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Declaratio n of Co nfo rm ity

Description

Clauss Fibrinogen 50

HL.7-0512DC DOt 2015/08 (5)
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the laws of the Member States relatinq to In
Devices & CE marking.

Declariation of conformance to applicable sectiot
Requirements and Annex lll (EC Declaration o
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Clauss Fibrinogen 50
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HL-7 06/:iDC t)Ot2015/08 (1)

In Application of the Council Directive 98/79/EC
the laws of the Member States relating to ln
Devices & 0E marking.

A or B. Access to the appropriate technical filesr will
appropriate body in the event this is required.

Declaration of conformance to applicable seclt nex | - Esr;ential
Requirenrents and Annex lll (EC Declaration of ity) imposr-.d by
sections 2 to 5. The below listed proclucts are not ified Annex ll Lists

be

approximation of
Medical

available to the

fication Code

the above GMDN

Product
Code

5562

Description

APTT Si L Minus

l, thel undersigned declare that the devices registered
Classiification Code conforms to the said Directives.

FullName:: M.J.Stephenson

Signed:

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

www. helena-biosciences.com
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SI CERTIFICA CHE IL SISTEMA DI GESTIONE PER LA QUALITA DI

KIMA S.R.L.
UNITA OPERATIVE I OPERATIVE UNITS

ilE tMENAtoN[ 0Em|6ATEN Nfr OF11

www iqnei-certification.con]

lQNet, the assoclatlon of the worldb firsl class

cellfltatlon bodles, ls lhe laryesl provlderof nlanagement
Eystef,t Cerlificetioil ln ?ha world,

IQNet is composed of more than 30 bodies ald counts
over 150 subsldlarles ail over the qlobf.

needles.

CISQ C l. FederEzlone Itallana dl Ofganlsmi dl

Certlflcazlohe del slsteml dl gesUont azlcnd?,le
claiQ is the Itallan Federatlon of mFnagement

.rvste m Cettlf icatlon g odles,

4265141C

Data emissione
Frrs/ lssue

18t01t2C)07

Emissione corrente

Cunenl issue

1810112019

Data di :scadenza

Expiilng dale

17tA1nO22

=
O

U
O
@

O

SGQ N' OO4 A

l"1er)rbro degli Accordi dl Mutuo Rlcor)osclmento EA, IAF e ILAC

Siqnatory ol EA, IAF ahd lt C lilutual RecogniLion Agreements

gg
CERTIFICATO n,

CERTIFICATE No,

Via Leonardo Da Vinci, 22 - Zona Industriale Tognana - 35028
Italia

E CONFORIVE ALLA NORMA / /S IN COMPLIANCE WITH THE STANDARD

UNf CEI EN ISO 13485:2016
Sistema di Gestione per la Qualitd I Quality Managenenl Syslem

PER LE SEGUENTI RnIvTA I FoR THE FOLLOWING ACTIVITIESI

EA:29

Oomrnercializzazione di prodotti del Gruppo. kit diag
terreni di coltura per microbiologia, articoli in plastica per labor

provette con vuoto predeterminato e aghi sterili.

Trading of the products of the Group:
plastic disposa'ple labware, fesf tubes

diagnostic kits, culture media, for
with predetermined vacu Ltm

Riferirsi iLl a cjocunrenlazone cj€l Sislema di Geslione per la Qualita azendale per l'applbabilitd dei requisi(i della

Re[et Io lhe docun]enlalion ol lhe Qualily Manegenenl Syslen [or delals o[ applicalian lo telercnce

Per infoimazionl puntuali e aggiornate circa eventuali variazioni inleruenute nello slato della certifir;azione di cui al

si prega di contallare il n' telefonico +39 02 725341 o indhizzoemail inf0@him il

FoI linely and updaled intonnBlion aboul any changes in lhe cetlilicalion slalus relerred lo in lhis
please conlacl lhe nunhet+39 02 725341 u enail addess inlo@it:im il'

- 20099 Sesto San Giovanni (lvll)

www.crsq.com

DBY



OOO "F{rxs$d,on". 241 520,
Epnxcxxri pa$rol, c,

Ten, i$S3?) 3?87-97" 92-
filu ororaxl#r"xbJ i{ *rs**ap .
oaxc {4833} l?"24"1t4, I
tlHl.t 3?3,1O01127Forntscl&ei dG6epallr opu0

Ha.raJrrHlrK ilTO

e-rnsll : inf s@rni rt i nred tr-t

5-9 or' 04. l2 201 -J r

II

II

II

Jtcl tt.Lr MepoHo tltlori'))
p()Balilrr, xpailcr'lilrr

E*6nq 8.A.

'rpe(ronarr mrrr 'I'Y

r{ Irplil\tcr.Jcrlllr B

,EpflHcran o6nacru,
6

!6t, -01 , -62

Pellrc'rpaulro rtuoe yA{

[acnopr

Ha6op peareHToB <<Mac.no n*
no Ty 9398-011-295081

lepe|lH

pcnol
2009

Ns OCP 2009/055

HOe))

Cepxx J8-/cl ,{a'ra urr"o'ror.u nl{fl al t L20t.\

l. Ilarua.rerne
jUx aUOXpOlililTl'ltl$cKl.{X h nxl}OI{?r.l}l{eCKID( 0

l)eJlua'ruaqsrill6rx JIJII pa6o'r1J B nrrArrlroii 06raffn c r{u}x.
l\illKpo{iKoIl0B!lc'..rrrl,r.rr,ryclcn jUx auoxpotitilrt.Irl$cKl.{x h nxl}or{?r.t}t{ecx.Nx o(

lorruureorle ll"ilLr;\, Ul)eJlua'ruaqsrill6rx JIJrl pari011,1 B ntrArrlroii 06Iaffn cr

2. Texnrt,l gcrcue'r.pedrtnalt

Ircex l)HJloB, Kl o1\*

H anll croga ltr e rtoRtr'lrr'r'eJrrI
Xap*xl'

rr(lpill
rxut'lItJ
ruo TJ

H
Perl..rt ut'nt'r,r arra;r a

[:]rcurrtirii nr-:il
LIl:orpu"nrar ficcrl

cJrftsHilt xejt'r0
rC'filail

la1''[,ttl
i 
r.{Jti

i["re ]

(0c:Il; co
.t Koht

a'Qo n Ie e tt I( t,| 0y clt I

I J ir:rnoc'i'r, K u r rc Nr irruqccKa J{ trF14 f cnrr lcpa'rypc
l0*c tJt 22tl t 5]9

- -*-* "1"' -'' -^-'""--- l

I Ioxa laic;rr, upcir()iullctIrir{ rrpu 'l'cvuepa'type

20"c
Ol 1,515 ,rto 1,5 80 1, J I .i-5

Ko'r{drilrlrrcr u r r punycr(a u ru rrreru:rc, 
(% l-le lt, r.rec ?0

440 u.tt' 94,9
540 n;r 100,0

I'lrr.rirepcr.rorriroe Macrro -rrer'tso yjlarrel'c-s c rroBepxlrncrr{ upefiapa'
I tep rl lO K OKpAIU el I I I blL I.J lIeQ(PAUlel, lllrrM fipenApaTfl il|.

Ytrilxouxa -. dr.rraxor.r-xatreJrbrnllA rlr*el:Tltuocrl,r<l I00,0 lut odectle
acjla H0 rtPcnaFaT

CpQn rnilnoc'rn - I,5 ro1a c ;1arr,r J43roreBleHut.

' TptrcloprHpoBarllle H liPal
I p4llcrl0pllltpoll8l'lHcr Aollifflt0 npoBojtHTr'cfl $ceMlJ B.}{JI&M}i KP{,IT(

ryerr{}:rrcH r?y3ou, il*f{c1)}yR)ntr4i!1r.r lra /lafir{o}r r}ffJls l}rulcflopla. XpaHct
oo:,rrral1Hlirrrr NlecTi:r nptt 0'11{()clrl'cllt'I}oI tlrrt)|ttloct']f B03i1yKn tlc fioltee
l.alrux ct)rrucvr-ll,rx nyucii. a't'rrocrpcpnr,rx oca/lxoB & arpcccltBlrLlx cpcjl I|

4. Iaparrln*r rr3r'G't'oB trf€JI

,rloil alllrl,t rI onl)aBt,r oS"r,exrirna

pA'flloe I.{ )KOII,0l\I].tqHOe IIaItecc'l}I1{t

)l'a u co0'I'Bc'I'c:l'RI.{t{ ci npaBIJrpN{i

;",[]

eilHs
f'o Tpa

J{C-B
|0% *
lcqelr tJ

10 l(()BKe IpeAI tp l{t Tl r fl - t{::llo't0 Il J.11 r)u }l

ccrilx, :Ja ullt rttct{ll bt x rrt uori{eiic-rl s}.ta

BCcIru CpOKA r(ulrr{rc',n{.

I,J:lirt oulltc.rtr, r\palnl{pyer coo"r'Be'r'cnrue ft?rqccrllit tlu6opa 1:rcaret
9 3 98-0 l l -29-508 1 33^2009 npu co6rrnJlullrur rrotpc6ule;ren ycttturnfi'tp
lcrrcnlrc u,]:c ro cponl roillroc't't{.



C5

Sis te

qi

15 lrl

fl (l-5

ll presente eertificato e soggetto al rispetto delle condizioni stabilite dai
jhis Cetklitop 5l&!l sittitb, tl1'! tptitxl.ili;i1ts t:itrLblistted iI Ilta'Rulat [o! i.1? aeftiliujn.il !i1 iot.!'t,priiJllr

In caso di discordanza tra le lingue utilizzate nella traduzione del contenuto del presei;te certificafo, fate rlferin]ento alla lingua italiana

L'AM M INI STRATORE DE tE
P1AAIAGING DIRECTOR

Dr, Ing. Roberto Cu:;oli

Data di ScadenLa
Exprctiion D0tg

2020-10-29

di Delibera

lrtan 
D1te

Data di rirna Emjssione
Frt lssue Date

2001 -10-3Q

:

I,

data di Prima Emissione ITAICERT
F[rst lssLre Oate f*t?fni

2011.10-30

Data di
Ket)e\'\/al u0te
'2011-10 30

sGQ No 023A

t4en\brd degll a.cordl dl ilutud Rlconoschenlo ar IAF d
slgiilory ol FA, lAF e^d IUc dilttal Rltqnhio^ Atrcen

9-01-04

ITALCERT Sir:.1. lViale Sarca,336-.20126 Milano (Ml) ltel. +3902661048'16 jfax. +3t
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fddy Velthu s
Technical D rector

LORNItr
LAROIl.AIORII]S

EC DECLA TION CF

Lorne Laboratories Ltd declares that the following

has been classified as List A (Directive 98179lEC,
the essential requirements and provisions of Dire,

,nne
\/6 U

618 which

) and Commission
t1

spos g harmonised

diagnostic reagent.

ll) and complies with
'79lEC of the

aQcordance with
L International (tJK)

are numoers

ponsibility of Lorne

European Parliament and of the Council (also Sl
transposes the requirements of Directive 98179lE
Decision on Common Technical Specifications 2

and is in conformitv with the national standards t
standards:

Ltd, Wonersh House, The Guildway, Old Podsmo
GU3 1LR, United Kingdom, Notified Body Numbe

, Guildforcl, Surrey

. BS EN ISO 13485.2012

. BS EN 136'12.2002

. BS EN 13641:2002

. BS EN tSO 14971.2012

. BS EN ISO 15223-1'.20'

. BS EN ISO 18113-2'.20'
o BS FN ISO 23640'2015

BS EN tSO 15223-1"2016
BS EN ISO 18113-22011
BS EN ISO 23640'2015

ilhe conformity assessment procedure performed
Annex lV of Directive 98/79iEC and was carried o

llhe certificates issued by UL-UK Ltd to show
854.170425 and 355.'1 30523

llhis declaration of conformity is issued under the t

Laboratories Ltd and is valid from 23 May' 2017.

srn
by

R

0843.

Tet: r44 (0) llE 92r )-2Fr4

Fax: +44 iOl tiB 386 45I8
Em a i lr i n foqllorn e'l;r lis, co r.r

w$rw, Iornetabs,coft

umoerProduct Name

Anti-D Duoclone Monoclonal

tJnit l Cutbu
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odnip,aer cneuhanbHo paapa$ora H -

HblM MeXftHt4SMOt{ pefynhp0uKl4

of"rueua, BbtttcflllellHblM B Bl4,rle

aETOt.{o[4Horo MoAynH nocKoJlt'Ky

tvlexar r|,lSM FerynKpo6Nl4 Obr:eMa

orAFnelr oT Kopny$a Ao:3i11OIJa1 0!{
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