del il Gonsule |2 nmn,mﬁn_o; de sequridd del producto para saber mas sobre
g yresgo Desechar los cor de con las locales

La sangre se ha sometido a pruebas que han resullado negatvas {7 Meris que s indaue lo contrans an | caj del ki o o &l vl
de la presencia de:

Anligeno de Ia hepaltis B (HbsAg)

Anticuerpos del VIH 1

Anticuerpos del VIH 2

Anlicuerpos del VHC

Sin embargo, deben manipularse con las MISMas Precauciones que una muestra de un pacienle

COMPOSICION
Contione ‘Dearnipcion
10 %1 mL Elabora a partir de
ne Control - watml Eleboran 2 panir de plasma humano mbqunu
Routine Conlrol - SA 1041 mL Elaboran a partir de plasma humano adsorbido
Routine Coagulation Control Set
Foutine Contral - N 4x1ml
Rouline Conrol - A 3x1mL

... Fouline Contrci- SA L BETmi
Cada ki corliene instrucesonss da uso
Cada kit contiene vlores de feferencia espacilices irsenados 9el loie

Cada vial conbane 1 ml da plasma mumans mmponads, isfiizade.

Preparacion; Reconstiuya cads vial del confrol secuaco con § mL de agus destilada o desiongada, Agile suavemente. Deje qus
repems durants 10 Minlies pans qle s desluciin a2 completa y mezcls bisn Sntes de 5U Lm0

ARTICULOS NECESARIOS NO SUMINISTRADOS

£) Coagulalion Canlrol Plasmas puede usarse cuando se realizan pruebas LN CUARUIEE INSITUMETED de coagulasion mesimica o
tolo-bplica jumo con todos los reactivos adecuados, comerciales

ALMACENAMIENTO, CADUCIDAD Y ESTABILIDAD

Los viales no abiertos son estables hasta la lecha de caducidad indicada cuando se conservan en las condiciones indicadas en el
wial 0 en la enquela del kil Las conlrales reconsliuides son estables duranle 8 horas cuando se conservan a “2 —6°C o duranle 4
semanas a -20°C cuando se canserva con congelacion inslantanea. Manténgase cubierto

RECOGIDA Y PREPARACION DE LAS MUESTRAS

No aplicable

PROCEDIMIENTO

Cada conlrol debe fratarse de la misma forma que la muesira desconocida. S acuerdo con las istrucciones NdcAcls BN ot
pratocols de prieba concreto.

_Z._.mmvmm‘_ﬁn_oz DE LOS RESULTADOS

Rouline Gonlrol N dabe dar valores deniro del intervalo normal de labaratorio para TP, TTPa y valoraciones de fionnogeno. €1
Fouline Contral A y el Routine Control SA han sido estandarizados para dar lempos de TP y TTPa prolongados y

BIBLIOGAAFA

Sparcas of

on in Faciar

Assay, Batsh Jma

Reo sarou Iy in Coagulalion Assays. AJCP 55:561554
wiry U (3973) A Precision Study of Coagulalion Facior Assay

chniques, AJCF, 59:231 235

KOHTPOJSTIbHbIE MIA3MbI ru
VIHCTPYKLLNA

NABHAYEHUE

Komnnokt Go O Pl nas rge

frifes [N HEHOHED0 T

KOHTPOH b ipadkies  =KOMNOpK. KINGCTLA  HOPMA~,  «KOWTPOMb KAuACTRA. OBICOKAA MATORONA®. wKOKTPOMb KaeCTLd. YMEpH-ro
TOROaG - KONTPONM KASECTOA C HODUANBIILIM, YOPEHHO YOBNVSGKIEIM 1 HANUTGNLHO YROMHGH AN AKTHDMPORA N

M (ANTE/AUTE) #1 6POTACHOAMODLS DDA (NB) U= vaxxo £

TROMOUHOBOTG DPBMGHM (TB) 1 aHTUTDOMGMMA Nl (AT-Iti]  KOKTPOSn NPUrOTORMMNG W2

MPEAYPEXGEHWS i MEPBI NPEAOCTOPOXHOCTH

£06 1 BN HANANA RO ACTII DEMNAIHZUGH TOMLKN ARG 1 U nuarkOCTYI- HE NPUHUMATE BHYTPB! Mou pafoTe oo
DCOMM KOMTONAMTAMY RONODA MCNONNIONETE coomaarcTayouyte cPoncTsa VHAMRARYANOR DT B enpiae na0ONOCT O
COMAETONBLTBO O (BIONAGHOCTH WINKNIA ANA onacHDro

B e e e i e B COOTBATETENA C MICTHBIMA

MPOrapaTE KPOUM Bt/ MOQHAPTHYTS! CKPAMNTY 1 [ExEIRIIn DIPMEATRIALE DESYIETAT (SR w8 sopofics & AOToRYS yresbiss.
KOMANOKT 114 Ha APOOMPKN H YKASAN Hoa) Ha

ARTVERH K TEAATUTY B (HhsAQ)

AnTuTENG K BIAY 1

AnTvTOna Kk B 2

AWTWTORE K BnpyCy renatiTa C (HCV;

Tom 1A MEIB6 ¢ HUMK CELYHT 0DPAWaTLCA COUMOAAR TF =il wllil L ST0 M R
oT “enobexa

F 7 ohpasuom,
cocTas

KomnoHenTuL CocTan siabopa  Oeiecasien

KowTpoyie KawoaTea. Hopma 10 61w NIPATOTOBNOH W3 N2 HOPMANBRON NNEGNI

KOHTPOS KAOCTB yMODaNHO fufitwesipests rerranarm . 10 %1 wan. TPMTOTOONBH Ua ATGAPOUPOBANHON NNAINL)
KonTpomy xaocTea 101 mn  NpIDTERNEN 13 ARCOPOMPOBAKHO NNE3MY
KOHTPOth nOaryMAtn yposore M1

Horrpans s, waimi A%1wn

KOMTPORb KANACT0, yMADAHND GHAXGHHIA NBTONOTAR 31 M

FOe PRGN KIMCTI, Deittwan AFTAAGNN 3x 1w

Kapwasiit HA50p, CORDPHMT UHCT PYRLIMIO [0 MPAMEHEHAO

flacncpr ¢ : 3 TUOHNTRO X 10ORONDR),

Kaxqbii (BNAKOH CONBRKMT 1 0 MIt IMOANIMIMPODANHOM NNTOME YENCDOKA.

NoaroToaka: PaipeauTe COOTOBTCTBYIOWYIO KOHTDOMbHYID MNasMy A063NNOKMOM 00 (NakoH 10 MN IMCTMNMPODAWHOR  AMM

OMOMMIMPODaHHOA B0 OCTOPOXHC NOPOMGWAATA M OCTABLTE NPV KOMMATHOA TOMNOPaType @ Tewawo 10 wmuryT, [lapes
hnaor ¢ NNAMOR NOPOBOR {ooa

HEOBXOAMMGIE KOMNGHEHTB, KE BKKGHEHHLIE B KOMILVIEKT NGCTABKM

KemTpanse osE o TGl <
uta)e 7

P A MOTOQ DOTOKUUN

APAHEHWE. CPOK TOIHOCTH M YCTORMMBOCTS

HBOCKPLITEIO (haKaHL! G MMODUANIMPOTIHHOR TNAIMOR XPIHATCA A0 MCTOMOMWA CDORA IOHOCTA O YCAIOOWAR, YKAIAHIEIX HA STMKETKS
Pa3500AHHAR KOMTDOAIbHAA NNDAMA B ATKPLITOM BRAKOHS MOKGT ADIHUTSCR MpH "2 —~8°C WK 4 HEZBNL NPy -20°C B CYNAD MIHOOGHHOF
38MOPOKM 0 TRUBHUE B HAZOR

OTBOP U NOArOTOBKA OEPAILIOB

Ha oroev TR,

RPOLENYPA

Kawpmii 05216l KOMTPONEHOA NNAdMbi [ONKOH GHAAMIMDOBATSGA TAK AG. KAaK OOPAleU TMNddme GaMHGrd, & CODTRETCTIM [
MHGTPYKLMAMM K MGTIONBIYOMOMY POATGHTY ¥ NPUBOPY.

MHTEPNPETALMA PE3YIILTATOB

~KOHTPOfb KAHOCTEA, HOPMA-, AOMXAM NOKAIIBATY IHAYSHAR B NPOAGNAX e ann
g, ANT8 » KANOCTER, YMOPOMHO DSIPAXOHHIR NaTONOMA~ M Konpon hocTn
OBICOKAA NATOROMA=, GbUNW CTHOAPTUIUPODAHLI, TKMM omvmuo: uTOBE MOKA3LIBATY YMOPEHHO WM

yeenuueHua AMTB 1 1B HoMep NapTw u npeaent: anA P KOANYNONATROR MOCTANNAIOTEA C KX
HABOPOM KOHTPONOR

OTPAHWYEHNA

Pachopsncriie e oryr sipy MoRay [ or POAIOHTOD. MOTOACE,
KOATYNOMOTPOB W ADYIX (AKTOPOD’ ™. 110 ITOM APUMHO KAXAAR RonYHa v ceom

napameTPa MaTOAR
KOHTPO/Tb KAYECTBA

Kanpan Eoouusns, SOmAND YCTaHAEATL EROTPIIMY KONTET KaOCTIa MOpOR WAMOPOMMDM KAXAOR NMAPTHA OOPAILOD MALMOHTOR

prolongados, respectivamente. Se aponan los valores esperados especilicos de lote y de insirumento con cada paquete de
controles

LMITACIONES )
Los resulados cbfenidon con Coaguiation Control Dlasmas deperelen de yarios fagiores luemements. asoclados & |8
Inesrumientacisn, los fipss de reactives, Sustalns dellciertes v varacionss entrs laboratonios’ =, Cada taboratono debe esatiscer
un iImeryalo esperaco para el sisiema INStrumenio-reactive corcrelo

CONTROL DE CALIDAD

Cada laboratario debe establecer un programa de conirol de calidad. Los plasmas de control nomales y anormales deben
estudiarse anles de cada lote de muestras def pacienie, pera asegurar un I adecuado del i ¥ el operador
Silos cartroles no se realizan como se esperaba. los resUitados del paciente deben considerarse invalidos

VALORES DE REFERENCIA

Los valores de relerencia pueden variar entre 10s laboratorios dependiendo 0% g 1HCICES Y SiEAMAt wBatos. For esma mzon
cada laboratorio debe establecer sus propios Inlervalos de relerencia

CARACTERISTICAS FUNCIONALES

Las de 12 hiart por Hesam Europe 0 sus es usando
un instrumento de coagulacion sete-mecdnicn. Cada debe establecer sus propios dalos de rendimiento

Riproducibilita

ision inlra-cnsayo

Muestra TTPa CV (%) TP CV (%)
Routine Control N 282 101
a7s 171

5 172 103

anaamy, MTOGW puTSCR 0 pacote
06opyaosaHua " oSumSE mn:x He c , 0 nANHGES
ALMONTOR CROZYEY CYHTATE HEQOCTOSEPHEIMMA

HOPMANbHBIE MOKA3ATETM

PopoporcEn o e oy o ot weTon0E v xoar flo oot
MPUUAHO K2KOAR PATOPMA [OMKHA chon 3HAYOHUA

IRCTYATALMDHHSIE LAFARTEPHCTHION

Kosmasun Xonora v oe opol *ADEMTRHCTINGY, KAMALA
« HIAHBCKOTD KOATYNOMETPA 1 POArOHTOD XNera GLinA OMPeasnaML: CROYIOWMO KOXPPMLMOHTS B2PHALIM
BocnpowasoawmocTs = i
D NPEARNTX AHATMTANECKR CCPAH
Komtposenas nmaims Kon-s0_o8pasyop Cv (%) ANTB CV {%) NB
KOHTRONY KAVOCTEA . HOpMA N == 8 28a 101
FLok T ACKYETRR, MO BT [EATONO M s 276 17

ESTHOMS RISENTED, SCENAN MO0 5 172 103

JMTEPATYPA

1 Kirkwood TBL of at (1977) Ident
2 MD (1971)
3 Pal

ion ol Sources of Varialion in Factor VIIl Assay, British Journal of Hacmatology. 37:559-568
1n Coagulation Assays, AJCE, 55:561-564
HA and Longberry JR (1973} A Precision Study of Coagulalion Faclor Assay Techniques. AJCR §8:241-235




[ osgs-q | smoaooLipg o) DBL 40 UCHEUIWISIeR I0) 39 YSI3 | 1538-vi-0B-snonoocuus
! i . o suabnue is3g! .
Z562-0 siseluioyisido o 98| 1o voneuuLISISD Jo) I YSIT3 ¥13-98) - siseRIoRsId0 “ Nm. _
Foa=, . - mcwm_ﬂcm_" g T I o o m. o _.un.“
82T | esoxor oy 9B 1o LoleulLLEp Lol W WSS 1S38-via-obemooxel | 1T
p0SZ-a snuln sagoded o) B 1o uoneulLsIEp Jo) 1 YSINS WBI-snnosegoioep | 0z
oeZ-a snan snosed 0y £6) 10 uoneusiap 1ol 1y YSI3 of|-sninoiedopsf, :
25zz-q | ) suabpue wnopAesin 1839-v|3-v6!
I°¢ N ewseidesin o) vB| Jo uoneUILLSYEP 10§ I YSII3 — wnanAjeain ewseideain
¥52z-a | suabue wngiieain 1s38-vi3-o8i| .,
ewsedeain o ©f) 10 vogeuuuEEp 1oy I YSIT3 — wrogAeain ewsejdealn
g edhy stuin _ . .
9920 | sadsay uswny 01 96| o UoREUILIBISP JO} WY YSI3 | 901 - GAHHOPIA | 'Sl
s - g adfsnu o §
O9TC sadsey uewny o) 6] jo USHEUIIZ}SP 10} 1% VSIS 9t~ 8-AHHWA
N . Z pue | s=2dA sndia i )
vereg i xa|dwis sadiay o3 WO} Jo uoneuILLS)EP JO) I VSIT3 WB1 - ASHORRA | Vi
ze12-0 Z pue | sadAy sfHA

xa|dwis sediay o3 96! jo uoneuluLsEp 10} 1Y YSITT

O6] - T'L-ASHOWeA | ‘Ei

wnpijjed ewauodal}
01 S8jpoguue (210} JO ucheuilIsiep 10§ WY VYSIT3

salpogiue [e1o} | .
-wnpiifediue 1S3gIquWoasy ct

wnpjjjed
(ewauodarl 0} WE| Jo uoleuluusep tof W YSITT

Woi| ., .
-E:o___ma_efmmm_ﬁgoomm:

| wnpijjed ewauocdal) |
o} SSipogiue |B10) jO UCRBUILLSISP o) Y YSII3

sa|pognue 1230}
-Lwnpyjjediue 153g1quiooay

=

¢581-a ewsucdel] ©} ©B6| 0 uonBUILLBISP 10} :V_E@um_.___.m_m OBi-Wnpyjediue 1s2gIqUe3Y .m_
SS¥LQ snogoesu o3 9B Jo co_ﬁc_ctﬁwmcwmw M_MD_/_MW_M Dosegewhy) 2
¢80 o spedsy o 961 Jo UoREUILLIEP 10} I <mﬂ_m 981D deoioA | 9|
#90V8 15 sipeday o) W Jo uoyeUmISIop 1o} =T Wor-3 douoian | 5|
95010 |3 sugedsy o) 961 jo UoREUNLISIEP 0} I 4%“ o513 deyopsp| v
z080-Q | snuia | | 01 95| jo Uoliguiwaap 10} 1} YS[T3 961-A 11 deyopan
A e
€580-d v speday oy W6} Jo uoneulLLBIEp JO) 1Y «Mw__m Wiy am:EomSw +
43y | . o o

E}Ep UONEDIUSP|

suwreu 1pnpold _ “On

! 10 sfeg ANWLOFECD 10 UONEIR|2A( DT _ ﬁ%mm |
16 aoy | JS9G-10194,, OVZ EyEed 7

«$3g-I0108A» OYZ JOaNg [Blsusg
ADUIESNUM BN

916 0TS 129 (0} 6+ XB}
‘516 0225 Lze (o) B+ 719}
‘Auewiag 'uazeysbimpn
12048-Q 8L Asisioyuisyy
'HGqwo ucJolg

55 5€ £9¢ (g8¢8) L+ Xed

‘09 0Z £9¢ (£89¢) L+ 1ol

‘BISSNY ‘GSS0ED UOIBSY HSIAISOAON
‘0AOSYOY ‘DHY (SSBIpPY
A52g-10108A,, OVZ

(g uonoas Buipnjoul jou) || XBUUY

(s=o1nep Bupse)-ylas
pUE || X3UUY }d20X8 S92IASP ||B) S821ASP JBUYID

ZLivo/eloc @ed

‘SAREIUSsaIdal PazZUoyIne Ueadoing

BERREURER)

3INPa50Jd JUSWSSa5SE AYUIIOJUCD

S19Np0Jd JO UOREDHISSED

"3901A8p |BOIpaW

siysoubelp oupa ul BuipaeBal geglL 1290300 LT 10 D3/6L/86 SARDAII(Q | X3UUy jo sjuswasinbal
[enjuassa ayj ||4In} pue suoisiroad sjqeadde ypm Apwaojuoo uj ale -z sabed uo pa3sl]

syonpaud sy} Jey) sale(sap pue ANjIGisuodsal uma J9puUn sainsus Aqaisy )58@-10133A, OVZ

ALINYO4ANOD 40 NOILVYAV153d 34

¥ )0} o8eg

Ajruiiojuod Jo uoneieaq D9 , Qq . \Mww i

10 229

ISI-I0INA,, OVE




/ 9016V ﬂ 1o opEINEOUD 0 UORRUILISIP' 10 “_rc_“%mw IsagviE- c__coaotl 6|
_ ZoLG Y __ N hcmﬂﬁﬂﬂwww.ﬁ:uo_wmﬂ :hﬂﬁmﬁﬁﬂ:hwmoﬂwhﬂ_a“mﬂ_wﬁl 1838-vI3-dNgosd Pz'. m_.
Baaa To UORENUSOUTS JO LORBUILISISD Ew.___.d_w”_uﬁmoj_m 153@-VIZ-UUojRIEa0)
L TLEY _ R Py e __ 1s38-viz- N'mc_xamcmz; -
ﬂ 88/8v _Co UOJIeUSOUsd 4O UoleuiLIBlep _mbwmwﬂum_%_w_,“ __“ Ls3g-vig-g-supnaua r_w_
“_ 8528 “ /0 UOJENUSOUSD JO UOREUILISIEP :wn“hmtﬂwc_ﬂmm_w_ 1538-vig-ucsepeu-eudlY 4 #
| esm Jo UoNESUSOUCD 10 Emwcumaww%mpﬁoﬂsﬂmﬁm" Ls3gvE-ANL AV /
| YeINY _E UONERUIOUCD JO LORBUILIISISR 0 ﬂ_sw%ﬁ_ Pmmm-gu#mcza%as_ £a
| zsiev o e c.ommc_gswewwﬁ..mﬂ%w 1 S3E-VI3-UcIapRIUI-BLWED | *LG
9998°Y {10101 Jo uoNENUROUS 1O LOREUILISISP JO) ) «wwm 1538 VIZHeI0) VI | 109
LEEEAY 1E301 10 uonelusaduod plo] uoneuisiep 10} 1Y <Wr_.m_w hlmwmlgmlhmuoﬁ .___Zm_ &
) o6 S 1
| TV ieo) o uogenuesuod JO LoREUILISIED 10} W VSIS 1s3aVia=0L 951} By
-0998°Y. | 610} Jo- uopenusouLo-jo-oleulLLBIap JO} I} <mwM Lsag-via{Eo 30| Ly
_ | Ly 1S3E-YIT-unwe |

JO UCHERNUSOLOD Jo UCRBUWIS@P 10y I VSIT3

v

+10 ¢ 35eg F

Ayiojuo jo uonerwpaq g

10 A% ,

(ISAG-I0IA,, OVE

S80S T :amuw ucineu ;
alvel _5 UonesUBIUDD JO LoRBULLEED 0L W VST __ 183813 mmz_ el
| i _ -6l u.J.m{mEcuco_ e i
| UL o uopenueouoo jo oneviwmisp 0f 1 ¥SITE) ls3eviEest vo| v
| el i 1S38-VIT66L ¥O| ¥
| _{o J0 UOREAUSOLOD JO UONBUNWIZIEP 4oy 1Y VST |
_ _ 57 1-y7) JEYIBWOaUD |.

_ eore-l Jo uoneauaoued Jo UOEWLLBIEP S0} 1Y :m:m_ .__.m.,m_m.a._m,mm_‘.d.u_ 24
| . . uisiid [Ze4-eydly g [ -
| #¥8L |5 yonenueouco jo uomeulusiep J0) W YSII3 isagvia n.“i s
! x| UsBiue SILCAIGUISOUIDIED 5 ;
_ PSvel |10 uonenusoucs jo Uonewilusiep ol M YSIS 1s38-vI3v3d| ov
_ ) sniin Jana) oiBewuowey oBuod = _ i~
PSOS0 | eswug o) w6l 10 uoneuweiep Jof 1 ¥SI3 B350 %wEEQumj )
snun Jaaa; sifeyowsy ofiuoD - — i,
_ 250570 | eawyg o) ©6 o uoleunwsisp 0 WY wSIT3 96| - 4HD cmmE__hooﬁmi 8e
i._‘ L I I— sewownaud 183g-v13-nbti
_ﬁ 99Ey=a | elwseldoddN 0} S_m_iwo uoneuwISlep o) WY ¥SIT3 -gerownaud ewsedookpy <e
_ zaeh-a aeiuownaud | 1538-13-961| ..
m.1 ewse|dodAly 0} 9B o uoieUILIBISP o) 1Y VSIS -sejuownsud m.Emm_aouzzu -
i . Siuwoy 1838
4 85570 | cussedontyy o1 V) 0 uoheLIep io) 10y YSITE | VIZ-VOLsOU ewseidoofiy
"_ zeep-a swloy 1s3g-vi3 _ M
|, IS ewsejdoaAy o3 ©6) jo vonewwBEP IO} WY YSIT3 -oBj-siuwoy ewsejdoofiy
_ _ v uisiosd ewse|d pejeicosse- -faueuBsid .
| B0 i uopeaussiios o uonEIEIp o) 1 VSITS 1S36-VI3-v-dd¥d | €€ |
_ asepixosadosily of UOHRAUSIUTD : kA
| B9EX fpoguue Jo uogeumuelep Joj W ¥SIT3 1S38VROdLIiY | <k
_
| 5 auxoIf ;
868X 1107 j0 UONEAUSOUOD JO LOKRUILLISIEP 10} 1Y YSIT3 Ls3g-viaEorpl ) LE
_ %
_ e auuoALopoIL] I
PSEEX | 15i0) so LONENUBIUOD JO UORBUILLEISP 1O} I YSITA ls3g-vizimciel| 08
r
. auoWIoY BunENWRS-PICIALY i _
258X |15 Uogenusouoo jo UoheULWSISPp Joj W YSIT3 1s3g-via-HSL: 6C
zcie-a uolfd 1eppeqoonay yEeD | g3ag-yi3-usbnue |
| 5 0} SSIPOGUUE [EI0} JO UOKRUIWIZISP 10} W VSIT3 -yBen-uojAd JayorqodleH 8z
| ogg5e-d USBIUE BIIGUIET JO UOKEUILLIZISP 10} 1 VSIT3 1S3a-vig-usByue-ejque | /2
o saipoqaue — :
PSSE0 | pyque o1 WBI Jo uopeulsisp Joj W YSIT3 1s39-vI3-Woi-eljquen | ‘52
. saipoqiiue Bligwe’ — . .
| ST | o)y pue Bl O8I jo UoeULLIED 10} I YSITZ 1539-viZ-seipogue-eiqwe | 'Sz
| SAOIUgLUIN| s ¥ =y . -
| ®€0 lsuensy o 96} jo uogeusiep Jof W WSITA e . Sl
suabiue ]

_ 130 ¢ afieg z:p:ﬂEoluwo uciERRs 33 _ /
[ loww . JSVI-1012A » OVZ ﬁ\llxm\r\\uw /




W ewebar@usua0)

Vi i doaeudlps
¢ 10%p ity

6¢ - | 4V 2103185
6¢-0L-0202 0g-0l-4107 0€-01-1102 -: £2-10-8661

31eq voneHag DN [emSusy L¥327VL; BEQ oSSy 1y 2123 SNS5) 254
2ZU3PEDS I Bleg SAOUUNY ip BIR( 14307V LI SUOISSIWT eWilig 10 B1eQ 2UOISS|WT _WLG 1P BIR(
Gy|osnD ouaqoy “Bu) 1q
JYD %
VIC ONIOVINYN
OL1V937130 FHOLYILSININAY

eueey enbuy) rge

A 330y e
“naeaydde 2o u) 2uoizempE e £ ad

a3 z.c.xma.__ -
2 sape Aroresoge JO Bugagszw o w FaNASP Insoubep pue fedigau jo _mc:u.&gmk_. sisAieue jo
SEUCTEIOHE] 10} SANASL |EIPLL IR5OUBRIP J0 Buunieinuens pue ubisag iy 1ealfins uy UE SO feiniel Uy
: \ﬂﬂEﬁma_w enBojog o Buydiues 1oy suodues ajusls Jo Janei aui uo Buoeyd pue Buunioeinueus ay 40 JusiaBeuew
Quaolzioqe| ep jodie ip GCOMNMHN:MU._MEEQU
‘03 ULRIISOUBRIp @ Pipaw yisodsip p wco_NmNN__m_u._wEEou
‘Isljeue 1p Lojeloqe) Jad pisoubelp oolpsw IANsods|p 1p auolzeouqqe; 9 wco_Nmtwmo_n_
ou_EE‘;u‘E Qe ul 2 jlelmeu Zyuo up ‘Gﬁowo_n jugiduwses Ip gmzma =] bm_
j1e)s: _canmu P Ol2381iiod Ul suoIsSILIL Ps auoIZedlqqej g(jop auonssn

SIS0 JO SPuLy Bugmoloy ayp Dupssouas E
15590014 uanbas ) 4ad

{5102-1006 OSI) S102-1L006 OSI N3 INN
: P.thzv Y mutm\EEou ur sy e
PULIOY B||e BULIOMUI0D B AN

(L¥) IM3NVYD £50vL U - 0¢ ﬁtoEoS_ mco_mmm_
HUp) anesado
_U m%m._,mao Spas ejjou

(8W) YZNOW 00607 LI —  ‘02uelg SJUON BIA

TIS VOV1dV YAONN

Aq pajuswsicis
ep oNe u| ossowl

WaNSAS Jususbeveny fyent)
eyend e Jad 3UO0I11S3D Ip mESm_m

Jey) o o sy sy
13y eoyied IS

E0DDS50S N ILYIUHLYTD

€009SS0S oN OLVDIHILYID"

14301Vl ‘

‘.



DAl AL SLEDMILET 56l 1aguas

AnPRUIsAIdRY JuBWDBRUCK
su|gnous |snbiag

'@J).n.\.. ek Y AIV ,ﬁ

UDJIEIIPAY URISSNY "MODSOM

‘901 20440 'T "PINQ 6 "23d Avpradyyas)
P2ueINSSY SSausng — 1 ANQ

:3o10 Buinsss ayy Joj

ST0T SUN[ TZ “M0dS0k
.a1ep pue 20€d

‘SOILSV1d JI1SONDVIA
IVIDAdS ANV SLONA0Ud ONITANVH QINOIT 40 ONIHNLIVANNYW
radoas BuIMmof|o) BUT 10} pIjeA Si 938aUIusD Syl

ST0Z:T006 OSI

rplepueis walsAs juswabeuep AjNEND Syl 0] WIOJUOD 0] pUNoy U32q sey

0bZO6T ‘uoneispaq ueissny ‘bingsialad-juies ‘I'ping ‘v 1231 ‘g eA)suIgny|
4 ;

SIOC DIAILNIIDS YIHSId OWM3IHL

Jo ws)sAs Juawebeuew ay3 Jeyy AJed 03 St SIyL

1202 UsnBNY 1€ - BLOZ BUNE 12 000Z J2GWa3EA 0T SYNII-MIW-DV-6002-8L865
:pieA 19320 LDNESURIZS (eIu] 1ON S3EOUSD

El e NI ES
NTLSAS LNINIDVNVIA

a19-ANGd




Dia.Pro
Bio Frobes

.

e

EC DECLARATION OF CONFORMITY

MANUFACTURER DIA.PRO DIAGNOSTIC BIOPROBES S.R.L.
VIA G. CARDUCCI N° 27 — 20099 SESTO SAN
GIOVANNI (MILANO) — ITALY

PRODUCT Chlamydia Trachomatis 1gG
L CODE: CTG,CE (96 tests) . A
CLASSI FICATION ANNEX II - LIST B

CONFORMITY ASSESSMENT ROUTE | ANNEX IV 1]

WE HEREBY DECLARE THAT THE ABOVE MENTIONED
PRODUCT MEETS THE PROVISIONS OF THE COUNCIL
. DIRECTIVE 98/79/EC
FOR IN VITRO DIAGNOSTIC DEVICES.

\
[ |
NOTIFIED BODY AEMPS —n° 0318
(EC) CERTIFICATE(S) o F‘LULL QUALITY ASSURANCE SYSTEM N°
2004 05 0442 CT (in a‘ccordance with Annex 1V -
Ricept Section IV) of the Directive 98/79/EC),
“LEASED BY EC NOTIFIED BODY N° 0318
0 UNI ENISO 13485 N? 2013 11 0039 EN,

RELEASED BY EC NOTIFIED BODY N° 0318 |

PLACE & DATE OF FIRST ISSUE MILANO — MAY 2009

PLACE & DATE OF CURRENT SESTp SAN GIOVANNI'(MI) -MAY 2018
EMISSION S .
SIGNATURE

L egal Representative
Dr.ssa Fiorenza Scozzesi

0572018

DIA.PRO Diagnostic Bioprobes S.r.l.
Sede legale e lab.; Via G.Carducci, 27 — 20099 Sesto S.Giovann] (Ml) — Italia
Tel. +39 02 27007161/6450 » Fax +39 02 44386771 » http://www.diapro.it < E-mail: info@diapro it
Capitale sociale €50.000,00 |.V. — P.IVA: 11924660159 — Reg. Imp. 11924660159 — REA 1509959



Dia.Pro
| BioProbes

EC DECLARATION OF CONFORMITY

MANUFACTURER DIA.PRO DIAGNOSTIC BIOPROBES S.R.L.
VIA G. CARDUCCI N° 27 — 20099 SESTO SAN
GIOVANNI (MILANO) — ITALY

PRODUCT CMV 1gG
CODE: CMVG.CE (96 tests)
CLASSIFICATION ANNEX II - LIST B

CONFORMITY ASSESSMENT ROUTE [ANNEX IV

WE HEREBY DECLARE THAT THE ABOVE MENTIONED
PRODUCT MEETS THE PROVISIONS OF THE COUNCIL
DIRECTIVE 98/79EC
FOR IN VITRO DIAGNOSTIC DEVICES.

NOTIFIED BODY AEMPS —n° 0318 o
(EC) CERTIFICATE(S) e FULL QUALITY ASSURANCE SYSTEM N°
2004 05 0442 CT (in allccordance with Annex 1V
except Section 1V) of‘the Directive 98/79/EC),
RELEASED BY EC I‘\IOTIFIED BODY N° 0318
o UNIENISO 13485 N° 2013 11 0039 EN,

RELEASED BY EC NOTIFIED BODY N° 0318

PLACE & DATE OF FIRST ISSUE MILANO — MAY 2004 B
PLACE & DATE OF CURRENT SESTO SAN GIOVANNI (MI) - MAY 2018
EMISSION
SIGNATURE

Legal Representative
Dr.ssa Fiorenza Scozzesi

[Rév: [ 0572018

DIA.PRO Diagnostic Bioprobes S.r.l.
Sede legale e lab.: Via G.Carducci, 27 — 20099 Sesto S,Giovanni (MI) - Italia
Tel. +39 02 27007161/6450 » Fax +39 02 44386771 « http:/iwww.diapro.it « E-mail: info@diapro.it
Capitale sociale €50.000,00 .V, — P.IVA: 11924660159 — Reg. Imp. 11924660159 — REA 1509959
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EC DECLARATION OF CONFORMITY

MANUFACTURER DIA.PRO DIAGNOSTIC BIOPROBES S.R.L. ‘

VIA G. CARDUCCI N° 27 — 20099 SESTO SAN
GIOVANNI (MILANQ) — ITALY

PROPUCT HAV IgM Tl
CODE: AVN1CE(96wg9 B ;i

CLASSIFICATION GENERAL IVD T
|

CONFORMITY ASSESSMENT ROUTE |SELF CERTIFICATION

| |
WE HEREBY DECLARE THAT THE ABOVE MENTIONED PRODUCT MEETS
THE PROVISIONS OF THE COUNCIL DIRECTIVE 98/79/EC
FOR INVITRO DIAGNOSTIC DEVICES.

SO CERTIFICATE(S) | UNI CEIEN ISO 13485-Nr 50 100 5931/B
RELEASED BY CERTIFICATION BODY TUV

Italia S.r.l.

PLACE & DATE OF FIRST ISSUE MILANO — SEPTEMBER 2003 B
PLACE & DATE OF CURRENT SESTO SAN GIOVANNI (MI) - MAY 2018
1SSUE

SIGNATURE
LegaI‘Representative

Dr .ssa Fiorenza Scozzesi

[ Rev: | 05/2019 |

DIA.PRO Diagnostic Bioprobes S.r.1.
Sede legale e lab.: Via G,Carducci, 27 — 20099 Sesto S.Giovanni (MI) — Italia
Tel. +39 02 27007161/6450 » Fax +39 02 44386771 « http://www.diapro.it + E-mail: info@diapro.it
Capitale sociale €50.000,00 .V. - P.IVA: 11924660159 — Reg. Imp. 11924660159 — REA 1509959
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% % CISQ is a member of

*u
**k &

s

THE INYERNAWONAL GER‘I‘IFICAYIGN NETWOM
www.ignet-certification. corﬂ

certification bodles, Is the largest provider of management
Bystem Certification in the world. |
'C' M 1QNet is composed of more than 30 bodies a?d counts
aver 150 subsidiaries all over the globF

CERTIFICATO n.
CERTIFICATE No.

SI CERTIFICA CHE IL SISTEMA D! GESTIONE PER LA QUALITA Di
WE HEREBY CERTIFY THAT THE QUALITY MANAGEMENT SYSTEM OPERATED BY

KIMA S.R.L.

UNITA OPERATIVE / OPERATIVE UNITS

1QNet, the assoc/ation of the world’s ﬁrsr:l class

4265/4/C

Via Leonardo ba Vinci, 22 - Zona Industriale Tognana - 35028 Piove di Sacco (PD)
Italia

E CONFORME ALLA NORMA /IS IN COMPLIANGE WITH THE STANDARD

UNI CEI EN ISO 13485:2016

Sisterna di Gestione per la Qualila / Quality Management System

PER LE SEGUENTI ATTIVITA / FOR THE FOLLOWING ACTIVITIES
EA: 29

Commiercializzazione di prodotti del Gruppo: kit diagnastici,
terreni di coltura per microbiologia, articoli in plastica per laboratorio analisi,
provette con vuoto predeterminato e aghi sterili.

Trading of the products of the Group: diagnostic kits, culture media for microbiology,
plastic disposable Iabware test tubes with predetermined vacuum and sterile needles.

Riferirsi alla documentazione del Sislema di Geslione per la Qualila aziendale per lapplrcab|l|ta dei requisiti della nomya di riferimento
Refer (o Ihe documentalion of the Quality Managemen! System for defails of aj tion to reference sf; d req

Per |nrormaznom punluali e aggiomale circa eventuali variazioni intervenute nello s’lalo della certificazione di cui al presante cerllrcalo
| si prega di conlallare il n* telefonico +39 02 725341 ¢ indirizzo &-mail info@icim.it.
For timely and updaled informaion aboul any changes in the certification stalus referred to in this cerilicate,
please contact the number +39 02 725341 or email address info@icim. it

Data emissione Emissione corrente Data discadenza
First issue Current issue Expiring dale
18/01/2007 18/01/2019 17/01/2022
kp n
M 8.p.A.
Piazza Don Enrco Mapai' 75— 20099 Sesto San Giovanni (M)
wwwicim.it

'FEDERAZIONE

cisa

TALEANG T ACEREDITAMENTEY

ACCREDIA %

‘ www.clsq.com
SGQ MN° 004 A ‘ CISQ & |a Federazlone [tallana dl Ofganismi &l

| Certiflcazione del sistaml di gestiong aziendale,
Membro degli Accordi dl Mutue Riconoscimento EA, [AF e ILAC CISQ is the Jtallan Federatlon of management

Signatory of EA, TAF ahd [LAC Mutual Recognition Agreements system Certification Bodles,
\



VOO0 “MunuMen”, 241520, Poccunckas @eaepaynn, Bpanckan oﬁnacvl;.
Eparcknit pasion, ¢, Cynoneno, yn. IWoccennan, 17 A |
|
|

Ten. {4832} 32-97-97, 92-24-52, -53, -55, -56, -57, -58, -60, 61, -62

® MHorokaHansHbIW nosep - 8-800-100-48-32
Daxc {4832) 92.24-54, 92-24-59, 52-24-61

nocmoswux ncbocpamopud MHH 3234007127 www,.minimed.ru e-mail; info@minimed.ru

PersicrpaimoniHoe yaocrosepetse Ne @CP 2009/05559 o1 04.12.2019 1.
ITacriopT

Habop pearenros «Macito HMMEpPCHOHHOE)
no TY 9398-011-29508133-2009

Cepus 28-18 Jara usroronaenus G1.11.2018

| 1. Hasnauenne 1
I»lu‘zmn,;yuun UL AHOXPOMATHUECKMY, M AXPOMATHYECKHY O0hEKTHBOB \un«poa{onoa BCEX  BHAOR, KPOMC
JHOMUHECHEHTHLIK, UPEHATHAMEHHBEX JUld paboTh! B BIIMMOLT 0BNacTit CHEKTPA. ‘
|
|

2. Texunseckue Tpebonanis

XaparTepuerKka K

I
|
1
‘ nopya ne TY

Hauncuopanne nHorailaread Pe'jy.i] bEaThl alta:isza

TITpospaynas GecuBeTdas HHAROCTE €O

i Y| i e COOMGEMCINEYEm
CIADBIM MKEATOBATHIM OTTEHROM

="
Brenmmit spi
|

Bazkou ] I KHHCMATHUCCKAR [IPY TCMIICPATYPC

"()“(, | Ot 220 1519
Rer L SE.
1 asa’ ] 2 arype o Y - oy
h:\ 30 [ UPCOMICIHA TIPY TeMIiepaType Or 15150 50 1.5180 15155
20°C

| v 440 tiar - 94,9

s . SILE - Sl MACT p e MeHee ) ’ )

Koarpqu‘mm.m nponyckanys Macig, % He mgnee 70 540 1 — 100,0

Ilm‘»mpumnuoe MAcIo Nerko yjaifercs ¢ NOBEPXHOCTH Tpenapara, PppoyTanbHo BMI3EL ¥ ONpaBkl om,ummd
HEEPTIO K OKPAIIENEM H HeOKPAlIEHLIM IpenapaTan. \

YidkoBKa ~ (UIKOH-KAICUBHINA BMecTAMOCTBI0 100,0 Mnl ofeceunBact aKKYpaTHOS H HKOHOMUUHOE Hanecduue
MACIa HA TIPCIapar. i

Cp(fm FO/HOCTH — 1,5 FOJ1a © JIATRI M3rOTORICHHS. !

|
i ‘ 3. TpauciopTHpPOBANHE H XpalieliHe !

IPalCOPTUPOBAVME AOMKIG APOBOMIBCA BCEMM BHJAAMM KPHTOIO TPAHCIOPTA B COOTBETCTBMH © NpaBHITAME
LCPEROBI IPY3086, ACHCTBYIONMMY Ha JAHHOM BIEE TPAHCHOpTa, XPARSHHE - B YHAKOBKE NPeAlPRATHA-HITOTOBNTEIS B
HPOXAGIHOM MCECTC UPH OTHOCHTENBHOM BIRKHOCTH BO3AyXa He Gouce B0% B MeCtax, 3atBLCHUBIX 0T BozieHctBHs
1PAMBIX C‘(‘?JIHCLIH])IX le‘iC}\"l, ﬂ’l‘MOC[l)Q:pHMX OCaJIKOB H ﬂl‘pCCCHBHbIX CPC}I B [TCHCHHC IQCC]‘() Cp()Ka IOIHOCTH.

|
{ 4, TapanTii M316TOBHTEIN

Hsrorosuresns rapairrHpyer coorBercrBie kauecTna nadopa pearelrron «Maciio HMMEPCHORITOE» I‘pLGUBdUm{M‘ TY
9398-011 2‘)€0b12‘5 2009 npu cobmopeHad IOTPEOHTENEM YCUoBHA TPAHCHOPTHPOBANMA, XPAUCHHA H HPHMCHCHKN B

reyeHHe BLrLI O C[)()l\d FORNOCEH.

Havaxsnug 1ITO bBaGung B.A.
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v ITALCERT

CERTIFICATO N° 505DMO05

CERTIFICATE N* 505DM05

Si certifica che il
this is to certify that

Sistema di Gestione per la Qualita

Quality Management Systen

messo in atto da

implemented by

NUOVA APTACA S.r.l.

Via Monte Bianco, 4 — [T 20900 MONZA (MB)

nella Sede Operativa di
Operative Unit

Regione Monforte, 30 ~ IT 14053 CANELLI (AT)

é conforme alla norma
is in complionce with the standard

{
UNI CEl EN 1SO 13485-2016 (ISO 13485-2016) \

per i seguenti Process|
concerning the following kinds of Processes b

Gestione della fabbricazione e immissione in commercio di tamponi sterili
per il prelievo di campioni biclogici in orifizi naturali e in ambito chirurgico. |
Progettazione e fabbricazione di dispositivi medico diagnostici per laboratori di anai|§1

Commercializzazione di dispositivi medici e diagnostici in vitro. |

Management of manufacturing and placing on the market of sterile tampons for sampling of biological specimens in
natural orifice and (n surgical field, Design and manufacturing of diagnostic medical devices for analysis rfﬁmmm{z
Marketing of medical and diagnostic devices in vitro. !

Il presente Certificato & soggetto al rispetto delle condizioni stabilite dai Rs?goiamenh per la (r_mfm azione in vigore applicabili,
This Certificaie shall satisly the requirements established iy the Rules far the|zertification In force applicable
In caso di discordanza tra le lingue utilizzate nella traduzione del contenuto del presele cerhﬂca?o fare riferimento alla lingua italiana
i cases of discrepancy batween the longuoges used in thie transiation of the content of this certificate, pipase /;-?,f-ar i e ialian faviquad

L'AMMINISTRATORE DELEGATO
MANAGING DIRECTOR

A5 Gl

Dr. Ing. Roberto Cusolito

Data di Prima Emjssione Data di Prima Emissione [TALCERT ~ Data diRitinovo,  Data df Delibera Data di Scadenza
First Issue Da%e First issue Date ITALCERT Renewal Daté~ | De!‘iber‘fn’on Date Fxpuration Datd
2007—10—3d ! 2011-10-30 2017-10-30 2019-01-04 2020-10-29 ‘

ACCREDIA %

UEMITE ITALIANG TH ACCREEAMINTD. |
SGQ N° 023A !

|
\
|
l 4 Membra degll Accordl di Mutun Riconoscimenta EA, IAF E e
H H Signatory of €A, IAF and ILAC Mutual Recognition Agreen, IE it

ITALCERT S‘rl | Viale Sarca, 336 120126 Milano (MI) | tel. +39 0266104876 | fax. +39 0266101479 | www.italcert.it | italcertsri@legalmail it
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File Ha A¥2231

5 LORNE

LABORATORIES

EC DECLARATION OF CONFORMITY

Irorne Laboratories Ltd declares that the following in vitro diagnostic reagent:

Product Name Catalogue Number
Anti-D Duoclone Monoclonal | 740010

has been classified as List A (Dlrectlve 98/79/EC, Annex Il): and complies with
the essential requlrements and provisions of Directive 98/79/EC of the
European Parliament and of the Council (also SI 2002 No. 618 which
fransposes the requirements of Directive 98/79/EC) and the Commission
Decision on Common Technical Specifications 2009/108!EC.

and is in conform|ty with the national standards transpostngwharmonlsed
standards

BS EN ISO 13485:2012
BS EN 13612:2002

BS EN 13641:2002

BS EN ISO 14971:2012
BS EN ISO 15223-1:2016
BS EN ISO 18113-2:2011
BS EN ISO 23640:2015

The conformity assessment procedure performed was in accordance with
Annex |V of Directive 98/79/EC and was carried out by UL Internahonal (UK)
Ltd Wonersh House, The Guildway, Old Portsmouth Road, \Gundford Surrey
QUS 1LR, United Kingdom, Notified Body Number 0843. |

1 \

The certificates issued by UL-UK Ltd to show compliance are numbers

1354 170425 and 355.130523. |

ThIS declaration of conformity is issued under the sole respon3|bll|ty of Lorne
%.aboratorles Ltd and is valid from 23 May 2017.

e

e

Eddy Velthuis
Technical Director

Lorne Laboratories Limited Tel: 444 (0) 118 921 2P64
| Unit 1 Cutbush Park Industrial Estate Fax:+44 (0) 118 986 4513
' Danehill, Lower Earley Email: info@lornelatis.com
Berkshire RGE 4UT United Kingdom www.lornelabs,com

156 13445:2001; 15090012000 Registored affice as above: Hegisterod in England No, 04540797 YAE Ha. 0o 1655 o
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Part of Thermo Fisher Sclentific ' il . E N T I'E1C
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3 JOSMpOBHIHKA

ﬂOOKOJ‘IbK\j TOSHOCTb M BOCNPOU3BO-
uyMoc Th - CAMBIE BAKHEE CRORCTRA
nioBoro goaatopa, JleHmanet Brisk
obnagaeT cneumansHo paspadotan-
HLIM MEXSHUIMOM PETYIINPORKA
0OLEMa, BLNGNHEHHBIM B &S
ARTOHOMHGrO Mogyns. MOCKONLKY
MEXaLHAIM DEryNIMPoBKKM 00LeMa
OFARABI OT KOPNYGA NOBATORA, OM
00najiasT CYuIeCTBEHHO Honsiueh
TOYHOCTBIY, BOCNPOWBEONMOTTLIO
VNPOYHOCTHIO. KpOoRE TOTO, 4T00b)
MLI'ZKJIK)HMTb BOAMOXKHOE BIVSIHUE Teiina
PYKA HA TOUHOCTE MAMBIEHNA,
MEXAHW3M PErynupuski abbema
AOSUPOBAIWA UB0NMPOBAR O KORMYCca
Agsaropa.

Boason puchingi

Netnunet Bnak amest Gonblodh,
ARrKG YUTAGMBR AWMCHNEH, NORIBHNA~
OB NEFKO W YETKE 98188aTh 0OBLEM.
Kpome Toro, HOBbIA MEXAHWSM
YCTAHOBKM 0BLEeMa NO3BOSISRT JIeTkD
yeTaHABNMEATL OfbEM J10 COTLX ONeH
MKA, KOTOPEIA BULEH HA (one.
TOYHOETE DESENSYUEASTCS TAKKE
Gnarofaps nPeUNSHOHRON
perympoeke ofbema, e KEXObIA
uar npv YoTaHoeke nobuema
C(]I'H)CJBC\)K,D,(’JETCR WIENYKOM, 3“’1
NO3BOANET perynuposare olbem

o warom or G.01 wmK 4o 20 mKh

B 3ABUCUMOCTA 0T moueﬂ‘m [03ATORA,
Boajie acnien npegyeMmoTpeso
ynoBHOE MECTO AT nasHTugMKa-
LMOHHRIX #ARALYKGE NOAHROBATENT.
Takue apsibiKa Hyxabl, 410Gk He
nepenyTar: JodaTopbl 1 HITOOI:I OHM
He sarepavck B naboparapeu,

5 HaBRNOBAHMY |

Kak 1y Beex noaampou‘ﬂeﬁnmnar
younus, Heobxoaumbie [Ipu
p,namp(!ﬂaumn MMHA RS pOBaHbt.
KaHeTp
HO3BONNET nonmosaromo HAKMMA b
KHONKY AUIHPOBAHWUA oHenb Nerko,
o obecneymusaeT )‘lel‘Kj €Tb, POBHGCTL
W CTAGKNHOCTL AQAMPABEHNSI. 3{0, i

|
B CROIO ouepelb, I‘IOSBOJFAPT MONYHA Tl

SYHIIME PESYSIbTATH AUZIPIBARME 1
B TevaHus fones [NnTeNbHBIX
Nepuoies padoTe. Kpome 1010,
SANETEHTOBAHILIA MEXAHNEM
CEYIEDBLITARKHBAHNA WK CTH
NOSRONSIET TONHO A0ZMPOBATH Aame
MURPOOG hEMBLL. TAKOR MEXIHAIM | BCTL
B A03aT0PEX QOBLEMIIM 50 tAKT

“ MERBLUIE.

Hopaw KOROTIVREGRR GNDHEBY

HDIFEKH

JIOHRUNGT Brak Miee HOBYK
KOHOTRYKLMIO o:stwauwommm KHOTIKIA
¢ spalaIoeicn BepxHen 4acTLIo,
FHEABONSIOLNIO HC&D‘IE{)‘!HIE‘MM IQ narm
yeTaHABANBHTb. ﬁtﬁt\em Haponparens
HOE TIPeUMYLIRCTEO 3amu@mmm

B T0M, MTO BDBLLI,EKJHMRLEI acpcxtmg
HACTE XHONKW )’.'.LI!H}KB!LH' I!i‘hiﬂﬁl’iﬁt‘if{{a
OF MEXAHWIMA parjumpomm olfinana,
HI0 lEpf‘ﬂDTBﬂ'lLLl,at-"[ {,r!'}‘*ﬂHH\‘\ii-
mamMeHedne obbenmi. Kéik v Hiswiian
UAGTL ONBRRLKMONHON KHONRY, |
RIIOMIEHA W3 MSTROrO 1U1acTirs,
COECOEHMMBAIOLLATC OTIMYHbBIA |1
nEK perynuposke o0bema 08y
Il Dl-ﬂﬂO)KG)HLvlﬂ youn G150

Annuas ARTOKAAEESYOMOTT &

HOCTH. T uf..l tal Qm)
AATPSIZHEHWUE, ﬂ(‘HrMﬂE"T Biisk K
CTEPUAMIOBATLCR B ABTOKIE é?

rpy 12170, CTepnnn30eats. ;1%1 FATON
FOKHO LRMHKDM B CHORE nin|
OTRENbMBINMIE SRTANAMIS 8 CIE b EHITRG
LIAQHHOM M LIKE [KO'{r]Tu[) Bb‘iHDJlHE“iI
WA MATEPUEIOE; ODAALRIL iy
BbICOKOW © TOMKOCTLIO K D AI\EMQAM
v cegTy W BHAre.
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KelititD

JNenrmmnet BHoK OUidHb J8rKo
QBGHYRMBATE! MPOGTD |xaauc4;]mfo
AOFATOP. CHAB (ﬁpdbblﬁd‘ S
HAKOHEBUHMKA PYKDIA, a 3aTem,

C NOMOLLILID YADOHOTO ARCTRYPMEHTE
L0161 oGERYEaHA. YAANELE ?{093\;0
HAKOHE HWuKE, TOT ®i ﬂpEJKTI/‘WlHl:;Iﬁ
MHCTPYMERT NCOQNLIYETCH |

ANA PErYARPLBERWS KanuBpopra
AVREBTKE & NOMOLLEKY KannOPOBQUROH
FAVKK, PACTIONCEKEHHOA HABSPKY
OYKOATEW A038TONG i
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Flerniner BIsk MaMEeT WUpoKuiE yrop
IS NASbLE, KOTOPLIK NO3BONAeT
HEPMATE SURATOR MOA MABRLHBIM
S8 QOSHPOEIRAA YTNOM 1 0BT DYKE
RACCAARKTECR MEKAY LMK
noaMpoBatmg. B peayietate
DARTEALNBIE UMENLE BOSUPOBHEHIE
CTARHQBATEH Qonee KOl‘n[ijC)leilbllel

N MEHES YTOMUTERBREIMK, CHIDKASTCA
DWCKR ABKTUS THABME, BOSHMKAIOLLLEA
W3-3d NCTOSHHGIR Harpyskn (repatitive
frain injury, ASH. Kronka obpacemsa-
TEND HAKOHEUHMKE 3AKPYIIEHG

W MMEET SOFOHOMUHHYID KGHETIVKLLNK,
afecnsyrsaloyo Handonse
KOMQOPTHEE NONOXeNiE GolbLIoTQ
JansUE UPR cORacEIBAITKN.

2 Y AOR] IHOCTH
00 HaBORATORKK, A033TGRNI
AerrnneT BHak BLIGYCKaIOTCH

B OLAHOKAME B W PAHOTGRAMEN 8%
BARMANTAK, OJHOKAHANEHBIE 1038 TORI
FALEY S Ot Tty MRPRMEHHOI Win
PUKCULORARHOND GOLEMA.

o #ENaAHUmI0 3AKA3UMKA NOQTARNOTES
LUTATHMERLL KAK SR | OOHDENSBHBbIX, TaK
W MHOSOKIHASILHBIX AO3ATOPOR.
1op Newmanat brak

et YAODHYEK) LISRTORYHY ¥ONMPDOBKY
1A DAEDALMOUHGRE KHONKE 1 KOPNYyEe
DVKOATKY, 8 TAOKE HA MHOTOZAHE -
X pACNISK, 4T006BI Asrag QLo
HAXOLWTEL MK HARoHeSHIK Finntip.

A03ETDPL

MHOFOKAHANBHEE | RESATORL JIBHNWNET
BINOK SEINYCKAOTCS 8- KaHAM:HbIMLE
PERGIAIHBIMK BMANA30DHAN COBEMa.
KM B QUAHOKEHANBHEX MOLACTNX
NEHAKUNET BASK, MEXAHU3M YCDBED-
LUBROTRORAHHON PEryIupoBKa n0bama
QOBCNEMNBART ABIGOKWE YROREHD
TOUHOGTIA M BOCTIPUMEBOSMNOCTH,
Kporge 1050, B MORENAK MANIro
OB PYHKLMA CYNEPRLITASKMBAH R
FIKOCT QOECNEMABART TOHHOE
JOBMPDOBAHUE BAXKE GAMEAX MATIbIX
00bemMos.
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Kat. N OBneM Tousoets BOCAP-MOCTh HakQHBHAHI
MK 1 MKD % sd.wka CV%S o

40 040 ¢4 00 o 040 4,00

Flex 10,10, 50"
n e e #idh
tD 070 *1 40 U_[)/O 1,40 4= - i Flexs IO 10 50
! L bt GREER s i
L) 80 Hf’x .2UO. 2‘;0 yl)MB,. ')DD YLUI.,
0 50 3K ’7UO 2‘)0 ymm. '300 Vnn.
O JO Floy ’3(1() \30 YllMu. ’300 ‘/JU] i Lo

0,40 Flex 200, 250 Yiis., ?oowm

O,u Flex )0() '}:AO Vumﬁ. O V;J.Jl
0‘30 Fh»\ 100 U 1000, 1000 ym.

0,30 Flex 100D,1000, 1000 vw..
030 Flox 1000,1000, 1000 Yan.

0,20 Flex 1000,1000, 1000 Yan.
|

OpHOKaHANLHBIE AOIXTOPL NUNETONNBIe SleHnuneT Bnok nepemenoro obvema

Kat. Ne Qwanazon  War | O6wem ToywooTe Bocnp-Mocte | Leeros. koq HakoHeurnmk
MKN Mkt % _s_Qd.'Mxn CV%"* |
4642022 055w 00Tmxn 5 20,075 »1,50 D050 100 | Poscaeil Flex 10,10, 50
} RIS 0,5 +(),030 26,00 0,025 5,00 il
, il AR e e s - i ad L :
4642032 1-10 mka 0,02 raxn T e 2000 *1,00 0,050 0.50 FOsosmN Fiax 10, 10, 50

0,020 200 |

4642042 110 MRnL | 0.02mkn 0,080 0.80 Kenmuii Flox 200, 250 Ysus,
0.030 3,00 |
4642052 20 MK 0,02 rkn 0. 08 0.40 'bnpmaosbm 50
; i 0,05 2,50 (i |
4642082 2-20 M | (1,02 reis 0,08 0 a0 SHenTol {200, 250 Yian,
&) 0.05 2,50 |
ARMC TR L ¢ B80 THeT T 0,1 nka 0,15 0,30 |'3 2ATLIA | Flizx 200, 250 ViR,
} 0,126 2,50 It 300, 200 Y.
4542072 10 10C mka o 0.2 Men (5,20 0,20 Rentold Flox 200, 250 Yuun,,
3 0,10 1.00 | 300, 200 Yan.
4642082 20-200 0.2 mnai 0,4 0,20 Kenwi Flex 200, 250 Yuwa.,
{ i 0,14 4,70 | 300, 200 ¥an
454209¢ 1001000 Mra 1 rks 1000 16, 0, 2.0 0,20 ::(:MJ-(MM | Fiex 1000, 10QC,
100 £1,0 21,01 0.6 0,60 Il 1000 Yan
Q.01 mn “(OU o w05 () +0.50 10,0 0,20 | BonerRA 5 M
500 25,0 1,00 4.0 0,80 |
0,02 ran 10 000 450,0 +0.50 20,0 0.20 | Kpacibia) 10 st
1000 13,0 1,00 8,0 0,80 | |
SeSHME L s " 1 1 . |
y &L ﬁﬂ”d&*.’.i‘-- : e T S : 1
MHOroxaHaNbHbIE R03ATOPbI nuneTouHsie Slennuner Biok NepemanHoro obrema
I
Kay. Ne Kon-ro ] Awanason  llar - Obwem  Touwocrs Bocnp-mocth Usetos. koa  HakoHe:HuK
KaHanos ; MKR M % CsdSmn | OV%
b ABG2002 B 5,0-10 sk 0,02 mEn L0040 2240 016D 1,60 L Posonmil Flox 10,10, 80
i _ ©0.080 0,070 | 7,00 .
i T 4562012 8 | 5-50 mxa 0.1 ten e 0536 0,70 | Kenvsia Flax 200, 250 Yaua,,
| | +0 25 () 0,10 2.00 200 ¥Yan.
i 4582022 B 10-100 mra 0,2 mkn £1.30 11,30 0,50 0,50 I KenTris Flex 200G, 250
, I +0.25 +2,50 0,2 2,00 Yame,, 200 Yan.
é 4862032 B 30-300 mxa 1 Mrn e (0 =1,00 0,9 0,30 | Opadxeebiit 30, 30C
& ) 306 =200 0.6 2,06
§
B
iT Canxsr- rleTepoypr Mockea
- b Tern.: (498) 7 |
m Ghy 739 7642 |
141 Mo g |
Y ST GRS
adicos spane 2,00 i ]
E-mail: into.bidunoscow@®ther Shae . sem ! SCIENTIFLC
f htp://vavw thermo.com.cu i
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