
;*
r .flfti,$i'-.rq!:-..

l"s.* 
-;*\ ,j.{: .j'j .g[i; .,*]{,r;3 ;

\i*viT" $i"\'-;-r***.
\{:,f,9+

ff)11,\l:l1r\,'\l',11,,1i;j r,l.\\',liiir\ l lt. l I i.,\ \"..tr )1,. ' ,

1 irf 1{ ..i,\ 1'.\ i'; l'1,/\-\, it

npHH:a3olr Poc:r,'tplurrrn,polla rlr 07 rexaSpx l0l5 rrl;rr.\! tll 1 L-r/

non:irltcrlo x oGpautcnrtr$ uilrc'ppr{'rolittrr l}<-rc,crriicxori tFc,'tcpiutttt.

Ilili:onoAIt"rerl ctreJepa.'rr,rroii c.r1'x6ur . !/
no lrarr]op] n c$cpc r,ll)ilBoorpurreillru ,, ,.:tl:) _rr)j-

/'t

.i: l:l'j
),1 'r

t.ti':

pnfH CT pAqMOH H$ $: y.{# fi T{::}BE pgHHr
H A rqngHuH H c Ko n kg 3s E jII't E

or 07 fielia6pn 2015 ro.qa J\! tIrCP 201l/l 1306

Ha,r e.r,lruuucxoe rrlj{eJrne
Kplrcrrre.ilt, A:yp-l)orlrrt no Po*t alloBu.iottY (['1 r r I r lr ]I e:t- l' ]

ro :1,'Y 9398-003-29508 I33-20 I I

HacTogulee pdnrc'rpaufiolrrroe )r;locroucpetiIl(: Blll5ilIto

O6lruec'rao c ol"ttiltttt.tctlttoii olsel'c^rrelllro{l'Lto "NIttlltt}Ic;l"
(O00 " l\{rt nrtl\Ie'A" }, Pocclut,
241l$10, EpRttcriul o6.rrtc"rt, 6pnHcxtrii piriittll, c' (.lt'ttttltclto, v'r' Illocce itllarl 

' 'r' 17"\

fl;x'uruogure"lr,
O$fUeCfnO C Or'pAtItrrte trnoii OlgC1c13eltIlOcl'bt1l "i\'lItt111)t 1111"

{O(}O " lVlunttN{cl " ), PoccltR,
2{l:$20, 6pRucnat o6Jacrr,, Fpnncr.urii paiiorr, e. (lvtroltcttrt, y;1. I.llttccei.itlas,,r. l7A

Me<:: r o [po]t 3llo,lrcrra Nl('ill.l nlr r{c Ko ro il3 jre,it I I rt

24tfi20, 6pnrrcran rr6,irac'rr,. Dpnncurii plirolr, c. Oy'nnllcro, ncp. Iiortceruo.r ucnltii,

A. ?,, nopu. 2-a

tlorre p perficrpaunolluoro :racr,c JS llA-9275/51lJ'{6 or I tl.l I .3015

Brn ;rrc;ilt tll{ t I cK() ro tr :3iie,'r }r tt 232 73 0

[QI*,cc noTeHtluBjtblri]ro pltcKa lpu]teHctrrrr uc.,lr1t]ultctiiirtr tt:ilc.'ttts 3

Koir,06ruepoccltiiqxoro r:raccrrr!lrxaropa npojl\riluur;-t-itt \'t'.itltititltcKol'o ttlilcjl tr 93 t,fJl6

i\'1.A. I l1i'paurno

,;irl',',

i.r*,*b;ti.iirr",,i 
.



tn6opo$npuri

OOO " fvlurixMe A", 241 520, Pocr:r ricxar e eAepa qgn, E1 R rcxan o6nacr b,
SpnNcrnii pat{oH, c. Cynoxeeo, yn. [1JocceiHaff, 17 A

Ten. {4{}32) 9?-97-97, 92-24-52. -:;3, ,55, -56, .57, -58, .60, 61, -62
MHoro(aHanbHbln Ho Mep - 8-800-100-48-32
OaKc (4832) 92-24-54, 9?-24-59, 92-24.61

HHH 3234007127 www.nririmed.ru e-mail: nfo@nrinimed.ru

l)cll(ll)lttll()lr{(iL: v,l{)ct()t}ol'}ctnre N O(11,2(}(}li,{)17.r I or l(r.05 2(rll t

I

2

l
A

Il acno;rr

Knlte pa A;'rs crrerr rpopnreHHsrx 3;re rre rrroB Kl)oBn (ItlnreJra I'opneoa )
'l'y 9443-007-29508 | 3J-2007

l, lla rul.rtrurt,
Ilpc,ttrarrrl.tcrtil ,'1.:rrr r'!rcnt (rtrprrcrrirt,ts. )..lelj r'ltotl xp()3rr

2. Octtonur,tc I ctlutrecKrc rallali I cJ)rrc1 lrKrr
I Irt rrt ittut trnltc t crr l!', Nr()lr(lirrln ror.o c', ct(Jrir

lla xrrltcJrcrltrcL:clt,l) 2?-5 (rtcrro.irrrcrlrc.l)(io.rr,urrx Kljlr.q)ir;o11.

Ilt,tltycxarrlrcl 2-x lr'1-r cctoriltt,tc Ka\rcpr,t I irplcltf,.
L.etKa Ililllcccttit \tctt);tolt t l)iltutltr)tlKlt.

I lrotrtir.lr, ccrlrn, llrr:

--i 
-Ihr c.'i xrurx ;ii nr ;;i;r,ir r c,;i, ;i ii itrtt rtt :

6. lJ r0lrtrtruxt [\(),'ttl
t:l,lilll ll()ii l {t'It(rC t tt rr,1 t,t.u:r I\illt(.trt,].

J, )'ttittiout,lnattnc, I J)..ulcu{rl)'r rrl){}r}:urre rr \[)a]uolr]rg

jl()6ot{t [tt.lit. ycjl()ltr$t xl)iiltclilr'r - rro IOL] l l-5 150-(r.2,

1, 'I'Jtedotratrtrl 6e lol;rcrroct rl

llr,'tc.rrtrx lt(.:,.1().itri(tit,t t1(),:Ulcl)tatLc! pc'tKn-\r \r,jtilpll\t B rrl)(rilfccc )i(clr,rvlt1rillilt.

5, ('gc,lcrlllt rr6 t-r lr,.nr;:rutrtt

cpoxa c.rty;xfir,t. IIopt,'tor vnr..lll.,iulntt ll.t.le.l,t.l oltPc,rlc.tj{r.lcrl llorpt,iilrrc.rcrr

6, fitplrr rrlt ltl olorlnre.trr
lI:lt<rttlttttre:tt,:t)(X)aI\,,[rrrlrl\

Ilftrceciirr:ur. I 7.\.

.)h|c|l.-IYa,IlIl|ttl-l.apiltrllliittt,tii|l)()X')l(Ct|-''\.iItlllIlI-_

7, Cltt.tct t..tt,cl lr() {r lrl}r('\rr\c

)KCU.lv-a tatutil.

Ila.rra.runun O'I'N litv llrruren ( ).r\.

lltc'|rttt|ltll



,\.
r' 'fl/Ah'{-T. 

;,-} ftr Avantor Perform;rnce Materlats potrnd lspolka Akcyjna
'SRFORM)NcE 

$rl*ri,als ul, Sowinskieqo 1-
4, -101 Giiwice, poianct
l3l :+48 32239 2A AO
F rx +,48 32 233 23 7Cr

e-mail: avantor pl@r rv'antormateri3le .ort
www pcch :cm D

vwvw irvantorrnal.r3r ai:; cclr

Oeclaration of conformity

Avantor Performance Materials Poland S.A. who is an established manufacturer of reagents and
products for diagnostic in vitro located at:

Sowir'rskiego 1 1 Street

44-101, Gliwice

Poland

Hereurith declares the following:

Reagernts menlioned in attached list are labeled with J T.[]aker label, comply with the ln \.,,itr,:

Diagnostic Med,cal Devices Directive 9817\lEC and the requirermenrs of l$O 13485 Stan jard

This declaration is the basic for CE marking of the In Vitro Dragnostic firledical Devices,

The products are not part of ListAand List B of Annex ll of the IVD Dirr:ctive 98/7glEC btt, are su[rect
to seif registration.

This declaration is valid for all the IVD medical devices described abor.,e and which are )lac€)d on the
market by ourselves on or afier the date hereof and rvhich bear the CE markinq.

Gljwrce, Polanci.
r .'''
/.1i l': .:);' i I l^ .)i

June 14,2016

Anna {izuba

Quallty Director

NIP:631-010-13-07
Sqd Rejonowy w Gliwicach, X Wydziat GosporJarczy KRS nr OO00O1O1Ot
Wysoko$r! kapitalu zakladowego: 2 360 793,00 zl., w calo6ci oplacony
Trademarks are owned byAvantcr Pei'formanctl Materials. Inc. or il.s aff l;:tes unless oilrenv se coled
O 20'1 4 A,rantor Perforrnance Materials, lnc.
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o"'g{t\F^l-T-,. 'ift .Avantor Performance Materials Potrrrd tspotka Akr:yjna

pERFt)R^{ANcs MAri:FrALs ul. Sowiitskieqo 1l
4t :l 01 Gl,wr::e, P5ianc
T:1.: +,48 32 239 :20 0C
F rx: +,48 32 235|23 7C

e-marl. avantor pl@i rvantormateriais,ccm
www poch c'':n p

\,/ww. i tvantormaler a si.ccr

Deklaracja zgodno6ci WE

Avantor Performance Materials Poland S.A. producent r:dczynn ko'w do diagno ttykl in vitro

zlokalizowany:

ul. Sowihskiego 11

44-101, Gliwice

Polska

Deklaruje zgodnoSc odczynnikow wymienionych w zalaczonej liscie oz:nal<owanych etyk etq ,J.T.Baker

z wyrnaganiami Dyrektywy 98/79/WE Parlamentu Europejskiego i Fiady w spra'vie wyrobow

medycznych u2ywanychr do diagnostyki in vitro oraz wymaganiami norrny ISO 13485

Powy;isze odczynniki sq oznakor,uane etykietq J.TBaker i posiadajq znaki CE na etykiec e.

Produkty nie sq czqSciq wykazu A iwykazu B zalqcznika ll Dyrektyw'1 dla wyrobow m,)dyc,znych ct(l

diagnostyki in vitro z Dyrektywy 98/79A,AIE Parlamentu Europe.lskiego i Rady, ale podleg rjq rejestracj

Deklaracja obowiqzuje dla wsz'ystkich wyrobow medycznych do r:liagnostyki in vit'o opisanych

powyz:ej oraz wprowadzonych na rynek r posiadajqcych oznakowanie CE.

Gliwic,e, Polska.

Czenriec 14,2C16
, i't'

,4 | ,,,'r,i;,r
Anna lSzuba

Dyreklor JakoSci

NIP: 631"010-'13-07
Sqd Rejonowy w Gliwicach, X Wydziat Gospooarczy KRS nr 000001010{t
\Alysoko$c kapitalu zalJadorvego: 2 360 793 0C zi.. w caloScr oplacony

Trademarks are owne(J byAvantor Performance Materials. Inc. or its afliljates untes!i othen! se nclied
ac) 2014 Avantor Performance Mat6rials lnc



J.T Baker product list for CE rnarked products

Product Number

art Differential

DiluidrM Abacus

3439.9020PC

3469 90'1OPC

CyMetrM 610 CN free

2952 901OPC

Cylt4etrM lll Diff

fr4etrM lll Diff CN 351 1,1 000

3853..1 000

IT
f_*.-

i:L
llt
1:,
, rli
T-;.I l:)

3768 1 000
ProCleanrM Abacus

Pack lSize

It2



J.T,Baker product list for CE marked products

3

)roCleanTM CD 3902.01 00PE 'l 00 ml
ProC{earirM Eifra -_ 3862 5000 - - 51.---

3867.1 000PE 1 L micros
ProCleanrM Plus 3901 -00 ml
R nse Mindrav 3442.5000?E 51.

8-Parameter Control UN/H 3427t3428i3429 2.5 rnl

3463/3464/3405 ll.5 rnl
SrParameteroo ntrof [+N+ H --------= 3x2timl
8-Parameter Control 4xN Jl.+t 4 x 2.!i ml
8-Parameter Control 1 xL+4xN+ 1 xH 3751 6 >r 2.li ml
8-Parameter Control extended L/N/H 3633/3634/3635 21.5 rnl
3-Diff Control UN/H 3433t3434t3435 21 5 rnl

3502/3s03/3504 45rnl
3-Diff Control 4xL 3466 4 >:2.5' ml
3-lliff Control 4xN 3467 4>:25m|
3-Diff Control 4xH 3468 4 x:.2 5 ml
3l)ff Qontrol extented UN/H 342113422t3423 2.5 nrl
3c-Diff 5 Control L/N/H 36'13/3614/3615 3i 0 nrl
lD-Diff Control UN/H 3452t3453t3454 30nrl

D-f)iff innlral ,)vl rt.-i.lrt-u 6x.3-O-nrL-
.12t53/.1/+3b/-143 / 2'3

PltiGlet-C6frtiol-- Eilendert'valr Ic--- --
a,atA-'------- *--' .---5v?Oml--.-

WIIC-Rectuceij RBC .1bvat/.Jbvv-- ----.30nrll----t

erylx Spray Fixative 3869,1 200 12 \: 1211 ml
O(Yo vlv Buffered Formaldehvde Go/o wlv\ 3933.1 000 1L
Lrevf FoUrtirte(I r(jlttlrar(](iIly()e (c.'/o W/Vl - .1Y.1.1 5( ]{ rt rH( ,

070,v/v Buffered Formaldehyde (4% wlv) 3933.90'10 10 L

OjlLvluBuffered Iorm alde h y d e{4% Wv L l?q?? qmn -
:i:0 L

ItraClearrM 3905 2500PE 2)-.5 L

UltraClearrM 3905 5000PE lL
UltraClearrM 3905 901OPE 10 L

T--ILEo:;in-Y Alcoholic 3800 1000PE
Eosin-Y Alcoholic 3800.2500PE 25L
Giemsa 3856 1000 'l L

.iremsa 3856 2500 25L
Jernatoxylin er (Mayer) 3870 1 000 1L

?R7n r(nn **--2 5 L._
Hernatoxylin Modified (t{arris. Gill ll) 3873.1 000 .L
Hernaloxylin-Modif ied{Harns:G il l-l l) ---' 3873,2500 ____2 5 L_
May-Grunwald 855 1000 .L

Papanicolaou 24 3554 1000PE 1L
Paoanicolaou 2A 3554.2s00PE 2.5 t
Papanicolaou 2B 3555 1000Pt: ]L

apanrcoraou zB 35552500P8-.- 2.tr-*
Papanicolaou 3B 3556 1000PE 1L
Papanrcolaou 3B 3556 2500PE 25L

UltrerKittrM 3921.0500 500 ml
UltrerKlttrM 3921 0600 6x'1 00ml
Mounting medium Hioh 3882 11500 500 m
Mounting medium Low I ]883.0500 500 m

)BS 3059 2t:) L
PBS 3059.901 0PC '1rl L
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Derclaration of Conformity

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

In Application of the Council Directive 98/79lEC on tlhe approximltion of
the llaws of the Member States relating to ln Vitro Diagnostic lVledlical
Devices & CE marking.

Declaration of conformance to applicable sections of Annex | - E,s;sential
Requirements and ,Annex lll (EC Declaralion of Coplott',U) impos;ed by
sections 2 to 5. The below listed oroducts are not classified under Anne< ll t-ists
A or B. Acr:ess to thre appropriate tec;hnical lf ilers will be made availab e to the
appropriate body in the event this is required.

Product
Code

52671_

Full Name:

Sinnod

M J. Sterlthenson

Tel +44 (0)191 48',;'t 8440

Fax +44 (0)191 4B',;'1 8442.

inf o@ helena-biosc;ie nces.co m

www.helena-biosciences.corn

//,,,,t'*,(. lq/,"*--

GMDN
Classification Code

55983

Title: Manag;rng Dirr rc;tor

Date: 06 Aug 2015

Ho .-n:r R,nce inne es Fr.rn6g

Oucensway Sor.th. Teanr Vc ley Trad re Estatc.

Gatcsl^ead Ty r': a'rd Wcar NE' 1 0S f
Un lcd Krngdorr

Description

Thromboplastin L

l, the undersigned declare that the devices re,gis;tered zrgainst the above GN4DN
Classif ication CoCe conforms to the said Directives;.



Derclaration of Conformity

HL-7-01 37DC DQI 201 5107 (7)

In Application of the Council Directive 98/79/EC on the approximation of
the laws of the Member States relating lo ln Vitro Diagnostic Nleclical
Devices & CE marking.

Declaration of conformance to applrcable rsections of Annex | - [is;sential
Requirements ancj Annex lll (EC Declaration of Corrformity) imposed by
sections 2 to 5. The below listed products are not classfied under Annex ll l-ists
A or B. Access to the appropriate tec;hnical files will tre made availab e, tc the
apprcpriate body in the event this is required.

Product
Coder

5'tB6

Full l.Jame:

Qin n rrrl'

l, ther undersigned derclare that the de''rices registered ;rgainst the abov I Gl/DN
Class;if ication Ccide conforms to the said [)irectives.

Description

Routire Control N

M.J. Str:phenson

il.r,,1^-[

GMDN
Classificatiott Code

30590

l-itle: Managing Dir :r:tor

Dater: 28 Jul 2015

Hr,l-rr Rincninrren.: Fr Inpg

Qrrcensway So'.tth. Tearrt V,allcy T'ac ng Estatc

Gzrtes;head. Tyrre and Wear. NEI 1 0{;D,

UrriterJ Kingdon-r

Tel 4a (0)191 482 8440

Fax +44 (0)191 482 84,+2

inlo@ helena-bioscir::nces c'om

www. helena-bioscie nces . c om



De,claration of Conformity

HL-7-01 35DC DOI 2015107 0)

In Application of the Council Directive 98/79iEC on tlhe approximrtion of
the llaws of the Member States relating to In Vitro Diagnostic Mledlical

Devices & CE marking.

Declaration of confclrmance to applicable sections of Annex | - [:s;sential
Requriremerrts and Annex lll (EC Declaration of Cionformity) imposed by
secti,)ns 2 to 5. The below listed products are not classlfied under Anne< ll t-ists
A or B. Access to tl're appropriate technical files will i-,e made availab e to the
appropriate body in the event this is rerquired.

Product
Code

51 83

l, ther undersigned declare
Class if icatiorr Code conforms

that the d{l'/ices rcgi:31s166

to the said ttirectives;.

GMDN
Classification Code

30590

i,Lgainst the abovrr Gl/DN

Description

Routine Control SA

l'1,,1^,(. ff/-
Full Nlame:

Qin n c'd'

h/ l Qtonhoncnn

Tel - 44 (0) 1 91 482 8440

Fax -44 (0)191 4828442

inf o@ lrelena-biosr:it,rnces.cc m

www.ireIena-bioscie nces.cr:m

T'itle: Manar;ing Drr :ctor

[)ate : 28 Jul 201 5

f.n nn: Rinse n|e a., FrrrrDe

Or -n r<rnrr'r Sn, rth Te:rr \/:rllr,v Tr:e na F'l12l,'

Gateslreao. Tyle a td Wcar NE11 O! D.

Unrted Krngdor-l



iirrrFll6,:n@'\!44.+'r,

CISC is a rnember of
ml5ffiffir6s

f l *,

www.ic rel-certilication coin

lQ&ef, the ,ss cidtcr, ct ahe ilo.i:1 s lt.st c ass

ce.tircatDn bec)es, i (\c lnrttest ptc!,ctLr ot Fn:t..,trntai
SYstan :.intcator t^ thc ^.rtJ

IQllet it .rmtosct ol nate th,tn 3A bt\11.. ,': ) | :: ' .
orer 1t0 sr >sldrirteti ati are: tr.'9.r.

4264t4

Sl CERTIFICA Ci{E lL SISTEI'IA Dl GESTIONE PER L,A QUAI1TA ll
Wt: !'IEREBY C:ERTIFY iHt\T THE QUALTTY MANAGEMENI I;Y,SIE/./ OPE RATED BY

GRUPPO VACUTEST KIMA
Sede / Head O/fice

Via dell'lndustria,12 - 35020 Arzergrande (PD) - ltalia
Unita Operative I Operative Units

MEUS S.r.l. - Via Leonardo da Vinci, 248 -216 -28 -Zona Industriale Toglnana -35028,' Piove cli Siacco (PD) - ltalaa

MEUS S.r.l. - Via dell'lndustfia, 2 - 16 - 3502C Arzergrande (PD) - ltalia
ROLL S.R.L. - Via [.eonardo [)a Virrci, 24A--Zona lndustfiale Tognana - 35028 l]rove di Saccri (PD) - ltalia

KIMA, S.R.L. - Via Leonardo da Vrnci, 22 - Zona Industriale Tognana - 35028 Piove di Sacco iPD) - ltalia
VACUTEST KIMA S.r.l. - Vra rlell'lndustria.12 - 35020 lrzergrande (PD) - ltalia

VACt..ITEST KIMA S.r.l. via 1.. Da vlnci,22 Zona lndustriale Tognana * 35028 [)rove dr Sacco 1PD,t - l:alia

E CONFORI/E ALLA tlc)Fli'lA I tS iN C)OMfl ;ANCF V/ti,'i fHF SIAt ,),4/?D

UNI EN ISO 9001:2415
Sisterra di Gesiiorre [)er Iir Qua tiA i Quaily Nlttrtaaerr;en! Sy:tetr,

PER -E SEGUFNII ATTIVITA r t OR THt foll0,4'rrGlCIr./rIri:S

EA:14 - 29

Progetta:'ior e e produzione di provr:ttr con vLtulo predc'tc.rPr ndlo ;)d ils,) l/ (.lrevo e ral.r o .,'lU,J r),ologrct e ,ilrne
Produzione di provette per rricroprelievi di sangue. Progettazrorre e prorJu: one C 

j Hoiders (camcie) pe -prelievo sotlovr.roio
Progcttazione er produzione di kit diagrrostici per I'analisi dei s3ngue e dcr 1r:;uidr bio ogici. Progetlazione €: produzione d

terrenidicoltura perrnicrobiologia. Progettazirlne e produzrone di aghi e dispositiv sterrili per il prolrevo erraticc.
Conrnrercializzazionedi prodotti d,?l Gruppo: kitdiagnosl cr terreni di coliuraperrricr',:biologia,articoli inplasticaper

laboratorio analisr, provette con vuoto predet€rrfirinato e aghi sterili. Progettirzione e pr,lduzione di stanlp per articoli in
plastica per laL'oralorio anaLsr. t,tampagEro drmatcrie termoplastic',e :rd Irrez 'ir']t; per ir'1rco nreoicah

DesqnandptodtJcliotiof k>sttubesvitt,'p.edetennnedvacLtrmforcollectrcnof ltaentaloiorlbal sarrrp'.as, tiioloclical ,tiqutds
and unt)e r;arrples Pro(luction of lest tr.'bes lor ntrcro-colit:ction af haentatolcgbe/ .sa/npi{r.s. Deslgrr ,tnd praductiott cf

tialtlers for vevuufit safitpliitg. Deslgn and ptaduct,ion of diagnaslic kils for l:locct and bioicqStcal ltquitls :tnatilrsis De sttlt ard
prcductian af cLtlture n'edia for nicrobiolagtt. Dpsigr] and production of sienle need/e.s anrl Cevice:: for co]leclran of

h:ttrnatolot_ltcal samp/es. hadtng of lhe prodLtct:; of the Group: diag/ro-.llc nits cultun) meaia {or tntcrobiology, plastic
(i/str)osab/e labvlare, tesf lul)es ,vith ptedetermtned vacuunt and sterile needlct.s Desi.qn ;;nC proCuctton of ntould:; for plastrc

labrl!are. lnpction ntouldinO of theinaplastic nalerial:i fir ntedtcitloeyrbe.s.

?rlerfsialla(lor:Lrreftaz]on€delSirlenradiCs:tlorepe'lai-4.:rraareranleler af;ll(alriritCtr.ir..cclilfrr:feRri)
Re|ila||\edoculnen!a|'ona||neQ|6'|yfiana{C/lt:4is'5i|]Nioriiciar|.o!ai)I)];.do||l.)|e{.

I!r!'seIiecertficat0esN!getloa rispetrctie dc:rIr:rt:r C,l"l iie,:;,tla]tgricpe:la€rliic&cneder :iilir d.:
|'t..Sc2,di|1c|'i)':iilya|!h)sce!1i,caiesha1|31'sfy|he|equrec1c|]|s.|lt,.e|c:Md2i'||u|l"ii

Per rrlom_a7 on ftJntJal e aOOiOin2 a C rca ,l!e lu;lt lariilrcx t ar.arrcrirle nel n sli:l) {r: a Ltrj:fca: rt ,

sil'regad coDiatlafe 1f'lc,e'of!ari]:l12/2t3{'ortNtz::t:r:t rrl rfi.ii.r r

'ot l!itij:y 311d L'p{jale1 tntotnaloti dICUt i:Dy [r]!r;,,':s i, ii)c ia,ljicai,it Iit:!: ta,iailca!ti
p bas9 canlaal : h p 1 : tctbrt I l9 i):',' l :):t4 i :x efr a1i e :1 r,., \ t )l )(l,iir I

rl,i ar? e el fr ;1r,,,r : t1,lrr,-i s;e: I jj
'-: ,;.1.1 1 .. .. 1 ;:pe J .), ,,

(: c..i a irrcaa 
j1: :e'l ictria,

II

'i!,s arl,lriila

Data en"rssrone
Fttsl lssile

1BtUt2A07

E nissione r;oTren:e

Cr.rrrell ,ssue

18101t2C19

liala di s;:rcttrr::a
!:x'.;;ii;g tktie

17 t01t20?_2

,t\,
' j': \*{" t

lCllulS.p,A.
Pii.rzz; Dcn Enr0 ['1apt:]ii.r5 - 200!rg Sejto li:r 0rrr:rri (h1 )

wyt( c m tl

s,iQ No 00.1A

^"embro 
c€(t 1 Accordl di M!tu) Rlcsosarn€ilto EA, IAi € lt,AC

SgDalor) fl EA. lAt nnd ILAC ilutlal Reiogxltton Agreerr€nts

wv/.crsq.conl

CISQ n la F rdi.razrone ltalrana C, C.r: i.ril, c

Cerlrfc.l:lo e de sistemi di 9c;ticn:.ireia,r.
CtSQ ri th. ItaUan t-edtra!ton o,/ir r,: t.ri,:..

sv tem Cetittcet:c1 lt!r !

ffiffitrw
CERTIFICATO n,

CERTIFICAIft tVo.



CIS(tisa menrbe rof
ffiInK|#SS*

i',r 
i\':*.,.. :r.1.,,, l,.-_d-:

tcl|tl s.p.A.
Fi:ir:a D3n [f 1ro 1,.1,]frr i .'$; 210'.]! Scslo irdr (li,irr (il i

xil^':tT I

wv/!v.i( nel.ce lif cat/or.cor

/Qdd(, ah': arr tctti ar' ll the nall7 t f t.t r,rsr
tlttltln al\)Jt Lolte.\, s the ld.ttcia Etott.1.. t)l t,1,ia ;.t:.,,

!y.tP.1 aP4jfrt.li'r tr lhe | .,it
l<tt'tea ts c.mpose ol more than tn l:a1'r, t J r\ ,::t

aver 150 s bs da.tet rtt ar'e. lle 9tna,'

Cl:jQ c rc .de'rrrcnr'1I., r.r,r i, . r,)
Certlfla.z o r. drl s1 i!rr di (c!!ror | .

CISQ ,s ti It3irn 'ede.1t!a i ar - r.
s sUtr Cerltfrcaticrr 8.,-ij...

4265t4

Sl CEITIFICA CHE lt SISTEIIIA Dl GESTIONE PER t,A O.lALllA lil
WL:. HEREBY CERTI-:Y THAT T,IIE OUALITY MANAGEIJIJ/\./I SYSTFM OPFRAI ED BY

GRUPPO VACUTEST KIMA
Sede I Head Office

Via dell'lndustria,12 * 35020 Arzergrande (PD) - ltalia
Uniti Operative I Operative Units

MEUS S.r.l. - Via Leonardo da Vinci, 2/-B- 26 *28 -Zona Industriale To,Jnana * 35028 Piove di Sacco (PD)- ltalia
MEUS S.r.l. - Via dell'lndustrla. 2 - 1 6 - 3502i) Arzetgrande (Pll) - ltalia

ROLL S.fi.L. - Via [,eonardo [)a Vinci, 2.LA-Zona Industriale Tognarr; - 35028 Piove di Saccc (PD) - ltaiia
KlMA,S.R.L.-VaLeonardodaVinci 22-ZonalndustrialeTcgnana-35A28 Povedi Sacco,PDl -ltal a

VACUTEST KIMA S.r.l. - Vra dell'lndustfla,12 - 35020 Arzergrandc (PD) - ltal a

VACUTEST KIMA S.r.l. via 1.. Da vlnci.22 Zona Industriale -fognana - 35A?8 ['io!e di Sacco 'PD. - Ilirliit

E COIIFORIIEALtAI',OFllvlAi 1S li'l COl.PLiAi'lCElviii!1it[Sl]'t:i.)At'iD

UNI CEI HN ISO 13485:2016
Sisterna di Geslione per la Qualita I QualitS, i,iattagrrt,ertl Sysir:.tr

PER I-E ISE SUENII A TIVITA ,/ FOR I HE TALLOI4'|,\'G 1.1'l i I i: S

EA: 14 - 29

PrcJelta-: orecproclu::rJnedi pr:vett;cor)v.r()toFrcrr:1.:rr)linatoidL,s:crelj:voclJt:o ,qur'J l.'olcJtcr eLlrjil=
Produzione di provette per rnicroprelievi ,Jisangue. Prcgettazrone e produzionr: rjr Holders (c;:rrlrcic) pet pre ievo sottovuolo

Pfogettazione e produzione di kit d;agnostic per 'irnalisi del sangue e dei liqLriCi biolcgi:i. ?rogettazione e produzione di
terreni di coltura pef nricrobiologia. P'ogellazione e prodLrzione di aghr e disposrtiv sterr rper Iprt:lievo ernatico.

Ccrnnrercr,:liz;zazione di prodotti del Gr:ppo. f,iil rJtagnos:rci, terrerri di collura;rer nrrcrobioic)gia, anrcoli rn plastica le'
iaboratorio anarlisi, prove':te con vuclto pledeterrrlrnato e aghi sterili. Progett:rzicre e prodLzlone d st:rnrpr per;rrticcrli in

pla!.lrca per laboralorto analtsr. S;lanrpaggto dt malere termoplastijf e ad in Lr.rr)€: per arilao tnEdrcali

Destgr, ancl prcd
and uine si,rrrples. Proc'uctron o/ l'9sl lLbes f,cr nicro-collectiat) of haemalciogrr:a/ slrrrpb.s. Dcsigrr arrrl ,rtroduclion af

Ho|dersforvacuumsanlsllingDesiqnandorodt't(:t,|ct.lafdiagnastickitsfor|)l()i)
prodLtctio,t of culture merlia for tnicrobtology'. Dtzsign and praduction of stertle needle:; ancl devict>s for collecltlon cf

haematolo:Jtc,tlsamplas. TradirtgQuheproducl:tof tl)eGroup; diagtrcsttchit.s,culturtnediafernticrobloiagy pla;t;c
ciisposab/ela|sware|esftd)c.swithprecleternlirlt)tlv,acuuttlt,-ttds1ett7eneedle:;'Dc5i!/na'dproi1uchan

labvtare. ln.lctlictn lnoulcltt'tg of lhennastlttstic r'flateilals fttr rntlciic:rt c/ev'r'ce.s.

R'eIrs]a|actcJn:tlaZcn€cel:]i:]|.|[c|CE!|0ll!c|lacl].l.l,a,|]i]j.J3e[eI]l]i]]:;
RefetlolheJaaf)enla'ionaftreQlahtylvl?naie,enlllfsl.rDtlilcliisilalri(aer'liieieri\'.1: til?r),1,rrlrr:!jr.[]r,rrr';s.

Per nio.naZrari p!fiualrea?gnrna.e c[ca e!er,traI vi:f,ftor i fiuy!rn]le rt.) slila] l! d iririllc:: rr"F) ir c..i ri:a!,r.'i i., : f:ll.

,.,,,,,,,, n,,l)'.lflu',!o:lli;lI:;i;l;,i;::;,,;,;::11i;:il,lili .:'.:,',,',i,,,,1,'::,!i,:,"tt,,,. :,:,,.:"
phTasa autiact l\1.. |,t!na4 ..\, ji i ij:: d i tx tt,a,i 3 ),::'it ; li !, i: t:,

Data enrissione
Frr'sl issu:

18t01t2007

[)aic 0r satJLl :a
i.xpl rtg d.ti!;

17tUtzAraz

a'
s(,Q N'tcr A

fiem!.c d€\lfi Acao.di di llrhro Riconosimcnto hA laF e lmC.

:irgr.rton ol Er,, IAF ind Il-AC: H!tual Recognitlon Aqreernefltii

$ffigw
CERTIFICATO n

CERTIFICATfi No,

E nissiore corrontc
Curenf lssLrr:

18t01tz]19



s4w IT&ttrEffiT

CERTIFICATO NO 5O5SGQO4
:ERTIF \CA.T E N" 505tGQ04

Si certifrca che il
(i'ts t:; tc t(t tti), th(.]t

Sistema di Gestione per l€t Qualit)
Qitct lit;, i,! ti no ;r' grt.'/lI .i)/i,f c'l11

rnesso rn atto da
i : t t 

1 
t it t |tt' t t k:d I t.'t'

APTACA S"p.A.

Vi,a Monte Bianco, 4 - lT 20900 MCN:ZA (l\48)

rrella Sede Oper;rtiva di
l)i)ai(:li,/e litlti

Regione Monforte, 33 - lT 14053 CAN:LL.l (AT)

d confon.ne aila norrta
t5 i/l ccllli)iior ai' iv/lli l,r)t' :;tttttdttriJ

uNr EN rso 9001-201s (lso 9001-201s)

,,,,,,!.:,:; ;::11:llj 
":13;'11;;1 

, ,

t3estione della fallbricazione ed imrnissione in comn'err.io di tamponi ster li

lrer il prelievo di ,:ampioni biologici in orifizi naturali e irr ambito ch"rurqicr>.

Progeftazionri e fabbricazione di dispositivi medico diagnosti:i per laboratc r di analisi,

Commercieilizzazione di dispositivi medici e diagrrostici in vitro,

Commercializzaziont: di artic.o i da laborartorio

of0r]tl|ysis.Mar'!<ctirnc|rncr1Ltrl[ttrtdtl[ag,161

llrtt:_atttI.nil<hjit.its./:i.rtt,ltritij,t,tj,,..^r)tt1.l,\i1tttjt,.t,t:'r\i.,ti),,,r,ti,itt:.).,,tt,|, tt..:t.)ttl
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Dr. lnq. Ilobefto Cus,clito
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D,rta cii I'r1r:rdi;ica
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# ITATCERT

CERTIFICATO NO 5O5DMO6
CERTIt tC/rTE N" 505Dt'106

Si cerrtifica che il
tlrs ts to (.criiiy it,0t

Sisterna di Gestione per la C)ualit)
Q:,t Ct[it t l'1,: na,, t D] et tt t Wt P j1)

n',essc, in atto da
[ ] t),t) [i;t |1e | : k'd bI

APTACA S.p.A.
Via Monte Bianco, ,1- lT 2090(l MON;i:A (lv1B)

nella Serle Oper"ativ'a di
| )j'r'?i t)tt' \' Ltt)tl

Regione Monforle, 30 - lT 14053 CAN[:LLl (AT)

:,: :il:::,llli ,;,1',,lJ 1 : ;:l:
uNl cEt EN tso 13485-2016 (tSO 13,485-2016)

,,,,,,11:l:,1,: :,ll,il:l:i - i,1, lli,il;]1,,,,

Gestione della fabbricazione e immissione in comryierr:io di tamporri sterili
per il prelievo di campioni biologici in orifizi naturalie in arnbito chirurgico.

Progettaz,ione e fabbrica;zione di dispositivi medico diagnrrstici per labore tori di arralisi.
Commercializzazione di dispositivi medici e diagnosticl in vitr I

Nlarkctinq of n'ttdicctl orcl cliaqno.stL cievi.ct:s ln \/,:lro.
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Dr, 1ng, Rrrberto Cusol to

Data di Prima Em ssiotte D,ata di Prinra ilmissione IIALCERT l.)ata cli lr,loclirica
l:i:si,t:;stte Dtle l:i.ll lssi.r,:: L)Ltli.: ll.\!.CFIlT i,t:-ttiLli,- ;D,.tr.
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Lorne Laboratories [-td declares that the following in vitro diagnostic rez gent

has been classified as non ListA, non ListB iiDirectiveOB1T9lEC, Annex ll)
and complies with the essential requirements and prov sions of Directiv:
9811'9lEC of the European Parliament and of the Counr:il t'also Sl 2002
No.018 which transp,esss the requirenrents of Directivet 98179lEC).

and is in conformity'with the national standards transposing harmoniserl
standards:

. BS F-N 980:2008

. BS t-N ISO 1:3485 2012

. BS EN 136122002

. BS t1N 13640:2002

. BS EN 13641 .2002

. BS EN ISO 1,1971.2012

. BS EN ISO 18113, pafts 1&2

The conformity assessment procedure performed was n accordance w tlr
Annex lll of Directiver 9B/79/EC.

This declaraticn of ccnformity is issue,l under the sole responsibility of -orne
Labrrratoriers Ltd ano is valid from '13 l\pril 2016.

t Product nime

[ __ASO Latex kt!

-l 
catatogue nunilber l

[]r_ryq1---l

Eddy Velthuis
Teclrnical Director

Lorrc LabOraicrrcs L.rrr ted

Urrit L [utb.r:;h l)nrl. Ind.rstr.rl E-liJtc

{);rft,,itill. Lot';t r l:;rr i:t
Bcrk:,lrirc RG6 41.1T lJnittd Kinl-clorrr

i,.., .1..r.,1 r11,., ,,..|,ii ii,,, )r..r.

Tt i: r.i"1 ,[: ] lS :tll ,:..1, :

f ; {: *ri.1 iil, lLJ iil,-'-l -,1,:

fr tr,i.i{'[,-,,,] Lorr-,,i. L i

w v'w.tornelab;.corl

. '1. ,. : -: .
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EC DECLARATION OF CONFORMITY

I-OR.
t- \ BottA.r

Lorrre Laboratories L-td declares that the following in vitro diagnostic re: gent:

[ *p-6r", *ffi -- catal,cgue ;nrnlrer It-- RF Latex k[ - A:-OrOOl,.--

has been classified as non ListA, non List B ('Directive 98179lEC, Anne< ll)
and complies with the essential requirements and provisic,ns of Directiv:
98l79lEC of the European Parliament and of the Coun,:;il (also Sl 2002
No.€ilB which transposes the requirements of Directive 91il7glEC).

and is in ccnformity with the national standards transpcsing harmonise<l
standards:

. BS E:N 980 2008

. BS E:N ISO 1ir485.2012

. BS E:N 13612.2002

. BS E:N 13640 2002

. BS E:N 13641 .2002

. BS E:N ISO 1t1971'.2012

. BS E:N ISO 1€l'113, parts 1&2

The confonnity asse:;sment procedure perforrnerd was in arccordance wilh
Annt:x lll of Directive 9B/79/EC.

This declariltion of conformity is issued underthe sole responsibility of I ornt:
Laboratories Ltd and is valid from 13 Aoril 2016

-44=;-;=

-----
Edd)'Vefthus -Tecl"nical Dtirector

L-of nc La DC,r,ltc f rc5 L.r nl ittd
Urrit 1[utbLrsh Fark Industrial Est,:te

Dancirlll. I cvrer Iariry
Bcrksirire 1166 4lJT tJnited Kinllclonr

hJr
Ol{ll:-\

Tcl ,-i.1 rD;1lt !11,.:.1
l:o) : u4.1 r L.r 11lj liSi .i : i:
[:rt ..r i: in'crlr ]orr ,. i , i r

wv lrr.lornelabs.conr

ti,.,t L r,, ii r, , .,. ,,r r..i fi,,: . ..,.!l [ !,, i,,i. I rr] 1.1,1'
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EC DECLARATION OF CONFOIRMITY

Lorrre Laboratories l-td declares that the following in vitro diagnostic rert5;ent

has been classified as non List A, non List B (Directive 98179lEC, Anne x ll)
and complres with the essential requirements and provisions of Directite
98/;'9lEC of the European Parliament and of the Council (also Sl 2002
No.318 which transposes the requirements of Directiver 9i3l79lEC).

and is in conformity with the national standards transposing harmonise j
starrdards.

,, BS EN 980:2iCOB
,, BS EN ISO 13485.2012
,, BS EN 13612'..2002
,, BS EN 13640:2002
,, BS EN 1364'1 .2002
,, BS EN ISO 14971.2012
,, BS EN ISO 18113. oads 1&2

The conformity asse,ssment procedure performed was in accordance u ith
Annex lll of Directive 9B/79/EC.

This; declar"ation of conformity is issued underthe sole responsibility of -orre
Laboratories Ltd and is valrd from 13 April 201C)

tr11dv \/clthrric
Technical Director

-crne Laboral.onc:, L n'itt'd
Urrit L CLrtt-.Lrsh Par". lndUstrraIE:tJlc

D.rnt,lrill, I owr:r F arLr,,v

Bcrkr;lrirc' RGa,.1l.ll United Krn[ilonl

:,,,!a,r,r tl,', 1!,lrr]ri ir, .1 1 rl

t

'[,l: t4.i ii]t Iliiir.ll...::'.:
F rr: -4.1 i0l llil 9Ei'.:-,i,:
f n :lrl: ittlo,,L,lo'r'i.'1, rl,:, t.irrl

u ww.t<lrnelabs.corn

15C 1313t ifit. r50 S1 ?@
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EC;-KONFONMITITTSERXIARUNG . EC DEcLARATIoN oF coN :(f,RMITY.

KABE LABORTEC HNIK GrnbH
Name und Adresse des Herstelllers*/Heindlers**; JdgerhofstraRe 1ir
Name and address of the nranufacturer-/distributor.-: 51588 Ntimbrecht-Elsenroth

Deutschland / Gerrnany

Wir erklairern in alleitriger Verantr,vortung- bzw. aufgruncJ cjer uns vorn Herstellr:r vorliegencle n Inforr rationen"",
dass die lr -Vitro-Diilgnostika der Produktgruppe /
We declan.' under our sole responsibility" respectively according to tlre inforrlation of the manufetct trer*'
that the in-vrtro-diagnostica of product group

kapillart: Blutentnahmesysteme capillary blood collection syste ns

. Kapillarblutentnahmes)'stem (GK)- . capillary bl,corj collection system (GK)-

. kapillare Probenbehiltnisse aus Kunststoff* . capillary samprle containers rrade of pl;rstic-
. Blulgaskapilaren (BK) . lrlood gasi capillaries (BK)
. Hdrratoknikapillaren (l-lK) . fraematoc;rit c;apiltaries (Hh.)
. end-to-end l(apillaren (EK) . €rnd-to-en J ciipillaries (EK)

. kapillrlre Probenbehliltrrisse aus Glas** . capillary sample containers n arie of glass**
. Blutgaskapillaren (BK) . b,lood gas capillaries (BK)
. Hiinratokritkapillarerr (l-lK) . haenratocrit c;apillaries (HK)
. end-to-end l(apillaren (EK) . end-ro-en(J capil arjes (EK)
. Mikto-Kapilli:r-Pipetten mit Ringmarke (Rtuli . nricro-cap,illary pipettes witr r ng n'rark (Flfvl)

cier Krassr: / of crass Anclerer l\rD'Produkte
Other lVCl-clcviccs

den einscitliigigen Bestimnrun{len der IVD-Richtlirrier gB/79i EG und dcrr:n Umsetzungcn in nationale rjcsetze
entspricht. Die KonfornnilAtserklsrung gilt fur die durch die KABE LA13ORTECI'lNlf( GrlbH freriger;ei erren Charg-.r:

meets the Provisionsi of the directive 9B/79/EC and its transpositonr; in national lit',vs v,,hich appty t) it Th s declaratic,rr
is valjd for the batchr:s reteased bv KABE LABORIECfINIK GmbrJ

Konformitiitsbewerlungsverfahren: Richtlinie 98i79/EG Anharrg lll
Conformit'7 assessrnent procedlre: Directive 9B/79/EC Annex lll

KAil[: IAl iO Rl-E:C lJf'] I l( c rr)bf 1

.lig:rfrofr;lraBc 17

' ,-'' -'. --- ' D-51588 | {.rrnbrecht-tllsertrr-rli-

l',lijmbrecht- Elsenrotl-, 26 07 .201 8
Andre hc' ne, Gcsci,rii'tilr:hre, r I,f ,i,,og n J , i r.to

Kon[ormitaetse klaerung*l\/D-_P(]28 doc



Capillary blood collection systcm
Capillary blood collection Cl(

Capillary blood collection GK
Itconsistsofapreparedtestvcssel andaprcpalcdpLasticcrtd-t.o-r:ttdcollectiorr:apiilarr"'rith
stopper.
. Eas)' handling
. Plastic capillary* rvith exact filling volurne : cornpletc inner surl-lcc prcparcd. t ttLrreal<ablc
. Collection vessel senv'es as centrifugal vesscl; prepared for allcommolt tests
. Light;rrotected, tinted vessels fbr bilirubin analyses
* rvith confbrrnit5r certificate in accordance riith the Weights and Mcasurerxent tegulatiorts
frill the capillary lvith capillariz blood fronr a horizontal position.
After tilling let the blood t'low into the vesse I fl'orn a vertical p,lsilion (shake ou1 retnainittg bloocll
Rentove the capillary. press on the attached stclpper and rnix ot ce tttriflge.

077003 EDTA 100 pl
Packing unit:
100 pcs in bag,
4,000 pcs in box
O lllS x 39 rnrn

*e@ 'ffiw*":--w

s;]jft
{rsry"l

[$

.sF,f

str.i

$ff%fi 7
:x ff---'



CERTIFICATE

This is to certify that the quality management system of:

req!est.

Medica Corporation
Main Site: 5 Oak Park Drive

Bedford, Massachusetts 01730 United :ttates

has be,en assessed by Intertek as conforming to the requirements of :

fSO 13485i20L5

The quality management systerm is applicable to:

-T'he 
De:,lgn, Deverlopment, I'z'l;rnufacture,, 5erv ce, Dlstribution of in'vitrc

cliagnostic medir:al devices, in-vitro d ilgnostic test kits, in-vltro diagnost r:-

reagents, in-vitrc diagnostic analyzers/s,rftvrare used in the ci,:gnos s and

manag:lrrtentof r:ancer, irnrnun:: statL,rs, disease status, autorrrrnrune

status. r,ar'diac nrarkirrs, prote n metabclrsnr, endocriner disord,:rs, bloocJ

rn:lrrto': rrrinrlrr<,c lrlnnd,,. --- g,1sc5.

/ 0.( 
-,\-\,\.\_-_-- \\ _

iiTinvrmaa?u",
F'resicent

lntertek Tc'strng Scrv
1829,32nd avenue, I

C.a n.r d.

Frtertek
Iotal Quali y. Assured.

Ccrtificate Numbe r:

0082 sB 1 -0 L

Initial Certificatior Date:

2009,04,1.7

Certificate lssue D rte:

2019-01-01

Certificate Expiry | )ate:

202i-04-1,6

f :rcc ArcAG;-
I ca,MS

l@
I ocsM
\ 4lsJ,dj!:flqJ

I

:cs NA Ltd.,

:chlner, QC, HllT :il l

tr:,:+iaE
itC^Ji:
llb.t:*,r.
t!.1t;x-_:ri
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