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Declarration

HL-7- 0640DC:, DOt 2015t07 n

In ,Application of the
the laws of the Me
Devices & CE ma

Declarati,cn rcf conf
Requirements and
sections t2 to 5. The
A or B. ,Access to t

Produat
Cocle

apprropriarte body in the

550i4R Cr

l, tire undersigned
Clas;siflcation Code

Full Name:

Signed:

M.J.

Tef +44 (0)1 91 482 8440
Fax +44 (0)191 482 8442
i nf oGl helena-biosciences.com

www.helena. biosciences.com

hd

of Gonformity

Dfrective 98l79lEC on the approximation of
Vitro Diagnostic MedicalStates relating to /n

ance to applicable sections of Annex | - Essential
ex lll (EC Declaration rcf Conformity) imposed by

listed oroducts are not classified under Annex ll Lists
apprclpriate technical files will be made available to the
event this is required,

Plasma

GMDN
Classificationr Code

55995

e that the devices reqistered against the above GMDN
ms to the said Directives.

Title: Managing Director

Date: 30 Jul 2015

Helena Biosciences Europe

Queensway South, l-eam Valley Trading Estate,

Gateshead, Tyne and Wear, NE11 0SD,

United Kingdonr
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5556

In Application of the
the laws of the
Devices & CE marki

Declaration of co
Requirements and
sections 2 to 5. The
A or B. Access to the
apqroprlate body in th$

Product
Code

l, tl'!e undersigned de
Classification Code con

Full Name:

Signed:

Tel +44 (0)191 4828440
Fax +44 (0)191 4828442
info@helena-biosciences.com

wwwi helena-biosciences.com

uncil Dirfective 98/79lEC
r Statesl relatinq to Int-

on the approximation of
Vitro Diagnostic Medical

nce to applicable sections of Annex | - Essential
lll (EC Declaration of Conformity) imposed by

listed products are not classified under Annex ll Lists
ropriate technical files will be made available to the
nt this is required.

Descri

Clauss ibrinogen 50

GMDN
Classification Code

55997

that the devices registered against the above GMDN
s to the said Directives.

Title: Managing Director

Date: 12 Aug2015

Helena Biosciences Europe

Queensway South, Team Valley Trading Estate,

Gateshead, Tyne and Wear, NE11 0SD,

United Kingdom



Clauss

B:F 555r;
REF 5556H

Fibrinogen 50

IdHALT

Kohpoh.hra lhhil Elschraibung
Ihronhn: 5r 1 mL IFEF5556) Jedes Flaschchetr enlhii
s0 NrH/mL sr 2mL (REF ss56H) ca 200IFEF sss6)/ ron

IREF sss6Hl Enhe lii
Fnds' Ih'omh'n nr
SlrbGaLorc^

2rlrnlIREF5556) JedesFr:sihc[.rrnilrilr
| ! | mL IREF s5s6B) | niLlyop[ilsieilcs

noma es humanplasna a,l
borannlam F,bfiogef

Os.nd 2 | 25mL FEF 5556) Jedo Fhsde en h.h 25 mL
1 x2s mL REF sss6l

Narumdloxd mil
Nai umazid Jls

Fo, rhe quJnLLrLrs d6L0rmnrxonol lb'nole., based on lhe ClaussneLhod, n humanoIa!edFasma
of lrercnJ Eb ;donL:es Eurcpe Ac I C I c-2, c a coilsulario. sysr.ms

cr,uss.Fbiltrgen 50 
's 

iile"ded lor lh6 quanlilaliw delenri'altil ot lbrhoge/r r' hunLatr plasha.
cL!:s devdr)poda5mpsnLerhodro'rhequahlilalvedelemnaLiqorlib'nogenbyoeasunngrhs
.ot!nq rimo 0l dUc plrsma a(6, lho idd,ion ol rh.ombn (*, Nlll unGhL) Th6 rbL llma is

'..rrtd on.Lp/.so lirinoOenrar n.rF'rq.d< tr'rsul.o'F/ldmhalbr.
o r.."prr6 u 6'. D"r'6-rsd l6vn< c.n & lor.d in cenan s.ates su.h as ivs

d,!rrie and DC conqcnra deruen.les incud6 arbil,ogennehla (no deleohbe lbilhoqanl
hED b.inose^adib l<r mdmL) and dysib'nogefaen ia labno,mal lbmDgonmoleoulo)

VJIRNilIGS ANO PAECAUTIONS

n !h/s k I a,e lo, tn rro d agrosL c us6 only OO NoI INGESI Vl.a/ g oves
trh,nhr"dlngarkrco,nponanisFec'rolhapb4u'lsarelydarshpelsorrGkandsalElyphrasesand

In€d and rourd no0aLVe (unress

o",ckilboro'va)ror[rDp,lsenceorlepariisB&rigenlHbslolHIVr.fd2anlbodyardHCV
an body hd\rvdrlh6ydrouldb.handloJqlhlhesahap'sca!lionsrsahuhanplasmasamplo

Jedos kil enrh; shs Geb.auch6tnwosunS

Jeder xiL enlhsrL cha,sdnspd2li

2 ShawTS(r9TTlissayrlo,Fo,noaenand(so-{'varvesaFC t)nt R.\ C n LiD S.l
0 ritr92

3 clncal and Laboralo,yslanca'ds Inn, u!e (2oo3) cone.ron
Spedmens lar Tesl nq PlJsmr'Basad Corqu3[on Assats and Il
 F@ved Guiderne sLh edn cLs: H21'45

i sculyREor.l(rssolNom Ne,EngtancJ.Ln)atved.)e

5 Okuno I, Selonko V (1972) P asma hb, nogen deL0rm'na on by ai on a[,d rh omL I rnre
Ahe.can r.rhat at 

^tedbat 
r6ch^,qr30(6)'s62or

coillenr oe5d Fllon
5l 4 mLlfEF 5556) Conr:rrs apxor'maloly RoconqiuLe arch vral w(h
sr2nL(FEFrs56H) 200(FEFsIs6)/r00 {'nL(REFsss6)

(FEFsss6|)unG 2,nL(REFsss6B)
boMns hrof,'bnUilr or pJ,iredwarer Take.d,e

when ppdling lo avo d
@rLom..lion Sqi Oanlyind
!llcN lo nrnd lor l5mnules
V rNol in.ediallay b.lor6
use Dor'ol shake

2 r r mL (nEF 5556) Conlans 1 niLoi Fe.ons[Lul6 eachlial r/]rh
1 r1 mLIFEF5556Hl toph EEdDomal eyarilyl mLolpurliedwrLsl

humin prrilna asriyed Spnl 9eil[y and alorvlo stind
lo,lbrnogerlevoh lorr0mnulEs Anrqonly

berore use oofot 5rake

2 ! ?s n'L (FEF st56) cofrailrs 25 nLor ThD bulorE rerdylo'usD as
x 2s nrL IREF s5s6H) hul cr shlch conta ns pad(aged

tilbilal rnd:odum

Ea:hri..na'n5 n:,uc o,Elo ls8
Ea h r! rinLr ns or spc.icrek

/rare, o rre rEtumenr onerillo, Alonua ind/or iDp crron nol! ror ipp'.p'iale i.rkucl ons Thc
n hs k a'ei s, Jvriable !s sep3'Jro i orrs

c,u$ Fb' noEen (rh,omt non\l
nEFs373 CiussFib,.oEan(Thromtiro^yl
nEF5379 Frbi^ooliCJibraLol
FEF9375 Os'ensAuier

STOFAGE AilO STAB LITY

u^rpened v r 3 a'e slable unli lhs qLven 3rpiry da(s $hen sLorod urdil condi ors ind crled o^ lhe vbr

Th,onrbn50NHhlL OnccrccdnJluLcdlhe'eaocnlsslab:ero,thorsal'15-'30C|\ecskaL
'2- 3'Cor I mcnlha!'20'C
oncd,dtunnru ed rhe'e!qsnrlssrabrerorr hou'5ar r2 '3'c

O$'ensEtrrle, S!o,ear'2-3"con.eoFned

l'lr.Li:o sl.oii!edqJssshoudbeusedhrouOhouL Elood{9piils)shruldbecolecLedinlo32%or
36.. sod"m.tarE rnlloagrlrnr lr pail) sapa,lr! pl2rnra arLa.enliriqaLon rt 1500 r q lor
rjrnrurssPinnrsrouldbekrprr'2-_3'co' 13-_2i"cTestn!shDudbecornplotodwilrn

or o aena can be s o'ed tozen ar '20'c ro,2 $ceks or-70'c ror 6 monrhs
Tr r/r qJ cily r' tr7'C pilo' ro resrino Do ro keep ar '3tC lo' more than 5 m nutesl

F.rn ro rhe app'opr ale instrument op€raror r/anuar lo'
3 os.,.n.es E!,oDd lor rs rum.nl sper[. rili.rrioir grdes

EV rdad !n ues ror I o, roOflr I herl hy id! rs rra 150 350 mOidL (t 5 3 5 qtr)i5

d lbrro ! ! dDgr€daL on p,oducrs >r00 nq/hL mry caus! tatscty os
lDrnoien quiilrrLon I valucs ril oukde lhesranda,d curye vaues lor Lh6 paUenL sampres rs'a;say
u5'o.n apD'oDnare d,ur on robr n0 vau65 inro Lhe $ardard rrnse

Ea.hribdraroysIo!desr.b Jraqua(tconko prog,.m No'nra andaUrorma conrotpasnasshoutd
each bakh 0r paLenr laLisradory ndtumont a.d ope'ato'

n? 
jD'manc! [.dnIdsddnolrc'lo,mas c:pecled pa'sfl resulsshduldbeconsidcrcd'nva d Hehnl

B,.rLB^ces Eu'ore r rnply rhe lol o*nU.onhols av, latlD lor use dt lh's p'oduct:

deDendng on the L,dn,tuEs and syslens 
'n 

uso Fol

PENFOAI'ANCIE CIAFACTEFISTICS

Heria B;os.iences Eu.oDe or rher r.prescntaLvBs havc dcle"nincd the tolo?inq pdno'mano€
.hrJcrErndsrsrquideiie E.rhrabo,rroryshoud,js(abtshilsownpe'lormanrediLa TheCtauss
F t, ioqer a5s:yh desqned ro(rve a IneJ calbr.lion kom 1 s- 659tr

Inle. assay p.eci0ion

n cv t%l Fibt nasen(il)
102

s 353 162

1 Crau!s   (r9s7) Ger nnu i9!physioros sdre schnd mo[]od6 zur b€st mm!nq des F biriloqens,
A.tr ttaetralLt 11 231 216

2 Sl'a,v TS 11977) Assays ro' r,b' roqetr aird ic De.va lves CFC Cnt Rov Ch) Lab sci

J C nnal a"d LaboraLory sLa'rdards rsl rur6 (200Bl jo lscl0n TGnspoil and Prccess ng or Bbod
SDe.mc.sro'Icnn9PzsmaBasedCoa0urationlssaysaidUolconarHrDmostrs'sAssay:
ipp,ored Gud. ne 5Lhe.n CLSI: f 2l-i5

i SculyFEelrl(1930)NoilnrlRererenceLabo'a.ryVauDs NewEnqllndJoLlntlLled.n)e

5 Oruno T Selenko V 11972) Flasma I bnnogen delem naL on by auld nalpd ilrornb n Llmg

'\trer.an Jauillat at Ltedt..t Iechnol09, 3B(6):reti 20r

ttr C€
tsre.a Biosc€ndes Europc, Ouecnsway Souh, leam
cirLeshsad, ryne and Wear,NEll 0SD Uniled Kl.gdom

TeL +44 {O)r91 432 3440

Fa: +ir (0)191 4323442

E.ra do@ne ena-bloscLences coh

Hl .2 1711P 2012103 1.7)

0lauss Flbrlnogen 50
hrstruclions lor use

Spec'a{y Atsiyed Conto N

Valloy Tradnq Eslale,

Clauss Flbrlhogen 50

p0utresraur.0
rhrinoqino l0dnul6s aidlnnqor

doudeh6rl avanl uxlsa 
'on

2 x 25f,r1 (FEF55s6) chaquo I acon conr€nl La tsmpon es 0.6l :l dnplol
I r 2snLIFEFsss6N) 2snLdo lampoi

ronleninL dubarbla el
lu chld'uie de sodum
addllionnd drado de
sodum.odnd

ii Clauss Flbrlhogeh 50
Anleilung

Fur die quanli(nlivd B6s[mmung von Fbrinoqon naih de' ilelholo nJch clruss m me"s.]'.nen
Cilralplasma aurdonHe6M Bioso.ncas Eu'@a icr C C_2 C I Geilr'uns$vs e'ncn

Da6ClrussFib'nolen50dotrld€rquarilialvonBeq'r'mtrnqvorrF{thoger flHLfla"dasna CJ'Ei
€rilwicksls zur quanllalv6n Baqmmung von Fibdnogcn slne snlrche [l6Lhode be' der d'e

Gsrinnlnoszdil von ve'dnnnlsm Plasna nach 2ugabe voi Tromb' 
' 

gemessBf N rd

630NlllEnhelen/mLl 0ieseGenDdun0tzeili5!derFibino0enKonzenraroDdrerlnropodrona D:5
F'b'inoqenlannturdEnlzinduns,sdhwrngo'schar o'rl0nve'hnrnqsmrc"
oddht son?, V-.hinddil wid es drrch Lnb€n,k'anrunq 

"nd 
ve'ratrdEkoa0rlonarh'e inqcbo.-"n€

Mafgglzuslande slnd insbsondere aibrinog! lke il "J: 
illeEbJrcs rb' 

'ogsr
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