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EC D E,S I G ]Y- EXA T,I I NAT I O N' C E R TI I] C,,I 7- E
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Fecha dc riltinra p16rrogl/ I'u.:/ er/art'siott tlttt''". 27lll12013

Feclra de validcz/l)ul c ttf' vu I i tl it-1'

t)esdet l;rom 19ll1l20l8 llastailrr l8/l | 12023

Ol{ n

A f ar or rJc/lrt ftn'our ol:
F ith ricantc I M a n u lir d u rc r :
Nonrbre/,\trne.' Dia. l'ro Diagnostic Bioprtlbes S.r.l.
Direcci6n/lrftlres'.t'.'Via G. Carducci.2T -20099- Scsto Srn Giovanni- Nlilano (llal1').
ReDresentante aut<tritlrlo itnte la UElAuthttrilt:tl I: U re Drc.rettlulit'g:
No nr b rel,\rcmre.' k| enr Di rccc i6n/,4rlr/rc.t'.r.' Icl ertt

f ipo de producto I Dct'ict: nTrc: llcactir,os Y productos reltctivos, calilrratlt)rcs v nlNt0l'illcs dc ctltttrol

;rara el ditgn6stico de cnl'crnredadcs inl'ccciosirs / /lcrrgrnl.s, cttrcl rcttgL't/t l)t'odtt(1.\, t:ulilr':.tlrtr'.s uttl (()t1/t'()l

mulc'rials.fi.tt' c/i(t.qtto:itiL' of'lttrtrtun irtf t'c'liott.t t/isau.ses.

Cfasificaci6n lC/u.t.si/ic'ttlitrri.' Lista A, Ancro ll I t.i:t .1, "'lttrtc:r II

lleactivns l,productos reacti\,os para la dctcrlninacit'rn. conllrltracitin v cuantiljcalirin cn nlltcstllils
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INANDO: IVD 02031

IIIIs Ag one \/crsion Ul-'l'R;\ LI-lSr\ cualitativr-r I l.LLl'l qtttrlitutitt'
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- SAC I LJl-l'ltA.CE.,1tiO (.t80 tests)

- SACI I.Jl-l'lLA.L--h.960 (t)60 tests)

- SACIUt-l-t{A.CE.DB ( 192lests - lirr,Dia.lllootl applicrrtiorr)

Estc certitlcado antpara todas las marcas de estos productos incluitlus por cl litlrricrtnte crt rtr
declaracit'rn de conltrrnridntl. i Tlri.t

ntuttufhcIurc't' iti Itis tlcc lut'uiitttr rtf crttrfrtt'ttri tt .

Madrid, 19 de noviembre de 2013
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DECLARATION OF CONFORMITY

PRODUCT I DENTIFICATION

MAN U FACTU RE R

Name Lorne Laboratortes
-un n r-_Crtbush Ptik-t no ustriat rstiteAddress

Lower Earley
Berks, RGO 4UT

Country United Kingdom

MEANS OF CONFORMITY

I hereby declare that the products listed above r:omplv with the essentie I

requirements and provisions of Directive 98l79lEC of the European
Parltiament and of the Council (also Sl 2002 No 618 whtch transposes tltt:
requirements of Directive 98/79lEC).

This declaration is valid from 17 Mav 2015.

Eddy'Velthuis
Technical Director

lorrc LrIorat0|cs Lrn] tcd

Unrt I Lutbllsh [).rrlr Inciustrt.tIEs:.rtr
Dirrrt'hill, i olvi'i f:,)f r"y

[]c'k: rirr,' t'llrii 4l- I l.lrtrtr'd l'. rri:llrn

Ti,i: *,:14 r{1, -i lir :r;; .,.'
Fai: +.i4 (l) ilrl:.r':j-, ::l
hr r;ril: rnf ;r,i .r r ,.l,rr . r r

w rw.[ornelabs.conr

Product name Catalogue number
RPR Carbon kit



Declaration of ConformitY

HL-7-0664DC DOI 2015i08 (1)

In Application of the Council Directive 98/79/EC on the approxim; tion of
the iaws of the Member States retating to In Vitro Diagnostic llediical
Devices & CE marking.

Declanation of conformance to applicable sections rrf Annex I Essential

Requirements and Annex lll (EC Declaration of tlonformity) irnposed by

sections 2 to 5. The below listed products are not clas:;ified under Arrne> ll Lists

A or E]. Access to the appropriate technical tiles will be made availabl: to the

appropriate body ln the event this is; required.

Product
Code

5267L

Full Name:

Signed:

I the rndersirrnecl cleclare that the devices registered itgainst the aoove GN4UN

Classif ication C)ode conforms to the said Directtves.

Description

Thromboplastin L

It/ | Qlonhancnn

l',(,,,,,1,1

GMDN
Classificatio n Code

55983

Title: Manac;ing Dircc;tcr

Date: 06 Aug 2015

Hclcna Biosc r:rtces Europc

Queensway South. Tcam Va 1cy 
-[rad n(] Esrtatc,

Gateshead, Tyrre and Wcar. NE I 1 0S D.

Uniteci Kingdont

Tel +44 (0)1 91 482 84tIO

Fax +,14 (0)191 482 81412

nf o@ helena-biosc; ie nces. com

www. hele na-biosc ie nces.r: om



Declaration of ConformitY

HL-7-0511DC DOt 2015t08 A\

In Application of the Council Directive 98/79/EC on the approxim:rtion of
the faws of the Member States relating to ln Vi'tro Diagnostic l/ledical
Devices & CE marking.

Declaration of conformance to applrcable sections cf Annex | - Essenttal
Requirements and Annex lll (E(l Declaration of r3onformity) imposed by

sections 2 to 5. The below listed products are not classified underAnne>: ll Lists

A or El. Access to the approprlate te<;hnical files will be made availabl: to the
appropriate body in the event this is; required.

Product
Code

5376

Description

CIauss Fibrinogen 100

GMDN
Classificatic n Code

5599 7

I the undersigned declare
Classification Code conforms

that the devices regis;tered :,rgainst the above GN4DN

lo the said Directives

//"0,,1-( /W-^-

Full Name:

Qin nodv,Y,'v\..

lv4.J. Stephenson

Tel +44 (0)191 482 B44O

Fax +,+4 (0)191 482 B44t).

in fo @ h r: l e n a-b ios(i e.n eest:gm

UlluW_helelA.biSsqte n c_e s_.qem

'Title: Managing Dirt:c:tor

llate: 12 Aug 2)15

Helenia Biosciences Europe

Queensway Sorth. 'feanr Valley Tradirrt Estatcr

G:te'srcad Tr r'e aro Wear NE 1 1 0S ).'r' " * ' "-
United Kingdor



Declaration of ConformitY

HL-7-0t35DC DOt 2015107 0\

In Application of the Council Directive 9Bl79lEC on the approximitl,iotr of
the laws of the Member States relating to ln Vitro Diagnostic VXedical

Devices & CE marking.

Declaration of conformance to arpplicable sections of Annex I Essertial
Requirements and Annex lll (EC Declaration of Conformity) impcs;ed by
sections 2 to 5. The below listed products are not classified under Anne.< ll L-ists

A or U. Access to the appropriater technical {ilers will be made available to the
appropriate body in the event this irs required.

Product
Code

51 83

Description

Routine Control SA

GMDN
Classificatic n C,cde

30590

ilgainst the above G[/DNl, the undersigned rjeclare that the devices registered
Classif ication Code conforms to the said Directives

l'/r,J*(. 1<%

Full Niame:

Sig nerj:

l\,4 . I S*onhanq,-rn

Tel +44 (0)191 482 84,+\)

Fax +44 (0)191 482 844?-

inlo@ helena-biosciences.com

wryvw. hele n a-biosc ie nces. com

I itle: Manar;ingl Dirr;ctor

Date 28 Jul 201 li

Hnlnn: Rincni," ren" Fr,rrDc

Oucensway Sorth. Tcan Vrt.,c,y 'f rao nJ E:;t3tc

Gateshead, Tyne arrd Wcar, NE 1 1 0S D,

Un ited Kingdonr



Declaration of ConformitY

HL-7-0138DC DOI 2015107 0\

In Application of the Council Directive 9B/79/EC on the approximirlion ol
the laws of the Member States relating to /n Vitro Diagnostic lr/ledical
Devices & CE marking.

Declaration of conformance to erpplicable sections of Annex I Essential
Requirements and Annex lll (ErO lfeclaration of Conformity) impcsed by

sections 2 to 5. The below listed products are not classified under Anne:l ll L-ists

A or U. Access to the appropriater te:hnical filers will be made availabl: to the

appropriate body in the event this irs required.

Product
Code

51 87

Description

Routine Control A

GMDN
Classificatic n Code

30590

l, the undersigned declare
Classif ication Code conforms

that the devices registered itgainst the above Gl\/DN
to the sa id [)irectivcs

l',h,,l,J l,T/,^--

Full Name:

Qinnod'

M.J. Stephensrrn

Tel +44 (0)191 482 B4,It)

Fax +'44 (0)191 482 84412

inlo@helena-biosciences com

www.he ena-biosc iences.com

T itle: Managinq Dirr:ctor

Llate: 28 Jul 2015

Ho .na aince ,.. re as Fr.rnOc

Oucensway South, Tearn Va loy -frad nig Es;tatc

Gateshead. Tvrte and Wcar, NE 1 1 0S D.

United Kingdonr



Declaration of ConformitY

HL-7-0r 37DC DOI 2015107 0\

In Application of the Council Directive 98/79/EC on the approximrrtion of
the laws of the Member States relating to /n Vitro Diagnostic \iledical
Dev'ices & CE marking.

Declaration of conformance to arpplicable sections of Annex | - Essertial
Requirements and Annex lll (EC Declaration of Conformity) impc s;ed by

sections 2 to 5. The below listed products are not classif ied under Anne < ll L-ists

A or Il. Access to the appropriate technical filels will be made available to the

appropriate body in the event this is re quired.

Product
Code

51 86

Full Name:

Qin rrorl'

ft,4 | Qionhancrn

Tel +44 (0)191 482 84411

Fax +44 (0) 1 91 482 844 j2

in f o(l h el e na- biosr: ie n c e s. co rn

www. hr:le na-biosciences. r:onr

l'/,./J 1,,74.^^--

GMDN
Classificatic,n Code

30590

I itle: Managing Dir,;ctor

Date: 28 Jul 2015

Hclena Bioscienccs Europe

Qucensway South, Icarn Va cy f rao ng Er;tatc

Gatcshead. Tyrc and Wcar, NE I I 0S U.

United Kingdonr

Description

Routine Control N

l, tl-re undersigned declare that the dervices registered ,:gainst the above G[/D\
Clas;sif ication Code conforms to the said Directives.



Declaration of ConformitY

HL-7- 0640DC DOI 201s/07 (1)

ln Application of the Council Directive 9Bl79lEC on the approximitlion of
the laws of the Member States relating to /n Vitro Diagnostic lUledical

Devices & CE marking.

Declaration of con{ormance to erpplicable sections of Annex I Essential

Requirements and Annex lll (E0 Declaration of Coniormity) impcsed by

sections 2 to 5. The below listed products are nclt clasrsified under Anne:l ll L-ists

A or U. Access to the appropriater technical filers will be made availabl: to the

appropriate body in the evenl this irs required.

Product
Code

5504Fi

Full Niame:

Qin nor{'

lV.J. Stephenscn

Tel +44 (0)1 91 ttBz 844\)

Fax +44 (0) I 91 482 844;2

inf o@ helena-biosr:ie nces.com

www, hr:le na-biosc;ie nces.r:onr

t'h,Nlw*-

GMDN
Classificatic n C,cde

55995

I itle: Managingl Dire<;tor

[.)ate: 30 Jul 2015

Hclona Bioscicrrces Europc

Quce nsway South. 
'Icarr 

V;tL cy f rad ng El;tatc

Gate shead, T'yne and Wcar, NE 1 1 0S D,

United Kingdorr

Description

Calibration [rlasma

l, the undersigned rjeclare that the devices registered ilgainst the above G[/DN
Classif ication Code cr:nforms to the said Directives.
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Certificate
The Certification Body of

TUV nneinland LGA Products GmbH

hereby certifies that the organization

KABE LABORTECHNIK GmbH
Jdqerhofstr. 17

51 5BB Numbrecht
Deutschland

has established and applies a quality management systent for medrcal devices
for the following scope:

Design and development, production and distribution of
in vitro diagnostic devices and consumprtion materials

for sample withdrawal, preparation and storage
as well as single-use medical devices

Proof has been fr-rrnisheo that the requirements' :;pecified n

EN ISO 1 3485:201 6

are fr rlf'llo'r f he nrralitv r^-^^^-^'.t '^ ^ rr;o^t lrt 'p2r1v srrr\/iilL2n:eoru IU'r.,rur. r,ru qus,,t) rlldlldVClrlCl t )y)Lcrll l) )r-.JJcvr L! ;uor'J' Jv' vLr"ol

Effe:tive Date: 2018-10-16

Certificate Registration No.: SX 60133221 QQ01

An audit was perfcrrned. Repon No . 21234760 009

This Certificater is valld untrl: 2021-10-15
f'ortifie rl ,rn Fnrl,r

Date 2018-10.12
Dipl -lng l Mrnk e'

TUV Rtreinland LGA Proclucts GmbH - TillystraRe 2 - 90431 Nurnberg
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EG-KONFORMITATSERKLARUNG . EC DECLARATION OF CONF ORI\4ITY

Wir erkldrerr in alleiniger Verantwortung. bzw. aufgrund der r"rns vom Herste ler vorliegendcn lnfc,rm:1ionr>n'"
dass die In-Vitro-Diagnoslika der Produktgruppe /
We declare under our sole responsibility- respectively according to the irrforrnation of the rnanufactr rcr"'
that thc in-vitro-diagnostica of product group

kapillare Blutentnahmesysteme capillary blood collection systerr:s

. Kapillarblutentnahmesystem (GK)- . capillary blood collection sys:ern IGK)'

. kapillare Probenbelrdltnisse aus Kunststoff* . capillary samplc containers n ade of plastic'
. Blutgaskapillaren (BK) . blood gas capiilaries (BK)
. Hamatokritkapillaren (HK) . haematc,crit cap llaries (l-lK)
. end-to-end Kapillarer (EK) . end-to-end captl arres (EK)

. kapillare Probenbehdltnisse aus Glas** . capillary samplc containers nrarCe r>f glass'*
. Blutgaskapillaren (BK) . blood gas capillaries (BK)
. Haimatokritkapillaren (HK) . haentatc'c;rit capillaries (FiK)
. end-lo-end Kapillaren (EK) . end-to-end captllarres (EK)
. Mikro-Kapillar-Pipetten mit Ringmarke (RM) . micro-capillary pipettes wrth ri1,l mark (Fll/)

der Klasse / of class
Andere l!'D-Produkte
Othcr IVD-dcvices

Cen einschlagigen Br)stifilrLtn!len der IVD-Richtlinie 9t]/79/E:G und dcre n Umsctzuncten in natrona c Ccs,:lze
entspricht. Dre KonfornritStserftlArung gilt fLir die durcb die KABE LAUOfITECIINIK GnrbH fretgegei::tre n Charq',:n

meets the provisions of the drrect ve 98i79lEC and its transpositrons in national lar,'rs which aprpiy t r t Tr s clec; arat cn

is valid for the batches released by KABE: LABORTECHNIK Gnrbl-1.

Name und Adresse des Herslellers./Handlers.-:
Name and address of the manufacturer-/distributort-

Konformitatsbewerlu rrg sve rla h'en.
Conformity assessn.rent proced ure

N rrmbrecht-Elsen roth, iZ6.O7 201 B

Konf :rrnlitaelserk aerunq_lVD_ PG2U.doc

KABE LABORTECHNIK GtnbFl

JdgerhofstraRe 17

51 588 Numbrecht-Elsenroth
Deutschland / Gertnany

Richtlinie 9B/79/EG Anhang lll
Directive 9B/79/E(l Anncx lll

Kn BE LAI lO R-'EOl-l l',i i K. C;nrntr

')lg e'irof slraGc '1 7

r)-51 588 | ltlrnbrecht-E,r,,',tr,"-
i4 +49 (0) 22i)3 / 59it

Arrdre Kolpe, Gesci- 2rftsfultrer t lvlan,ag;in g c rr:ctc'r
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CERTIFICATO NO 5O5SGQO4
cERT tt:lcATE N' 5A5SGQt04

Si certifica che il
irttt Ls tt) tctttly li)tit

Sistema di Gestione per la Qualita
Q Ltd !i l.'t/ i'i ; i n (t'' ('n rtlll -! l'!ilI I /.)

flesso in atto cia
itItpitntet ilitd b),

APTACA S.p.A.

Via Mon1,: Bianco, zl_)'l 20S)0C) lvlON;:lA (MB)

nella Sece Cperat va cli
0li't()li'/'i lit:tt

Regione Monforte, 30 - IT 14053 CANf LLI (AT)

e conforme ;illa rtorrna
1i l/) /_'.urll)/lati a8 ,\'tliJ !i)(: ;tail:{iut,.l

uNr EN tso 9001-2015 (lso 9001-201s)

,,',,,,!.: :,'],::,?,;,:T,;:li::1:: :,,,,

Gestione della fabbricazione ed immissione in comnrercio di tamponi r;terili

per il prelievo di campioni biologici in orifizi naturali e in ambito chirurEico.
Progettazione e fabbricazione di dispositivi medico diagnostici per laboratorici anali:;i.

Conrmercializzazic>ne di dispositivi medici e diagnostici irr vitro.

C,c m m err:ia lizzazione d i a rlico I i da la boratorio

o{arla|.ysis.Mr.trk:|tnr1o|rncdicrt|oncldk'tguo:;ticr,|et,iu:stnviirrl.

llpre5r]nteCerti'iraloi]s0l]qelioalri'i]cttoc."|]econl];zicrll'|Jbi|il(.cj.ii{]l]:]|i]r|[,l1|
i/]l.,'',/1'...,.,i/1'.,''')|],.|/!i)f|,i]|1|.'|!",|):1,'.1jl]Ji./:i;i/l

I'AM IIII! ISTRATCRE DETEGATO
l,i t: i' I i,,t.t I l 1 (.1 1, /iil: i l 1,,'i

] .t 
"a\ I !

l,_,,,(,-..-' i{.."^!-'\.1

Dr. Ing, Roberto Cu:,o to

)ata cii Prima Errrissione Data di Prirna En-rissione lTAt.CIRT
ftt-si /ssrir: Dnlc /r/\l /;ii/a Dittt: il',\t.(!lil

2011,10 --30

Dai,r ri i lvlorir f i,:;r

11. i1!;"::i [ \:ttr:

,1019 ll.rl;tr

i-at;r ilt 1,1..

! . i't'r!,:

;la2l ril1998 C/-:t3

Settore IAF 14- 29

,:(:() fa'o2lA

';;;:1;;:i :1:;:?.:''lli::;;::i;J; ; l,i;;,)1";,i;;

l'ALCIRTS.r,l. lVialeSarca,336-20126Milano(Ml)ltel.+39026610a8/6]fax.+3902661C1479 l\ff'v.itaicertitltrlcrdsrCrl.gJrrl
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CERTIFICATO NO 5O5DMO6
CERTI F !CATE N" sO:;DN1O6

Si certifica che il

l,riit r.! lo (.u itly ii '0i

Sistema di Gestione per la Qualit)
Q L.t ct Ll|, l''i,1 1' 1 1'.1 ;1 1)lSll f !J !',il"r )l

messo in atto da
It ]ti)ltII 1( ! : l{,0 !).\/

APTACA S,p.A.

Via lvlonl.e Bianco, 4 - lT 2010{l I'lCl'l;ZA (MB)

trella Secle Cperatii'a di
( ) l)r:t. tit'. e i,i tl:!

Regione Monforle, 30 - lT 14053 CANELLI (AT)

:,: :i:l?:,:l:, ii'i, l,: 

":l 

i
uNr cEt EN rso 13485-2016 (lSO 13,485-2016)

1;cr i scl.;-,e tt: Pr )t ''s:i
t U i ( e t I 1 t,il li l(,,/,-rliirLri/rf / /:1,r,,':; r l,i,r'r, ;r'r. 5:r',

Gestione della fabbricazione e immissione in comnrercio di tanrporri str:rili

per il prelievo di campioni biologici in orifizi naturali e in ambito chirr:rc;ico.

F'rogettazione e fabbricazione di dispositivi medico diagnostici per laborztori di analisi.

Commercializzazione di dispositivi medici e ciagnostici in vitrr.

l'4ctrkttnq of ntt,rltcai orrrl r!ktqnL;:;ti.c: dev[cc5 in 
",rlro.

Data di P:ima Lmissione
[irsi /,rsrrs l)l1e

20ti/ -1(,-30

L'AM lv'1 i N lSTii/lTO R E D {: LEGAIO
i 4,1\,i'1 i\6 i t \ t.) !,i : tli t:. i i.) i I

'i ,'\
L,{,-",V^'\'-u

D' ,n! lobcrtc C L. ,,.l tt

Dat.a di [rrirna Lm:ssione IIAL..CLRI

f,/t l lri.'Lrl.' LtLt!t: ll;\i.C{:ilT

2011,'10"30

Dat.r cii llociriica D,rt,.t., rr,.r
i,'i-r,Jli,.-i :) ii,. ,.: .t:,: i ., :

2019"11-C()

5GQ i'021^

!l;,li'.: j ) ili::i :::'li ";,1'i;::i;: :;,.::1,:;,,1;:"':,i:

lTALCERTS.r.l. lVialeSarca,336*20126Milanc'(Ml) itel.+3902661011875 1fax +39A2561)1479l*wv.italcertitlltai:erlsrl(llellal:ralI
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Sl CERTIFICA CnE L SlSTEhl/r Dl GiST OflE FERr-A QUALlTA Lr

WE HEREBY CERI iF)/ \HA,T THE QUALil'v l,lAttAGENtEN"r SYSiEI'/ CPERT1iFD 8Y

GRUPPO VAGUTEST KIMA
Sede I Head Office

Via dell'lndustrja,12 - 35020 Arzergrande (PD) - ltalia
Unite Operative I Operative Units

MEUSS.T-f.-ViaLeonarclodaVinci,24B-26-28-Zona IndustrialeTognana-3502BPiovecli I;acco(PD)-ltalra
MEUS S.r.l. - V'ia dell'lnlustria,2 - 16 - 35020 Arzergrande (PD) - ltalia

ROLL ti.R.L. - Via Leonardo Da \iinci, 24A-Zona In,JLrstfiale Tognana - 35028 l)iove di Sacco (PD) - ltalia
l(lMA S.R.L. - Via Leonardo da Virrci, 22 *Zona lndustriale Tognana * 35028 Plove diSaccc iPD) - ltalta

VACUTEST KIMA S.r.l. - Via dell'lndustria,12 * 35020 Arzergrande (PD) - ltalia
VACUTEST KIMA S.r.l. via L. D,a vlnct,22 Zona lndusirialc Tognana * 35028 P ovo di Sacco .PD) - ltaiia

UNI EN ISO 9001 :2015
Srslerrra di Gesrrone per la Qual '.i i Quaiil t fv'ianager:;enl S'ysletn

PER LE S|EGUENTI ATTIVITql tORTHt [ClLrCvt'rI3ACIiVi I/i:S

EA: 14 - 29

Progettaz,lne e produzione di provelte con vl,/oto prede:cfl)rlnato ad uso preiievo erraitr:o, lrclttrd Lrolcgtcte trt n:'
,)roduzjonedi provettepermicroprelrevi di sangue.Progetta:tioneeproduzorrecrflolders(camcie) p3 prelievosottovur:lo.

Prog;ettazionr:r e produzioner di kit diagn,rstici per l'analisi de I sangue e de liquidi b ologic, l')rogctta: c nc e lrrodtrziorlc cl

ierfenici coltLrra per microbiologia Progcttazionc c procluz one 0i aghi e dispositrvr stef li per i prr:l evo enrattco
Cot)r]ercr: izzazooe dr 6,rodotti del Gruppor kit diaEnost ,li, lefrenidi coitura per rxicr.^bic ogia. ar| co In plasllila per

aboratorro ;rnaltsr provett(: con vuoto predeterrninato e aglrl sterili Progeltazi,lne e pr,l.luztone dj stilnrpi per adioo I iri

plaslica per laboratorio analisl. Stami)aqgto dimat(:rie termoplastrcre ad iniezicrte per articolr nredrcall

Desic1n and prciduciiort of le:;t tubes tTrth prcdutermtned vacu;ini fot collectlot1 ol haenraloicr()rcal sarnp/ds, btaloqrcal itqu;clt)

and urine srrnpies Productron of tesl lubes for micro-coilt>ctiat) of haentatologtcal samples. Desigtt ind prodLictiotl of
,lolcJers for varLtunt santplinll. Design at)d productian of cliagrcstic kits for blood atld biologto.ll ltquids anaiysis. Dcsigrt artd

production af cl:.tlfutre media lor nlicrc'belagy. Destgn ancl producttan of :,leriie needles and devtces for collecttt':n of
ltacrnatoloclrcal sa,rrplL.s. Trading of the proclttcts af the Gtaup. diag?oslic kitt:, (:ulture medta {ar tn,crabiology, S;lastic

irs/.)osab/elab\rare,lesltub€),stvithpredelermine(lvacLlumandsterile reed/e.s. DesignandprotiLtctionaf ntottldsf.Jrl)iarill:
labv.'are lnlectnn notldttrg af ther'na.,plaslrc fttatenals fctr medtctll dsvices.

1fi![sl'il;do,]Lfre|ta]icnedel]Si9l€.)idGi;:1oiepe,IaJ.]r'll33zelijl|epelll);]L{i]i).|lai
ii.|?|ictiedfunen!a|'o|i)|l]!.)'6i||f|,idi,a

s, pegn l, :o, ljrlLaftl 1 r' !ii'i)f Lia,liJ -! 12:34' i rtd r .r.l: e r l i iiCl ! rr ti

Fit I'itett Jfid rpildleil :'tit)tr-lt::o, aLau! allt/ cterrlas /r liie i:tilanJ,rit \:dit, cx'tc:! to n irrrs al',1i,:riili

,ieas( r]:nia:: :te rritlpt ,39 | i' 1,',:\41 -t at1i.il ".tlc a.::: r,l:).'i\i'tn ;l

Dala emis;sione

F /ii issuil

lBlUt2ACtT

Dal,:,:ii scaren:'a
F-xi:tit,g J-'-
17 t01t2422

1o S: Gif,!af rl

\i \.''lr \.i ,
lr_- !a L

lCll'a S.p.A.
pe 1i],75 - 2U"x:9 !l:

!J1r0 a rn I

):n Errrcc l,l:

sct too c0J A

!eNrlrc de,; r A.cordi dl liutro Rrconos(rnrentc [4, lA. e ll-ia

\@w.c sq ccrnr

Cl5Q i l. Fr derazrone llaliana c. 0 !r. isf !i

Cert f a!r:r r ce'sls:e'nl .li !r:st i.: r. (,_i:.,

c:l.9al /r tnc 'lara^ factfa!tal

$ffi$w
CERTIFICATO n,

CERTIFICAfE No.

Erfiss on0 cufrenie
Cu/renl isi,ue

18t01ti,"]19

:i.Enalcry ol €A, lAr drti l{.Ac l4u!!rt Recoqnt0on AlreF fe'ris 5v: (c n ce'irrr';l'(';i i'J'
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CERTIFICATO n.

CERTIFICATE No.

Sl CERTIFICA CHE L SISTEI!'IA lll GESTIO\E PER LA OUALI-|A Dl

I^/E I{EREBY CER','IFY THAI TITE AJALII Y I,IANAGFI''1€I'JI .S YS IFAI APER./\i ED B'(

GRUPPO VACUTEST KIMA
Sede I Head Office

Via dell lndustrra,12 - 35O2lO Arzergrancle (PD) - lta ia

Uniti OPerative I Oqerative Units
tVlEUSS.r.l.-ViaLeonardodaVinci,24A-26*28-ZonatndustrialeTognana-:l5O28Piovedi Sacco(PD) -ltalia

MEUS S'r.1. - \/ia dell'lndustria, 2 - 16 * 35020 Arzergtande (PD) - ltalta

ROLL :;.R.L. - Vra Leonardo Da \/inci, 24A-Zona lndustriale Tognana - 35028 Piove di Saccc' (PD) - lta a

KIMAS.R.L.-VtaLeonardodaVinci,22*Zona IncustrialeTognana-35C2EPiovedj Sacco(PDt'llirl ;i

VACUIEST KIMA 5.r.1. - Via de l'lnclustr'a,12 -35020 Arzer!rrand€i iP))- ltalta

VACLTIESI KIMA S.r.l. via L. Da vlnct,22 Zona lncusrriale Tognana -35AZA Pictve di Sacco (Pf)t llo :r

E COl.lFORfilE ALLI\ i' f,Ri!4A i /S liv lcrf,4i)LiAlYCE \j/il!t f i lL S fAAi,'Ali'

UNI CEI EN ISO 13485:2016
Sistcma cJi Gestiore Der i,r Qriliita ,' Qtittlity N,iart:tgett erll Sy:tcl;

PER r-E {ii:G l,El\lT ArT lVl TA i Flli? IHE FOLL C t4ilNG l a; i I yr I i: 5

EA: 14'29

pro!Jettazlone e produztone di provette cor'r vuoto precieternrinato ac1 Lrso pre ievo emJtico. liquidi rlologici e utin'-'

procluzjonedi prove,lteperrr-ricropreiievi di sangue Prcgetta::oneeprodtlziorredi Holclers(canricic) perprel e';osottovuoto
progeltazione e produzion,: cji kit diagnosticL pef I ar'lalrsi clel sangue e ciei liqtrldr bicloqici. Proqcttazr(lrle e prod!zlonc 0r

ierreni di coliura per m crobiologia. Progetlazione e proJuzione cjr aghr e dispositivi sterili 1:er il pre ievo er-r'r3t co

Ccrnnrerci;;lrzzaztone di prodotti dil Gruppo: iiit diagnost ci, terrenr cli coltura per nrrcrocir:logra, ai,coli in plaslrca pel

lab,oratorio analisi, provetle con vuoto predeteil-lrinato e aghi sterih. Progettaz one e produzione dl :;tarrrpi pef articc'l in

plas;tica per laboratorio analisi. Stanrpaggio dr malere ternrop astiche ad iniezorrer per arlico Inedrcali

Desl,snanctprcdUcf]onoflestttlbesn.ihprec1ete'nlirlet1vt1c|'tJn)forcclltcctlorlofi]ae|I)a't'a]o|.|ic
aidtirirtesi?ri]p/es'Procluct]Cnoflesllubesfotnicrcl'co|ltlcti()|)of|)aemi)to|o11it:tllsanltl|t:s'Dest9't

H()|detsfotvac:ultntsanlpling'Desi,gna|iJproclu(:tianoidia(t'lostickitsfor!:|or:c|tlt
;troclttclion of culture nttitlia for-nticr,tbiologly Dr:sir1n art'f pror,luction of sterite neccJk:s ttncl tlevicr>:; for collecttott ol

hi}emato|oqicalsantp/es.TrarJitlqot|hep()Cll.1ctsoft|rGroup:c)ia'7tlosttt.'kits.Cut|Ure
c,/lsposa/:/elabV/aretest!ubcswithprecletertllttttl(lVacuu|1]iltlt1sterileneed|r:s'

labware. lnlcctrcut ntoLrld,ng c,f thenn:t1:lasttc ntateti:ils for ntedical clevces

[iel:3]aia0u]Jn'"l||aZOrecei]||le|iijc|.jeStoIlt0ei
3eie!lu|tteJacJnenla|]arc(Ir,J!d;!i:li/.n.]ie,n{Y]lil.f5/.Jlit|'1.|.lsdxii);,ca|ci

r''€r nio'r'2zc'rpi'r!a 
:,T;::li':;1i:H;"1'i:;11;n:lliitil;ll*.,]'i::;:l:.f::'i:l':.io'ili, l'" 

:)';r1i!'irr ' 
(' r: :'i 

''

rctt,tnivatCup.jtrtt!tIr,t:tatr)ita.L,,t,!.i;iy,./;,rr'qc:,r,l/:err.lic;1l;t;l'1lt:itt?t'e.;ia,:ttttir'i.:/ir'iri/i
ot.'Ji. '(t\:ait \t ir:.aat +3! ,)i i2a.1di q.r't,i 

"j,lrits; ttt,,^,ilt:itt' ti

CISQ santemberof
nffi$lgggffii#&*iws

r,,

nri trlrrf,a lrrrcEF t;.^rr,!r:.rilni

wr/w.rqr ql-cert ficalion.cn'r

.'QA.a at. a5io ,t 11 at the

ll,i
lj--,|"'t*';,

lClM S.p.A
F.r:::; !:n llrn.rc l.1npeh, i5.- 20llU :1.':il0 3r" tl};,t,n (iui j

r' wir ,lirl

:,\'"ri r

lQil.t;s canp(seC I nore aha. 3l L:.14', rt ti L" 't]:s
(,e" 151 s)le).ildttes ntt orxr tnt 9lnac

Cerff cnzl no dri s slcr dr ;c5!c,'i,:;irr..'r
CiiiQ r5 rre il3lia. Fele:at')''.f ri.r'1rq./: 1'

:y9,etr C(rtil (ait.r 8ar,'.

426514

Da€ eirl ssrone

Firsf rs.s|9

18t01t2007

E :jtis-qioTe ccrrfintc

Clrrtr;ir:sLre

1UA1t2019

Dalr l.ir scadrriza

Expi,rp Cali:

17 tUl2A2?

\GQ \" !lr4 A

N.,rt,.c c,tqrr A(:ord dr Nluhro Ricorcscirnc.k/ tA, lAf e IdC

5rgnnto.v oi EA, IAF 3no IIA(l Fl!tual Recoqnii on aqreeln(nts



OO0'tiluriurfri:&' ?'11520. PDctiln(:t;lt il).ni)ii;lii!r8. iip*tl i.ir' oir r'l ii
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l,e r lrcurrrlnonnoe \,tustr)i{e l)e rrrr,-' ,Vr tlr( l' l()il, (i5i59 ( t {i l ll ll)l'i I

I l:rclro;t.r

I In6o p pcil rcIt'I'o t] << I I ac.n o Ir rr i\r t) I)c llo I I l{ oe))

rro'I'Y 9J98-01 1-29508 I 33-2009
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ila t it tt rt o | {)t},'rettlttl 07.06 :0I 
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l. llartta'tcttttc
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Cenlfrcalc Nil:
59878-2009-AQ-MCW-FlNA5

This is to certify that the

Inrlial cerl n{atiJn datc:
2i) Dc.tlmhr-r 2{ll)f)

management system of

V,rl d:
2 I Jlrtc ,l0ltl - .l l AL.(rrr\1 ;'( :l l

I\4ANAGEM ENT SYSTE, I\4

CEF1TIFICATE

TTHERMO FTSHER SCTENTTFTC, JCS
Kulbinskaya 73, liter A, build.1, Saint-Petersburg, Russian Federation, L962'ItJ

ha:; been found to conform to the Quality Management Sy:;tem standard:
ISO 9OO1:2O15

This certificate is valid for the following scope:
MIINUFACTURING OF LIQUID HANDLING PRODUCTS AND SPECIAL
DI.AGNOSTIC PLASTICS.

Plac€r and date:
Moscow. 21 June 2018

Fcr tf e rssurr)-! cff cc:
DNV GL * Eusiness Assurancr I

Trekhprudny per.9 build.2, rrffice 406,
Moscow, Russian Federation

.--; (.*, , r L ;,r "

Serguei Groubine
Mdnau{.:rrcnt Repr escf rtdtrvc
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