
rne Laboratories Ltd
t 1 Cutbush Par:k Industrial Estate

nehill
t'Earley
ire RG6 4UI UNITED KINGDOM

11-6"1Ut-1,irrres this cirtificate to the Firm na.med above, after assessing the Firm's quality syiten l

finding it in compliance with:

Oi 13485z2OL6
N'lSO L348522016

' '' :

'. .i.

manufactrre of in vitro diagnostic blood grouping reagents' The purchase for resale of in vitro

serologytest kit.

File Number A1,2241.

Certificate 1458.180625

lnitial lssue June 26, 2018

Authorized bY.

/

Michael J. Windler, P.E.

Manager of Global Regulatory Service

Distinguished Member of the Technical Staff

UL Life and Health Sciences

UL LLC

Check Certificate
Status: here

i
I

Cycle Start Date June 26,'2018

Effective Date June 26,2018

Expiry Date MaY 22,202.0

This q ua lity system registratio n is included in U L's Directory of Registered Firms d a pp lies to the p rovision of goods a ndlor

,"iuiC.i as'specified in-the slope of.registration fr6m the address(es) shoWn ab By issuance of this certificate the firm

;;;;;; il;;ji*irirririji. its regisration in accordance with the applicable requirements, This certificate is not transferable

and remains the propefy of UL LLC.

UL LLC

333 Pfingsten Roat-l

Northbrook, I L 60(162-2096
USA

',al
UL and the UL logo are trademarks of Underuriters Laboratories lnc' O 201 l'

P
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LORNE
LABORATORIES

ji 
13

f n, List Annex ll)

iential irective '.

h:Parli 2002

iiv Witfr the nationai.standards transposing harmonised

,procedure pgrfofmed was in accordance with
,98i79tEc. "

bgnformity is'issqed under'the sole responsibility of Lorne'

isvalid from,:13 April 2016.

Lorne LaboratQries Limited

Unit l eutbush Park Industrial Estate
' 

D-anehilt; fower EarteY

ir'
t.'

i

6

Te[: +44 (0) 118 9?I2264
Faxr +44 (0) I18 98€ 45rB

Emai k. info@lornelabs.com

'Berkshire R€54UT United Kingdom I www.tornelqbs;tom

,iegistered dllics 4s rbov*. ReBistered iD England Ned454b?97.'VAT No'sQ.o365566



LORNE
LABORATORIES

ON RMI

Ltd d eclares tlrat the,followi n g i n'vitro d i ag nostic rea gent:

nt procedure performed was in'accordance with

.98t.791EC.

o[ conformity is issued under the sole responsibility of Lorne

4nd is vaiid from 13-APril,2016'

Unit;1 Cutbush Pad( industriat Estate
' Danehitl, Lower EarleY

Berkshire R€54UT United Kingdom

Teb i44 p)118 e2r2284
7a.a;144 {O}ugSebqSrg
Emait: info@lornelabs,com

www.lornelab$son

liegistoreil ollice as above. RcBrttered lrl F-ngland No.04540?€7'VATNo. B00 3655 €,6



,Product nane Catalogue.number
8301004.

: ES,EN ISO 13485:2012

@kg*mq

Te[: +44 (0J 118 9912264
p6xi +44 {0) 118 986 45rB

Email: info@lornelabs.com
www.lornelabs.com

:

nf sment procedure performed was in accordance with

ilf 9El79lEC. ,

y is is'sued uflderthe sole responsibility of Lorne

_1.

.f

l:
T

':- [oine Labqratories Limited

Unit,l Cutbush Fnrk lndustrial Estate

Danehitl, Lower EarteY

Serkshire RG64UT United Kingdom

negisteruit ollire asabove. ReEistered lD

CONF

endland No.045407t7.vATNo'b00365s 66
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,Ltd'declareslhat the following in vitro diagnostic reagent:

Product name Gatalogue number

StrepJest kit: 860050

"o12parts

assessment procedure pefformed was in accordance with

Lorn,e Labqratprigs Lim ited

Unit I Cutbtrsh Park tndustrial Estate

: Danehill, Lower EarleY

201

r01

Berkshire RGg4UT, United Kingdom l$"!
Re6.letered bffice asabove' Regotd'cd iir {g
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LORNTE,
LABORATOzuES

:

.To Whom It MaY Concern

iUp"deisig nie.d. h erewith states thpt th e a b.ove is tru e a n d co rre ct,

' vallt'lllr
l f'l-

*g u1
?|

Lorne Laboratories Li mi ted

Unitl CUtbUsh Park Industrial Estate
, Danehil[, Lower EarteY

,gerkshirt RG64UT United Kingdom

Tel: +44 (0) 118 921 2264

Fax: +44 (0) 118 986 4518

Emailr info@lornelabs.com
www.lornelabs'com

Fpblstld oflictas dtJec. negklclod in E6srdnd lt0; fi q4b79?.V-.,I.Nei9gq3qt! 66



CISQ is a member oI* l{";.fNet s
ftlmMTpWC4trICArcN {ElW
www,lqneFcortlllcatlon'com

ca

i!

dHE IL SISTEMA DI GE$TIONE PER H OUALITA DI '.

weI WE QII ALJW. U ENi4G,EMETT SYSI.EM OPEBATED EY .

.. KIMA S.R;L,
IUN ITA OPERATIVE. I OPEMII|/ E UMTS

. +... . .. .:

i!inol,, 22;. Zp;a Industriale Tognana - 35028 Piove di Sacco (PD)

Italia

EA::29

E
nl'
-l

I
.@
@o

di prodotti' del:Gruppo: kitdiagnostici,
ogia, articqli,in plaqtica'per laboratorio anali'si,

'PlgvettF conivuoto

lduels ofthe Group: biologY,

Har,iiare t""t'tubes needles'

Data di scadenza

Expiilng dale

1710112022

i

i,tr:',;;:S Ge,sflo Qu,atity trttu@nurruntsysrem

'j:, u ' EGUEN THEFoLtowlNGACTtvtTIES

EA, lA.F e ILAC
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Plastic

THE INTERNATIONIAL CERTIFICATION NETIVORK

CtrRTTilCATH
CISO/|G|M SpA has issued an lQle_trecognized cedificate that the orgar]ization:

GRUP.PO VACUTEST KIMA
Head Offlce and OPerative Unit

Via dell'lndustria, 12 - t-35020 Arzergrande (PD)

OPerative Units

MEUS s.r.l" - via Leonardo Da Vinci, 248-zg-2s - Zona Industriale Tognana - l'35028 Piove di isacco (PD)

ueuss.r't.-Viade||'|hdustria,2-16.|-35020Arzergrande(PD)
RoLL S.r.l. . via t-eoiaroo Da Vlnci, 24A - Zonaindustriale Tognana - l-3502s Piove di Sacco (PD)

, KfMA S.r.l, - Via Leonardo Da Vinci, 22 -Zona Industriale Tognana - l-35028 Piove di Sacco (PD)

vAcuTasT KIMA S.r.l. - Vfi" d"ll'lndrstria, l2 - t.35020 Arzergrande (PD)

VASUTEST KIMA 6-;J. - Via Leonardo Da vinci, 22 - Zona Industriale Tognana - l-35028 Pic've di Sacco (PD)

Quality N/|anagement SYstenr
for the following scope:

labwate. lnjection moulding of themoplastlc materlals Tor meqrsar u9vrctss'

which fulfils the requirements of the following standard:

2019-01-18
2007-01-18
2022-01-17

2
lJ.l

rf

a-)

tr.

ISO 13485:2016
lssued on:
First issued on:
Expires on:

This attestation is directly linked to the lQNet Partner's original

ci:ertificate:and shalt not tse used as a stand-alone document'

Registration Number: IT-1 03425

Alex Stoichitoiu

President c;i IQNET
IQNet Partners*:

OR Cerlilication f'rance ltPCElRPortugal CCC Cjprrls CISQ lal.;'

C ee<:h Republic Cro Cert Croatiri DQS Flolding OmbH GennaD,FC.AY Brazil

ICoNTEC Coklmbiu |nspccta Sertifloirrti oy f,inland |\|I.EC() Cos|o [|i<:4

LRA.Nd,lLqentilaJeA,,lapnnKFQKoreaMIRTEC (|rer:ieMSZT Hnngctr.y Notnl<oAS NorwaltNSAI [re]onrl

NYCE-SLGE ,V/Aico pCBt l,p/anzl Quatily /ttslta Austria RR rtlssin Sll lsrcel SIQ. S'lovenia

SIRIM eAS lnterndional uiirl iiSeSSwltzer/anisn,rc RomaniaTEST StPetersburgp45x;aJ$F,TrukeyYlQSSer'|ia

IeNet ts represelred in rhe USA Uy: AFNOR Cerlitication, CISQ" DQS llolding Cmbll and NSAI hc'

Ing. Claudio Prot;etti

President 0J'CI'SQ

r flle list of IQNet partners is vnlicl .at the time of issue oithis cerlificate. Updated infortration is availablg uttdcr u'trv'iqnsi'cqrtitrcalion'cont
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) - ltalia
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E CONFORME ALLA NORMA / /S IN COMPLIANCE WITH THE STANDARD

l.JNl CEI EN ISO 13485:2016
Sistema di Gestione per la Qualitir I Quality Management Syslem

PER LE SEGUENTI ATTIVN'A / FOR THE FOLLOWING ACTIVITIES

EA: '14 - 29

plastic materiats for medical devices'

nto.

alo,

Data en)issione

Fisi issfe

1810112007

i

Emissione corrente

Clnent is:sue

$lalnue

Data di scadenza

Exphing date

1710112022

Piazza Eon Enrico Mapelli, 7$r 20099 Seslo San Giovanni (N4l)

sce N. 004 A

Itembrd deqli Ac@rdr dl Mutuo Rlconosclmento EA, lAl- e ILAC

5lsnitorl of EA, IAF and ILAC l'lotual Re@gnttlon Agreements

E

tl

5
@

o

cISq e.la Fedetiiione ltaliana dl org:,nlsml dl

Certlflca4diie del s!tteml d\ gestlone a:lendqle
CIsQ is the Italian Fedafalon of rnantgemen(

srt tem Cat tlficacio tt Bod les

IF
CERTIFICATO n.

CERTIFICATE No,
' sl CERTIFICA CHE lL SISTEMA Dl GE$TIONE PER LA guALlrA Dl

we nenEbl-cewtri ru*r rupaieLrvMANAGEMEAiT svsrEM zPEMTED BY

ONUPPO VAGUTEST KIMA
Sede I Head Office

Via dett'Industria,12- 35020 Arzergrande (PD) - ltalia

' UnitA Operative I Apeiative Units

MEtfaar.r \riaro^^ar.{^rrrVinei 94r':26*zs-zonalfio;riiut"togn"nu-35028Piovedi Sacco(PD)-ltalia

CISQ is a member of

AE IXTENNAI IONAL CCNIIFIOATPN NWOFK

www.lqn st-cartifioation com

IQNet, lhe sssodation of the ||odd7 frBr class

aerliltcatlon hodlas, ls lhe laryst Drovlder ol m'ndgEmcnl

SYstem C\rtlflcatlon In the wotla"

IQNet ls camPosed ol more than 30 bodlas and coriltts

over lso Eubsldidlles tll ovar the gtDoq.

www icim it
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Si certifica che il
thls is tr: celtify that

,loboyotories

rta di Rinnovo
?enevtal Dtste

2017,10-30 2019-01,04
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frliTAt-GEET

TIFICATO No 505SGIQ04
CERTIIFICAT E N' 5055GQ04
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l'linisteno del Ia Salute
DGDIIF

@@o4a@8-P-23/01/202@
I.5,1.e.2/2o2o/4

l1 llllllllllllillll lir il llll llllr illr lllilil ill ilil1
JOtsJ+VJO /

IREZIONE GENERALE DEI DISPOSITIVI MEDICI E

DEL SERVIZIO FARMACEUTICO

{IFFICIO 
4 DGDMF DISPOSITIVI MEDICO - DIAGNOSTICI IN VITRO

Dcunnwo+ l.s.r.e.2 t2o2o I 4

VlSfa. la direttiva gBlTglcDrelativa ai dispositivi medico-diagnostici in vitro;
la direttiva 98179/CE:
la ditta Aptaca Spa con sede in Via Monte

, P.IVA 00862050960;
i versamenti richiesti dal D.M' 16 Gemraio 2019;

il,qWNe nEGARD to 98/79/EC directive concerning the in vitro di.agnostic medical devices;

;REGARD to legislative Deqee (D.lgs.)n. 332/2000 reporting the accomplishment of
Direclive;
REGARD to the request dated I3/01/2020 submitted by the company Aft19a Spa located

irlvia Monte Bianco, 4 - 240i0 Monza (MB) C.F. 07520900155, P.IVA 008620509t50;

*nnnnas this company paid the fees required by Ministerial Deuee (D.M.) Janztetry I 6, 20 -l 9 |

HAVING REGARD to the fficial deeds;

SI ATTESTA
IT IS ATTESTED

chd la con sede legale in Via Monte Bianco, 4 -35020 Monza (MB), Italia, e 19!e
operar Monforle, jO - t+OS: - Canelli (Asti) Italia" C.F.07520900115? P.,[V:A

0ii862 ricante ed ha marcato CE, come dispositivi medico - diagnostici in viti:o,

secjondo le procedwe previste dalla direttivagSlTglCE i seguenti prodotti:

thdt the Company Aptaca Spawith registered place of business in Via Monte Bianco, 4 - 24010 M'onza

(MB), [taly,, and operative site in Regione ,Monforte, 30 14053 - Canelli (Asti), )ltafit,

C.F.:,07520900155, P.IVA 008622050960 is the manufacturer and affixed CE marking as in vitro

dialnostic medical deyices, according to the Directive 98/79/EC, to the following products:

31 Petri dlshes @ 35 mm, with kiple vents, in PS, sterile F(

et Petri dlenes g 60 'r'fi. without triple vents, in PS, sterile R
at petri atsfres g 80 mm, wlthoul triole venls, in PS, sterile R
91 Pdtri dlshes O 90 mm, with triole vents, in PS aseptic
t Ol petri Oisnes O 90 mm, without triple vents, ln PS aseplic

nts, asePtic

G1 Petri dishes g 1 00 mm, in PS, with triple vents, asepllq
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