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ITALCERT

CERTIFICATO N° 5055GQO5

CERTIFICATE N° 5055GQO05

Si certifica che il
this is to certify that

Sistema di Gestione per la Qualita

Quality Management System

messo in atto da
implemented by

APTACA S.p.A.
Via Monte Bianco, 4 — IT 20900 MONZA (MB)

nella Sede Operativa di
Operative Unit

Regione Monforte, 30 — IT 14053 CANELLI (AT)

e conforme alla norma
is-in compliance with the standard

UNI EN ISO 9001-2015 (ISO 9001-2015)

per i seguenti Processi
concerning the following kinds of Processes

Gestione della fabbricazione ed immissione in commercio di tamponi sterili per il prelievo di campioni biologici
in orifizi naturali e in ambito chirurgico. Progettazione e fabbricazione di dispositivi medico diagnostici per
Iaboratorl di analisi. Gestione della fgh .' grione ed immissione in commercio di dispositivi medici invasivi in
Date ﬁl lgﬁzsggﬂé%?ﬂi»@m i; rile. Fabbricazione di dlsposmw medici invasivi in relazione agli
Pt i a

III( )
Re® gospainClasse | Stefie; mercializzazione di dispositivi medici e diagnostici i in vitro.

¢ .4-1
Focatl e Molgors ‘Commendializzazione di articoli da laboratorio

Management of the manufacturing and placing on the market of sterile tampons for sampling of biological specimens in natural orifice and in surgical field.
Design and manufacturing of diagnostic medical devices for laboratories of analysis. Management of the' manufacturing and placing on the market of
invasive medical devices with respect to body orifices (class | sterile). Manufacturing of invasive medical devices with respect.to  body orifices (class /stenle)
Marketing of medical and diagnostic devices in vitro. Marketing of laboratory articles.

i presente Certificato & soggetto al rispetto delle condizioni stabilite dai Regolamenti per la certificazione in vigore applicabili.
This Certificate shall satisfy the requirements established in the Rules for the ceftification in force applicable.
/I caso di discordanza tra le lingue utilizzate nella traduzione del contenuto del presente certificato, fare riferimento alla lingua italiana
I cases of d;scre/)011C)/ between the languages used in\the translation of the content of this certificate, please refer to the Italian language

B AMMINISTRATORE DELEGATO
MANAG/NG DIRECTOR

N

| /] 7 _ Dr. Ing. Roberto Cusolitg :
Data di Prima Emissione Data di Prima Emissione ITALCERT ~DatadiRinnovo Data di Scadenza,

{1f Fiist Issue Date-. First Issue Date [TALCERT Renewal Date Expiration Date
i 1998 07-23 . 2011-10-30 20/20-10—30 2023-10-29 ",

A Settore IAF14 29 = ACCREDIA ¢

Tl SGQ N° 023A
| — Membro degli Accordi di Mutuo Riconoscimento EA, IAF e ILAC
| Slgnatory of EA, IAF and ILAC Mutual Recognition Agreements

ITALCERT S.r.l. | Viale Sarca, 336 — 20126 Milano (MI) | tel. +39 0266104876 | fax. +39 0266101479 | www.italcert.it | italcertsri@legalmail it
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CERTIFICATO N° 505DMO07

CERTIFICATE N° 505DM07

Si certifica che il
this is to certify that

Sistema di Gestione per la Qualita

Quality Management System

messo in atto da
implemented by

APTACA S.p.A.

Via Monte Bianco, 4 — IT 20900 MONZA (MB)

nella Sede Operativa di
Operative Unit

Regione Monforte, 30 — IT 14053 CANELLI (AT)

e conforme alla norma
(s in compliance with the standard

UNI CEI EN 1SO 13485-2016 (ISO 13485-2016)

per i seguenti Processi
concerning. the following kinds of Processes

Gestione della fabbricazione e immissione in commercio di tamponi sterili
per il prelievo di campioni biologici in orifizi naturali e in ambito chirurgico.
Progettazione e fabbricazione di dispositivi medico diagnostici per laboratori di analisi.
Gestione della fabbricazione ed immissione in commercio di dispositivi medici invasivi in relazione agli orifizi
del corpo in Classe | Sterile. Fabbricazione di dispositivi medici invasivi in relazione agli orifizi del corpo in

Classe | Sterile. Commercializzazione di dispositivi medici e diagnostici in vitro.

Management of the manufacturing and placing on the market of sterile tampons for sampling of biological specimens in natural orifice and in surgical field.
Design and manufacturing of diagnostic medical devices for laboratories of analysis. Management of the manufacturing and placing on the market of
invasive medical devices with respect to body orifices (class | sterile). Manufacturing of invasive medical devices with respect to body orifices (class I'sterile).
o Marketing of medical and diagnostic devices in vitro. N
il presente Certificato @ soggetto al rispetto delle condizioni stabilite dai Regolamenti per la certificazione in vigore applicabili.

This Certificate shall satisfy the requirements established in the Rules for the cr’mﬂcanon in force applicable.

In caso di discordanza tra le lingue utilizzate nella traduzione de| contenuto del presente certificato, fare riferimento alla lingua italiana
In cases of ([lscreprmcy betveeen the languages used in the translation of the content of this certificate, please refer to the Italian language. |

L'AMMINISTRATORE DELEGATO
MANAGING DIRECTOR

\ Lol GO
b
\ \

Dr. Ing. Roberto Cusolits

Data dj Prima Emissione - Data di Prima Emissione ITALCERT Data di Rinnovo Data di Scadenza |

First Issue Date First Issue Date ITALCERT Renewal Date Expiration Date
2007-10-30 _2011-10-30 2020-10-30 2023-10-29.

1/

| ACCREDIA ‘\
; 1 VENTE [TAUANO DI ACCREDITAMENTO

|

1l SGQ N° 023A
| - Membro degli Accordl di Mutuo Riconoscimento EA, IAF e ILAC
[ Signatory of EA, IAF and ILAC Mutual Recognition Agreements

; ITALCERT Sr.l. | Viale Sarca, 336 — 20126 Milano (M) | tel. +39 0266104876 | fax. +39 0266101479 | www.italcert.it | italcertsri@legalmail it



5 :  Opran no ceprudukannn : ,
OBIHECTBO C OI’P'AHI/I‘IEHHOI‘/'IV OTBETCTBEHHOCTBIO
; - «AJIbB®A PEI‘I/ICTP» ' ' :
6, r. MockBa, yI. 2-51 duiesckas, 1. 7, Kopi. 6, 3Tax 1, mom. 111, xom. 6
ATTecraT akkpeauTamuu Ne CJIC.PTC.0C.002384-17 '
S www.alfaregister.ru '

Poccus, 12109

 CEPTHOUKAT COOTBETCTBHSI

Ne C)]C.PTC.CMK.00976-19
Cpox neitctBus: ¢ 17.01 2019

mo: 17.01.2022

CEPTU®HUKAT BBITAH

OO61IecTBO ¢ OrPAHNYEHHOH OTBETCTBEHHOCTHIO «ATAT CopT»
(000 «ATAT CodhT») ’

Poccust, 129343, r. MockBa, Ipoe3z CepebpsikoBa, JoM No 14, crpoeHue 15, noMeleHue 7

MHH 7716586011

| HACTOSIII.[I/IfI CEPTU®UKAT YAOCTOBEPSET, HTO
- CUCTEMA MEHEJUKMEHTA KAYECTBA '

NPHMEHUTEIBHO K IPOU3BOACTBY H CEPBHCHOMY 00CJayKHBAHHIO YYPEKIeHIECKO-
IPOH3BOICTBEHHBIX aBTOMATHYECKUX tenedonubix crannuii (IP-ATC), cucrem 3aNHCH,
" CHCTeM ONOBElIeHHsl, IUIAT H YCTPOiiCTB KOMIBbIOTepHOil TeJedoHun

~ COOTBETCTBYETT PEBOBAHUSAM
~ TOCT P BCO 9001-2015 (ISO 9001:2015)

~ PyxoBomurenn oprasa
10 CepTUPUKAIIH
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3aperucTpupoBaH B PEeCTpe CUCTEMBI H06POBOBHOH cepTHduKanu «PocTexCeprudukauusay 17.01.2019r -

CucTema 10GpOBOILHOM cepTHdUKaLIHI «PocTchepmd)hKamm» '3‘apemcrpupoaaua B EIMHOM pPEecTpe
3aperucTpUpOBaHHBIX CHCTEM 200pOBOJIBHOI ceprudukauun POCCTAHZIAPTA: Peructpal

uwonHBIH Homep POCC RU.31175.042CHXKO0
HacTosuii cepTidMKaT 0635IBACT OPraHN3aLMIO MOJIEPIKHMBATH COCTONHHE BBITIOHAEMBIX PaGOT B COOTBETCTBUM CTI

paBHIaMi
(yHKLHOHUPOBAHHA CHCTEMBI J0OPOBONBHOMN CepTHhUKaLMK «PocTexCepTH(HKALHAN

002891 |

'AO «OnuytoH», Mocksa, 2016 1., «By. Miueraua Ne 05-05-09/003 GHC P, T3 No 508. Bnatk He ABnAeTCA LeHKoR Gymaroi, Mo 3akasy 000 «Alb®A PETUCTP. Ten.: (495) 726-47-42, www.opcion.




P 3pEmEHnEHA HPI/IMEHEHHE *
3HAKA COOTBETCTBUSI
Ne CJIC.PTC.PIL.00622-19

Cpox neiicaus: ¢ 17.01.2019 mo 17.01.2022

PA3SPEINIEHUE BBIIAHO
O61mecTBo ¢ orpaHndeHHoil 0TBeTcTBeHHOCTHI0 «(AT'AT CodT»
(000 «~AT'AT CodT»)

POCCI/I}I 129343, r. Mocksa, npoesn CepebpskoBa, 1oM Ne 14 crpoeHue 15, moMelleHue 7
MHH 7716586011 4

Ha ocxoBanuu cepruduxara Ne CIAC.PTC. CMK.00976-19 ot 17.01. 2019 I

HACTOSIIJ_IEE PA3PEIIEHHUE ITPEJOCTABJISET IIPABO HA l'[PI/IMEHEHI/IE
3HAKA COOTBETCTBI/ISI CHCTEMBI JO5POBOJIHHON CEPTI/ICI)I/IKAIII/II/I
«PocTexCepTuduxanus»

YCJIOBI/IH npnMeHemm 3H3Ka COOTBCTCTBHH
s clmpmemn,le 0JIaHKH npezmpmn"ml, JIOTOBOPBI,
neqa'mble H pelc.naM ble H31aHHS =

PyKOBOJmTeJIL
_opraHa. 110 cepmdonxaunn

i CHCTeMa ﬁo6pononbﬂon cepmd)mcauuu «PocTexCep'ru(anauuﬁ» BaperMCTpHPOBaHaB e,uuHOM peeCTpe
; 3apemc7puposauﬂmx CHCTCM JlOﬁpOBOIIbHOld cep'rmbukauuu POCCTAHL[APTA PCI’HCTpallHOHHbm Homep POCC RU31175: 04)KH)K0
Hacmﬂmuu cepmdmxa'r o6x3maer oprauusaumo no.zmepxmsan COCTOSTHHE BblﬂOHHﬂCMle pa60T B COOTBETCTBHH C npasnnamu i
(bynxunonuposa 151 cucnmm uo6posonbuoﬂ cepTud)uKauuH «PocTexCemebmcaum» 3




<I>EA,EPAABHASI CAV}KBA O HAA3OPV B CCDEPE 3.A,PABOOXPAHEHI/15I
(POCSA,PABHAASOP)

PEFHCTPAHHOHHOE Y,CIOCTOBEPEHPIE
| HA ME,L{HLIHHCROE HBAEJIHE

 Ne ®CP 2011/09957

ot 30;01(1"116[')'51 2012 ropa

,Hacmxmee perncrpaunoaﬂae y,Z{OCTOBCpeHPIe BBIIAHO
3axpeiToe akunoHepHoe obmecrso "IKOna6", 3A0 "E)KOnaﬁ"), =
- Pocens, 142530, MockoBckas oﬁ.ﬂac"rb, I. 3Jl€KTp0FOpCK, Vi Bynemmro, a. < =
1 TIOATBEPHKIAET, YTO METUIUHCKOE H3AeHe
~ HaGop pearenToB ""AHTHT¢H KapAHOIMIHHOBBIN //iA PeaKUUn
MHKDONpPEUHIATANAA "'Cn'(bnnuc-ArKJI-PMII"
no TY 9398-016- 70423725—2010 B cnenymmen KOMIUICKTALHH
NPOH3BOACTBA
‘3aKpbiToe AKIMHOHEPHOE 06IECTBO "BKO.rlafi" (3A0 "3KOJm’6"),
. Pocmﬂ, 142530, MockoBckas oﬁnacu, T 3Jlepr0r0pcK, yJIL. Bvaemloro, . 1
- MECTO NpOHM3BOJICTBA: , :
i) Poccml, 142530 MOCKOBCKaSI oﬁnacn), r. 3J1em*poropc1c, ya1. By):(euﬁoro, a. 1

: }? KJI&CC nmenunaﬂbﬁoro pHcKa 26

= f‘tBI/I)l MGJIHHHHCI\OI’O I’BI.[GJIHSI =

B COOTBETCTBUY ¢ npnxa30M Pocx,tzpannamopa ot 30 oxra6ps 2012 roma Ne 2280 Hp/ 12 =
~ mnpukasom ot 23 mrons 2013 rona Ne 3428-T1p/13 o saMeHe -
nonymeHo X o6pameHmo Ha Teppmopn 1 BoeeHiie
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mdc medical device certification GmbH
y,D,OCTOBepﬂeT, YTO Ha npeanpuatTum

BEKTOP

vB/E/IC/T,

AO «Bektop-bect»
630559, HoBocubupckast obnactb, p.n. Konbuoso,
HayuyHo-npousBoacTBeHHasi 30Ha, kopnyc 36, k. 211,
Poccumckaa ®enepauums

C Npou3BOACTBEHHbIMU NoWagKaMi COrfmacHO NPUITOXXeHUKo K Cemepm(aTy
NMPUMEHNTENbHO K obnactsam

npoekTUpoBaHue U pa3paboTka, NPOM3BOACTBO U peanusauus
MeAULMHCKUX usgernui in-vitro guarHoCTUKK
(NUP, NDA, Buoxumus)

Oblna BBEAEHA U npumMeHAaeTcA
CNCTEMA YTNPABJIEHNA KAHECTBOM

npOBEﬂ,eHHaﬂ rnpoBepKa CUCTEMbI ynipaBneHUAa Ka4eCTBOM nokasana,
4YTO AaHHaga cucTtema CoOTBETCTBYET Tpe6OBaHI/IF|M cTaHfapTa:

EN ISO 13485

WNapenus meamumuHckme — CUCTEMbI MEHEXKMEHTA Ka4ecTBa —
PerynupytoLime CUCTEMHbIE TpeboBaHus

EN ISO 13485:2016 + AC:2016 - ISO 13485:2016

[ata Belgaun 2018-07-13
Cpok genctaus ao 2020-07-03
PeructpauuoHHbin Ne D1213100017
OTtyet N P18-00483-117996
LWrytrapT, l'epmanus 2018-07-13
st el st tiication Pykosoaugeny cepTntnkaLmoHHoro opraHa

N m C G

= Deutsche
Akkreditierungsstelle
7 D-ZM-16002-06-00



MpunoxeHnune k CepTudumkary

Ne D1213100017

ot 2018-07-13

Ctp.1us 1

MecTopacnorioxxeHue

O6nacTb geicTBUA

AO «BekTop-bect»,

yn. ApBysoga, 1/1,
630117, r. HoBocubupck,
Poccuiickas Pepepanus

NpoeKTUpoBaHue 1 paspaboTka, NPOU3BOACTBO
1 peanusauus MeaULMHCKUX U3LENuii in vitro
LUarHOCTUKU

AO «Bektop-becT»,

630559, Hoeocubunpckas obnacTtb, p.n. KonbLoBo,
HayuHo-npoussoacTeeHHas 30Ha, kopnyc 36,
Poccuiickas ®egepauus

npoekTnuposaHue n paspaborka, NPOM3BOACTBO
MeONUMHCKX n3gennia in vitro guarHocTuku

AO «BekTop-becty,

yn. [NaceyHas, 3,
630117, r. HoBocubupck,
Poccuiickast PefepaLus

NPOEKTMPOBaHIe 1 paspaboTka, NPoU3BOACTBO
MeauLIMHCKUX U3henuit in vitro guarHocTuku

medical device certification

MacC

£

PykoBoAMreE

CepTUUKaLMOHHOro opraHa
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EC Certificate TUVRheinland
Directive 98/79/EC Annex IV, excluding Sections 4 and 6
Full Quality Assurance System
In Vitro Diagnostic Medical Devices

Registration No.: HL 60119814 0001

Report No.: 21265422 001

Manufacturer: Macherey-Nagel GmbH & Co. KG
Neumann-Neander-Str. 6-8
52355 Diiren
Deutschland

Products: Products for self-testing
(see attachment for products and sites included)

Replaces Certificate, Registration No.: HL 60076687 0001

Expiry Date: 2022-05-28

The Notified Body hereby declares that the requirements of Annex IV, excluding section 4 and 6 of the
directive 98/79/EC have been met for the listed products. The above named manufacturer has established
and applies a quality assurance system, which is subject to periodic surveillance, defined by Annex

IV, section 5 of the aforementioned directive. For placing on the market of List A devices covered by
this certificate an EC design-examination certificate according to Annex IV, section 4 and-a.

LG
verification of manufactured products according to section 6 is required. (,_'.‘-"'f.ﬁ——*f._\g'g"\
f'.‘ QF/«-/ \\O'oﬁ\\
s D 4 % \
Notified Body/=> ; \ o\
Effective Date: 2017-05-29 L\ 2|
‘ /£

Date: 2017-05-29

TUV Rheinland LGA Products GmbH - TillystraBe 2 - 90431 Nirnberg

TUV Rheinland LGA Products GmbH is a Notified Body according to Directive 98/79/EC
concerning in vitro diagnostic medical devices with the identification number 0197.




TUV Rheinland poc.

LGA Products GmbH
TillystraBe 2, 90431 Nirnberg

Attachment to

Certificate

Registration No.: HL 60119814 0001

Report No.: 21265422 001

Manufacturer: Macherey-Nagel GmbH & Co. KG

Neumann-Neander-Str. 6-8
52355 Diiren
Deutschland

Products for self-testing:

- 8ingle and multi-parameter disposable test strips
for urine analysis

- indicator test strips and papers for measurement
of pH in urine

Additional site for warehousing and logistics:

Bahnstr. 120
52355 Duren, Germany

Date: 2017-05-29

. ®
TUVRheinland

1/1, Rev. 0




Declaration of Conformity helena

Biosciences Europe

HL-7- 0137 DC DOI 2013/10 (6)

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

Declaration of conformance to applicable sections of Annex | - Essential
Requirements and Annex Il (EC Declaration of Conformity) imposed by
sections 2 to 5. The below listed products are not classified under Annex Il Lists
A or B. Access to the appropriate technical files will be made available to the
appropriate body in the event this is required.

Product Description GMDN
Code Classification Code
5186 Routine Control N 30590

I, the undersigned declare that the devices registered against the above GMDN
Classification Code conforms to the said Directives.

Full Name:  M.J. Stephenson Title: Managing Director
Signed: %/M /% Date: 31% October 2013

Tel +44 (0)191 482 8440 Helena Biosciences Europe

Fax +44 (0)191 482 8442 Queensway South, Team Valley Trading Estate,
info@helena-biosciences.com Gateshead, Tyne and Wear, NE11 0SD,

www.helena-biosciences.com United Kingdom



Declaration of Conformity helena

Biosciences Europe

HL-7- 0138 DC DOI 2013/10 (6)

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

Declaration of conformance to applicable sections of Annex | - Essential
Requirements and Annex Il (EC Declaration of Conformity) imposed by
sections 2 to 5. The below listed products are not classified under Annex Il Lists
A or B. Access to the appropriate technical files will be made available to the
appropriate body in the event this is required.

Product Description GMDN
Code Classification Code
5187 Routine Control A 30590

I, the undersigned declare that the devices registered against the above GMDN
Classification Code conforms to the said Directives.

Full Name:  M.J. Stephenson Title: Managing Director
Signed: %/M /% Date: 31% October 2013

Tel +44 (0)191 482 8440 Helena Biosciences Europe

Fax +44 (0)191 482 8442 Queensway South, Team Valley Trading Estate,
info@helena-biosciences.com Gateshead, Tyne and Wear, NE11 0SD,

www.helena-biosciences.com United Kingdom



Declaration of Conformity helena

Biosciences Europe

HL-7- 0163 DC DOI 2014/05 (8)

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

Declaration of conformance to applicable sections of Annex | - Essential
Requirements and Annex Il (EC Declaration of Conformity) imposed by
sections 2 to 5. The below listed products are not classified under Annex Il Lists
A or B. Access to the appropriate technical files will be made available to the
appropriate body in the event this is required.

Product Description GMDN
Code Classification Code
5265 Thromboplastin LI 55983
5265H Thromboplastin LI 55983
5267 Thromboplastin LI 55983
5269 Thromboplastin LI 55983

I, the undersigned declare that the devices registered against the above GMDN
Classification Code conforms to the said Directives.

Full Name:  M.J. Stephenson Title: Managing Director
Signed: Z{/, CM /% Date: 07 May 2014

{
Tel +44 (0)191 482 8440 Helena Biosciences Europe
Fax +44 (0)191 482 8442 Queensway South, Team Valley Trading Estate,
info@helena-biosciences.com Gateshead, Tyne and Wear, NE11 0SD,

www.helena-biosciences.com United Kingdom



CISQ is a member of
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THE INTERNATIONAL GEHTIF\G_ATION NETWORK
www.ignet-certification.com

IQNet, the association of the world’s first class
certification bodies, is the largest provider of management
System Certification in the world.

IQNet is compesed of more than 30 bodies and counts
over 150 subsidiaries all over the globe.

CERTIFICATO n. 4264/4/C
CERTIFICATE No.

S| CERTIFICA CHE IL SISTEMA DI GESTIONE PER LA QUALITA DI
WE HEREBY CERTIFY THAT THE QUALITY MANAGEMENT SYSTEM OPERATED BY

KIMA S.R.L.

UNITA OPERATIVE / OPERATIVE UNITS

Via Leonardo Da Vinci, 22 - Zona Industriale Tognana - 35028 Piove di Sacco (PD)
Italia

£ CONFORME ALLA NORMA / (S IN COMPLIANCE WITH THE STANDARD

UNI EN ISO 9001:2015

Sistema di Gestione per la Qualita / Quality Management System

PER LE SEGUENTI ATTIVITA / FOR THE FOLLOWING ACTIVITIES

EA: 29

Commercializzazione di prodotti del Gruppo: kit diagnostici,
terreni di coltura per microbiologia, articoli in plastica per laboratorio analisi,
provette con vuoto predeterminato e aghi sterili.

Trading of the products of the Group: diagnostic kits, culture media for microbiology,
plastic disposable labware, test tubes with predetermined vacuum and sterife needles.

Riferirsi alla documentazione del Sistema di Gestione per fa Qualita aziendale per 'applicabllita del requisiti della norma di riferimenta.
Refer to the documentation of the Quality Management System for details of application to reference standard requirements.
II presente certificato & soggetto al rispetto del documento ICIM “Regolamento per la certificazione dei sistemi di gestione” ¢ al relativa Schema specifico.
The use and Ihe validily of his ceriificate shall salisfy the requirements of the ICIM document "Rules for the certification of company management systems” and specific Scheme.
Per informazioni puntuali e aggiornate circa eventuali variazioni intervenute nello stato della certificazione di cui al presente ceriificato,
si prega di contattare il n° telefonico +39 02 725341 o indirizzo e-mail info@icim.it
For timely and updated information about any changes in the certffication status referred fo in this certificate,
please confact the number +33 02 725341 or email address info@icim.it.

Data emissione Emissione corrente Data di scadenza
First issue Current issue Expiring date
18/01/2007 18/01/2019 17/01/2022

™\
\
/
\

ICIMS.p.A.
Piazza Don Enrico Mapelli, 75} 20099 Sesto San Giovanni (MI)

wiwwg icim. it

FEDERAZIONE

CIsQ

ACCREDIA %,

=

ml L'ENTE ITALIANO DI ACCREDITAMENTO

o i

EI www.cisg.com

g SGQ N°004A CISQ & la Federazione Italiana di Organismi di

3 Certificazlone del sistemi di gestione aziendale.

o Membro degli Accordi di Mutuo Riconoscimente EA, IAF e ILAC CISQ is the Italian Federation of management
system Certification Bodies.

Signatory of EA, IAF and ILAC Mutual Recognition Agreements
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THE INTERNATIONAL CERTIFICATION NETWORK

CERTIFICATE

CISQ/ICIM SPA has issued an |IQNet recognized certificate that the organization:

KIMA S.r.l.
Via Leonardo Da Vinci, 22 - Zona Industriale Tognhana - 1-35028 Piove di Sacco (PD)

has implemented and maintains a

Quality Management System

for the following scope:

Trading of the products of the Group: diagnostic kits, culture media for microbiology,
plastic disposable labware, test tubes with predetermined vacuum and sterile needles.

which fulfils the requirements of the following standard:

ISO 13485:2016

Issued on: 2019-01-18
First issued on: 2007-01-18
Expires on: 2022-01-17

This attestation is directly linked to the IQNet Partner’s original
cettificate and shall not be used as a stand-alone document.

Registration Number: 1T-70247

~ EaNet — -
Net” gl cisq P ZrerZan

Alex Stoichitoiu Ing. Claudio Provetti
President of IQNET President of CISQ

IQNet Partners*:
AENOR Spain AFNOR Certification France APCER Portugal CCC Cyprus CISQ lialy

CQC China CQM China CQS Czech Republic Cro Cert Croatia DQS Holding GmbH Germany FCAV Brazil
FONDONORMA Fenezuela ICONTEC Colombia Inspecta Sertifiointi Oy Firdand INTECO Costa Rica

IRAM Argentina JQA Japan KFQ Korea MIRTEC Greece MSZT Hungary Nemko AS Norway NSAI Ireland

NYCE-SIGE México PCBC Poland Quality Austria Austria RR Russia SII Israel SIQ Slovenia
SIRIM QAS International Malaysia SQS Switzerland SRAC Romania TEST St Petersburg Russsia TSE Turkey YUQS Serbia

IQNet is represented in the USA by: AFNOR Certification, CISQ, DQS Holding GmbH and NSAI Inc.

THE IMTCRSTIONAL CERTIRCATIN b

* The list of IQNet partners is valid at the time of issue of this certificate. Updated information is available under www.ignet-certification.com



bsi.
Certificate of Registration

QUALITY MANAGEMENT SYSTEM - ISO 13485:2016 & EN ISO 13485:2016

)

By Royal Charter

This is to certify that: Helena Laboratories (UK) Ltd
trading as Helena Biosciences Europe
Queensway South
Team Valley Trading Estate
Gateshead
Tyne and Wear
NE11 0SD
United Kingdom

Holds Certificate Number: MD 69326

and operates a Quality Management System which complies with the requirements of ISO 13485:2016 & EN ISO
13485:2016 for the following scope:

The design, manufacture, supply, servicing and repair of in-vitro diagnostic devices, molecular
biology products, immunochemistry products and medical laboratory equipment and
consumables.

S M Sra

Stewart Brain, Head of Compliance & Risk - Medical Devices

For and on behalf of BSI:

Original Registration Date: 2002-10-25 Effective Date: 2018-04-14
Latest Revision Date: 2018-11-28 Expiry Date: 2021-04-13
@ Page: 1 of 2
UKAS . o
..making excellence a habit:

003

This certificate was issued electronically and remains the property of BSI and is bound by the conditions of contract.
An electronic certificate can be authenticated online.
Printed copies can be validated at www.bsigroup.com/ClientDirectory

Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP. Tel: + 44 345 080 9000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.
A Member of the BSI Group of Companies.


https://pgplus.bsigroup.com/CertificateValidation/CertificateValidator.aspx?CertificateNumber=MD+69326&ReIssueDate=28%2f11%2f2018&Template=uk

Certificate No: MD 69326

Location

Registered Activities

Helena Laboratories (UK) Ltd

trading as Helena Biosciences Europe
Sunderland Enterprise Park

Colima Avenue

Sunderland

SR5 3XB

United Kingdom

The design, manufacture, supply, servicing and repair of
in-vitro diagnostic devices, molecular biology products,
immunochemistry products and medical laboratory equipment
and consumables.

Helena Laboratories (UK) Ltd

trading as Helena Biosciences Europe
Queensway South

Team Valley Trading Estate
Gateshead

Tyne and Wear

NE11 0SD

United Kingdom

Original Registration Date: 2002-10-25

Latest Revision Date: 2018-11-28

The design, manufacture, supply, servicing and repair of
in-vitro diagnostic devices, molecular biology products,
immunochemistry products and medical laboratory equipment
and consumables.

Effective Date: 2018-04-14
Expiry Date: 2021-04-13

Page: 2 of 2

This certificate was issued electronically and remains the property of BSI and is bound by the conditions of contract.

An electronic certificate can be authenticated online.
Printed copies can be validated at www.bsigroup.com/ClientDirectory

Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP. Tel: + 44 345 080 9000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.

A Member of the BSI Group of Companies.


https://pgplus.bsigroup.com/CertificateValidation/CertificateValidator.aspx?CertificateNumber=MD+69326&ReIssueDate=28%2f11%2f2018&Template=uk

DEJIEPAIIEHOE ATEHTCTBO
~TI0 TEXHWYECKOMY PEI'VJIMPOBAHHIO U METPOJIOTHH
~ CUCTEMA JOBPOBOJ/IbHOM CEPTHOHKAIMM I'OCT P
«EAC AUDIT» =
PETHCTPAITMOHHBIN HOMEP POCC RU.32028.04EACI
OPIAH I10 CEPTHOHKAIIAN 000 «TOPTECT»
PECMCTPALIMOHHBI HOMEP POCC RU.32028
HH 7717616798 OTPH 1087746489060
HOpumnueckuii anpec: 109028, Poccus, . Mockea, Cepe6paunqccxaa HabepexHasd, 1. 27,

AUDIT atax 4, noM. 1, kom. 17
Tenedon: 8 (800) 1000-730, e-mail: info@eacaudit.ru

wis  CEPTUDUKAT COOTBETCTBUSA

Perucrpanuonnsiii Homep Ne 04EAC1.CM.00813

O611ecTBO ¢ OrpaHHYEHHOM 0TBETCTBEHHOCThI0 «MuuuMen»

(HAHMEHOBAHNE MHLA)

241520, Poccusi, Bpsinckas o61acts, Bpsanckui paiion, c. Cynonero, yi. llocceiinasn, 1.17A
(fopuiueckuit anpec Txua)

241520, Poccusi, Bpauckas obiaacTh, bpsaHckHA#A paiion, ¢. Cynoneso, ya. Iﬂoécéﬁﬁan, a.17A

(dbaxruyeckuii agpec nuua)

HWHH: 3234007127 OI'PH: 1023202138332

HACTOSIIAN CEPTU®UKAT YIOCTOBEPSIET COOTBETCTBHE

CHCTEMBI MeEHEe[:KMeHTa KadecTBa HM3JeJHii MegHmHHCKHX OfliecTBa ¢ OrPpaHHYEHHOH OTBETCTBEHHOCTBHIO
«MunaMen» TpeGopammsm TOCT ISO 13485-2017 (ISO 13485:2016) «Hsnenns memumunckHe. CHCTeMbI
MeHeKMeHTa KadecTsa, CHeTeMHbIe TpeGoBanus IR UeJieil peryIHpoBanus» npuMenuTeabao K Ilipon3soactso
JabopaTopHoil TOCYAbl, METHUHHCKHX W3XeJuil, MPHGOPOR M NPHHALIEKHOCTEH, KpacHTe/eil, pearcHToB H
Ha60pOB peareHToB AIs in-Vitro AHATHOCTHKH

Jara perucrpamnn: 19-03-2019

Cpox nefictus no: 18-03-2022

PyKOBOIHTENE OPrana e

10 cepTHHUKANHH:

B_. H. loronnu

(noanHes)

%“Zzé// E. JI. Kyp6atosa

(moanucs)

HACTORLLMA CEPTUOUKAT 0BA3bIBAET OPTAHU3ALLMIO NOJJEPWUBATH COCTOSHME BLIMOTHAEMBIX PAGOT B.COOTBETCTBUM C
BbIWEYKA3AHHBIMW CTAHLAPTAMM, 4TO BYET HAXOIMTBCA MOJ KOHTPONIEM OPTAHATIO CEPTUOUKALIUA CUCTEMBI
[0BPOBOJIbHON CEPTUOKKALLMM "EAC AUDIT" U NOJATBEPXJATLCA NPU NPOX0X AEHWM EXXEr0AHOT0 UHCMEKLLMOHHOTO KOHTPOJIA
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