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CERTIFICADO DE EXAMEN CE DE DISENO
de acuerdo con el Anexo IV, punto 4, de la Directiva 98/79/CLE
EC DESIGN-EXAMINATION CERTIFICATE
in accordance with Annex 1V, Section 4, Directive 98/79/EC

PRORROGA/EXTENSION - Fecha inicial/ Initial dute: 04/12/2008
Fecha de altima prorroga/ Lust extension dare: 27/11/2013

Certificado n®/Certificate no Fecha de validez/Date of validity ON n*/NB no ]
2008 12 0588 ED Desde/From 19/11/2018  Hasta/To 18/11/2023 0318

A favor de /In favour of:
Fabricante/Manufucturer:

Nombre/Name: DIA. Pro Diagnostic Bioprobes S.r.l.
Direccion/Address: Via G. Carduccei, 27 -20099- Sesto San Giovanni — Milano (Ltaly).
Representante autorizado ante la UE/Authorized EU representative:

Nombre/Nume: Idem Direccion/Address: ldem

Para el producto/For the product:

Categoria/Category: Productos Sanitarios para Diagnostico “In Vitro™ / In Vitro Diagnostic Medizal Devieos }
Grupo genérico/Generic group: Diagnéstico de enfermedades infecciosas / Divgnostic of infetious diseases ‘
Tipo/Type: Especificados en Anexos de este Certilicado/Specified in Annexes 1o this Cortificate.

Elaborado en/In the fucilities:

Dia. Pro Diagnostic Bioprobes S.r.L
Via G. Carducci, 27 -20099- Sesto San Giovanni — Milano_(Italy).

Este certificado debe ir acompariado por el certificado CLE de Sistema de Garantia de Calidad Total N
2003 12 0388 CT/ This certificate must be accompanicd by the EC Full Quality Assurance Svsten
Certificate N° 2003 12 0388 CT.

Este certificado es consecuencia de la evaluacion de la documentacion téenica del diseno contenida en ¢l
expediente N 2003 05 0240, y garantiza que ¢l diseno de los productes descritos cumple Tos requisitos de
la Directiva’ This certificate is issued on the assessment of the design documentation contained in dissic:
NY2003 05 0240, and guaranices that the design of the described products tudtil the regeiremenis o 0
Directive.

I\/Iadrid~, 19 de noviembre de 2018
DIRECTORA DE LA AGENCIA ESPANOLA DE MEDICAMENTIOS Y PRODUCTOS SANITARIOS
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Fdo. M? Jesus Lamas Diaz

Firmado digitalmente por: Agencia Espafiola de Medicamentos y Producios Sanitarios Localizader: PELLIZEBAAYS
Fecha de la firma: 19/11/2018

Puede comprobar la autenticidad del documento en la aplicacion Localizador de la Web de 1a AEMPS
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CERTIFICADO DE EXAMEN CE DE DISENO
de acuerdo con el Anexo 1V, punto 4, de la Directiva 98/79/CE

EC DESIGN-EXAMINATION CERTIFICATE
in accordance with Annex 1V, Section 4, Directive 98/79/EC

PRORROGA/EXTENSION — Fecha inicial/ Initial dute: 04/12/2008
Fecha de dltima prorroga/ Last extension date: 27/11/2013

Certificado n°/Certificate no Fecha de validez/Date of validity ON n"/NB no

2008 12 0588 ED Desde/From 19/11/2018 Hasta/To 18/11/2023 0318

A favor de/ln favour of:

Fabricante/Manufucturer:

Nombre/Name: Dia. Pro Diagnostic Bioprobes S.r.l.

Direccion/Address: Via G. Carducci, 27 -20099- Sesto San Giovanni — Nilano (Italy).
Representante autorizado ante la UE/Authorized EU representative:

Nombre/Name: Idem Dircccion/Address: Idem

Tipo de producto / Device npe: Reactivos y productos reactivos, calibradores y materiales de control
para el diagnéstico de enfermedades infecciosas / Reagents, and reagent products, calilvators and control
materials for diagnostic of human infectious diseuses.
Clasificacion/Clussification: Lista A, Anexo W/ List A, Annex 11
Reactivos y productos reactivos para la determinacion, confirmacion y cuantificacion en mucestras
humanas de marcadores de infeccion por Hepatitis B, mediante téenicas de Inmunoabsorcion
enzimatica (ELISA)/ Reagents and reactive products for the determination, confirmation and quantificarion
in human specimens of markers of Hepatitis B infection, hy Enzyme-linked immumaosorhont assav (5115
[NANDO: 1VD 0203]

HBs Ag one Version ULTRA ELISA cualitativo / ELISA qualitative

- SAGIULTRA.CE (192 tests)

- SAGIULTRA.CE.96 (96 tests)

- SAGIULTRA.CE.480 (480 tests)

- SAGIULTRA.CE.960 (960 tests)

- SAGIULTRA.CE.DB (192 tests - for Dia.Blood application)

Este certificado ampara todas las marcas de estos productos inciuidas por ¢l fabricante ¢n su
declaracion de conformidad. / This certificare covers all tradeniarks of these products neluded Py
manifacturer in his declaraiion of conformity,

I\/Iadrid~, 19 de noviembre de 2018
DIRECTORA DE LA AGENCIA ESPANOLA DE MEDICAMENTOS Y PRODUCTOS SANITARIOS
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Fdo. M@ Jesus Lamas Diaz

Firmado cigitalmente por: Agencia Espariole de Medicamentos y Productos Sanitarios Localizador P6LLIBAAT
Fecna de lafirma: 19/11/2018

Puede comprobar la autenticidad del documento en la ap icacion Localizador de 1a Web de la AEMPS
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y LORNEL

/ LABORATORIES

DECLARATION OF CONFORMITY

PRODUCT IDENTIFICATION

Product name Catalogue number |
RPR Carbon kit 044150A \
044500A _}
MANUFACTURER
Name Lorne Laboratories
Address Unit 1 Cutbush Park Industrial Estate
Danehiil
Lower Earley
Berks, RG6 4UT
Country United Kingdom

MEANS OF CONFORMITY

| hereby declare that the products listed above comply with the essentizl
requirements and provisions of Directive 98/79/EC of the European
Parliament and of the Council (also Sl 2002 No.618 which transposes the
requirements of Directive 98/79/EC).

This declaration is valid from 17 May 2015.

=

Eddy Velthuis
Technical Director

UL

4'44 ‘\

Fiie No A12731
iSO 13485 2007 180 9001 2008

Lorne Laboratories Limited 1 Tel +A44 {0 11H G20 208w
i
Unit 1 Cutbush Park Industrial Esiate ? Fexosdd (00 110 330 05

Danehill, Lower Earley | Ernailiinfoiiiorrolabn con

Berksnire RGEALT United kingdom ! waw.lornelabs.com

St e Ll e b Wt



Declaration of Conformity helen

b

I
Biosciences Europe |

I

1

|

|

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

In Application of the Council Directive 98/79/EC on the approximztion 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 Anne» Il Lists
A or B. Access to the appropriate technical files will be made availabl> to the
appropriate body in the event this is required.

Product Description GMDN
Code Classificaticn Code
5267L Thromboplastin L 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
. Vi
Signed: é& dg e Date: 06 Aug 2015
7% L —~
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 0E€D,

www.helena-biosciences.com United Kingdom

i




Declaration of Conformity helena

Jivo vy

HL-7-0511DC DOI 2015/08 (4)

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

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

Product Description GMDN
Code Classificaticn Code
5376 Clauss Fibrinogen 100 55997

[, 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: . Date: 12 Aug 2015
(i . —~
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 NE110SD.

www.helena-biosciences.com United Kingdom




-

Declaration of Conformity elena

B
\

HL-7-0135DC DOI 2015/07 (7)

In Application of the Council Directive 98/79/EC on the approximition 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 lll (EC Declaration of Conformity) impcsed by
sections 2 to 5. The below listed products are not classified under Anne:c 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 Classificaticn Code
5183 Routine Control SA 30590

|, 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

4 /
Signed: Z&/M/C Date: 28 Jul 2015

Tel +44 (0)191 482 8440 Helena Biosciences Europe
Fax +44 (0)191 482 8442 Queensway South, Team Valley Trad ng Estate,
info@helena-biosciences.com Gateshead, Tyne and Wear, NE11 08D,

www.helena-biosciences.com United Kingdom



Declaration of Conformity

HL-7-0138DC DOI 2015/07 (7)

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) impcsed by
sections 2 to 5. The below listed products are not classified under Anne: Il Lists
A or B. Access to the appropriate technical files will be made availablz to the
appropriate body in the event this is required.

Product Description GMDN
Code Classificaticn Code
5187 Routine Control A 30590

|, 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
, s , }
Signed: é[ﬂ ( Date: 28 Jul 2015
// "~ /\
Tel +44 (0)191 482 8440 Helena Biosciences Europe
Fax +44 (0)191 482 8442 Queensway South, Team Valley Trad ng Estate,
info@helena-biosciences.com Gateshead, Tyne and Wear, NE11 0ED,

www.helena-biosciences.com United Kingdom



Declaration of Conformity

HL-7-0137DC DOI 2015/07 (7)

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

Declaration of conformance to applicable sections of Annex | - Essential
Regquirements and Annex lll (EC Declaration of Conformity) impcsed 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

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

Full Name:  M.J. Stephenson Title: Managing Director
, . i .
Signed: é[/] ¢ Date: 28 Jul 2015
/ - —~—
Tel +44 (0)191 482 8440 Helena Biosciences Europe
Fax +44 (0)191 482 8442 Queensway South, Teamn Valley Trad ng Estate.
info@helena-biosciences.com Gateshead, Tync and Wear, NE11 0SE,

www.helena-biosciences.com United Kingdom



i'

Declaration of Conformity elena

|

HL-7- 0840DC DOI 2015/07 (1)

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) impcsed by
sections 2 to 5. The below listed products are not classified under Anne:< Il Lists
A or B. Access to the appropriate technical files will be made availablz to the
appropriate body in the event this is required.

Product Description GMDN
Code Classificaticn Code
5504R Calibration Flasma 55995

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(/] Jj /(% Date: 30 Jul 2015
o« ~
Tel +44 (0)191 482 8440 Helena Biosciences Europe
Fax +44 (0)191 482 8442 Queensway South, Team Valley Trad ng Estate.
info@helena-biosciences.com Gateshead, Tyne and Wear, NE11 0€ 0,

www.helena-biosciences.com United Kingdom
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WEAEPAN

PEMUCTPALIMOHHOE YAOCTOBEPEHHE

HA MEAUUMHCKOE USAEJIHE
o1 07 aexabps 2015 roaa No ®CP2011/11336

Ha MeunuHeKoe W35eme
Kpacirrean - QHRCATOP Y03HH METILICHOBDII cuunit o Maii- pronnainiy
(MuuuMex-M-T") nio TY 9398-004-29508133-2011

Hacrosiee perncTpalionioe Y10CTOBCPCHHC BLLIAHO

Ofwecrso ¢ OrpaHHUCHBON OTBETCTBLCHHOTTLIO "Munhtea”

(000 "Muundlea"), Pocens,

241520, Bpsiickas o6:aacts, bpsucxuii paiion, ¢, Cynoneno, yon Hlocceitnas , 1. 1TA

[Tpouzsoaurtens

O6urecTBo ¢ OrPALYCIIHOI OTBCTCTBCHIOCTLIO " MunnMea”

(000 " MuuuMea''), Poceus,

241320, Bpsutewas obaacen, bpauckuii paiion, ¢ Cynoneno, y.i. Hocceinas, ;1 17A

MeeTo npou3BOCTE MEARIMHCKOIO H3CTHA
241520, Bpsineras obaacrs. bpunewnii patton, ¢. Cynoneso, nep. Koscomoliberitii,
& 7, wopu. 2-a

Hosep peructpaiiionnoro gocke Ne PIL-9272/5 1850 o 18. 112015
By seamunnexoro i 170510
Kiiace noTeHUHAILHOID PHCK HPHMCHCHHA MCTUHTUHCROTO H3ILCTHA 3

Ko O81wepoceHiicKoro KIceHpuKaTopa NPOYKILH LIS METHIHHCROTO M3 Aen i 93 9816

npurazom Pocsapasiizopa o1 07 jgekadps 2015 roaa Ne 91147
AouyiteHo Kk odpawcnino wu reppuropis Poccifickoit deepaiuni.

77 Pyrosomrean deiepainioii caymdnl ;
. 110 H330PY B chepe 31 pasooXpacnis ‘ it o NLAL VMypamko




PETHCTPALUHMOHHOE YAOCTOBEPEHHE

HAMEAUUHMHCROE U3AEJIME
o1 07 aexabps 2015 rona Ne @CP 2011/11306

Ha MeAHIMHCKOC H3e/Iue
Kpacurean A3yp-2031n 10 POMAoBCROMY (MuanuMe1-P)
no TY 9398-003-29508133-2011

HacTosimee perteTpalioOHHOC YI0CTOBCPCHNE BELLIHO
Q06mecTRO ¢ OFPAHHUCHIOIT OTBCTCTBCINOCTLIO "MunuMen"
(000 "MuunMex''), Poccun,

241520, Bpauncras obaacrs, bpsucknii paitor, ¢ Cynoueso, y.1. Hlocecetnas, 1. 17A

Tpoissoayrene
O6utecTso ¢ OrpaUICHION OTBCTCTRCHHOCTLIO "MunnMeg"

(000 "Munudler'), Pocens,
241520, Bpsinexas odaacrs, bpanexnit paiion, ¢. Cynoneso, y.1. Ioceeiinas, . 17A

MECTO NPOHIBOACTBA MCIHIIHCKOTO HICANS
241520, Bpsuekas o6aacrs. Bpsinexunii paiion, ¢ Cynoneso, nep. Koymcomo: peruil,
A. 7, kopr. 2-a

HoMep perucTPalitoHHOTO A0cke N P/1-9275/51846 or 18.11.2015

B MespunHckoro isaenis 232730

Knace noreHpailbyoro PHCKE HPHMEHCHHA NMEUHLTTHCKOIO B3 13 3

Ko O6mepoceiickoro KAaccHPRRKATOPa NPOLYKIU AT ME BHLTHCRGTO wadeoans 93 9516

npukasos Pocyipasnasopa o1 07 qekadps 2013 roga Ne 911 1/
ACHYUICHO K 00putieingio ia reppiropin Poceuiicxoil dejrepiiut,
Pyxopourreas Deepaibioil caymon

no HAA30PY B chepe 3APABOOXpANCHET M.AL Mypamko
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CHCTEMA CEPTHOHRATM
GDLARPANLHOE ATEHTCTBO HO TEXHHUECKOMY PEIY THPORAINNO B
METPOJOGEIHH

CHCTEMA JLOBPOBOUILHON CEPTHOHKAILN
COME CTAHIAPT
Per. N POCC RUSIOOGUDORKION

Opran o cepradusainmn:
PRI N SV STANDARTRLILO00S
QORCCTED © QUPAtHURHHOT OTBCTUVECHIOUTHIO
CEIRIVIAROULHT LHTE CEXTHOH KA
Aopect 190020, v, Canwr-Tlerep@epr, nad, Oporuore a0 18, kopine Toohiw
v #7812y 438-70-71

HOAMHUOCTH b cepTadgurara upopepsitic ¢

7

standartreiso-smk

ceCtpe Ha caltre hupy7wwi o sk

CEPTHOUKAT COOTBLETCTBHA
Ne STRUGH0LMOGI3380

O0uIeeTHY ¢ OrpaB i Ietiol 0 rBCICTBCHROCTLIO «Avai-Mear

kY P R N Y1 N N PRTT . : i §
Ao PO 00 Movusa, s Toannan, 206, su00 2

Jlarmaooaan 2000 2008 ¢ Cpon auiiciepg o 26,0

Hucvounuil ceprminat yaociosepses:

dURNE L ST AT

O R ) A AT ST SP T s R OOV e A

FOMep s N i

COOTBETCTBY 8T IPELOBAHIAMN JOCT ISO 134832007 (FN IS0 LA85:2000 )
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000 "ATAT-MEJQ"
105173, Mockna, ya. [NiusHag 6-12
MHOLUOKAHATBHETH /(. 777-41-92
darc/usr, (495)741-25-19;
/. (499)780-97-48/84.
B-mail: agar@agat.ru, http/iwvww.agat.ru

IMACIIOPT

Habop pearcnros Ui onpegeseEHs reMorinobuna b kpoby
re&llﬂ'.‘lOﬁHHu"HH HARGIN METOIONM
«Cearonraobun-ACAT»
{600 orep. x 5 M)

17/960918 Jata Bunyckd 09.2018 Toaey 1w 10,2020

Ceprs
KouuwecTeo 1860P0B B CEPHH 50000

Xapawrepuerika n nopsa no | Peiyunrartul an ulnia

HanMeBoBAHHC Moku3a1eas
TY 9398-280-f 1498242-00

1
i

1, Bremnnit Bun )

1.1. Tpascgapmupyionit pearexr 110pOILIOK KETIO-OPAHIKCBOTO Cumech Oeunsh |
LBETA MK CMECEL DCIRIX H OpUHIKeHsIX KPHC 281108
! OPALKCBLIX KPUCTAINOHR |
1.2 AueTonnMarksIpun bBecnsetras upospadnas Becusernun npospasna’
HHAKOCTD KHIAKOCTE i
1.3 KaTuSpoBouHkii puciiop reMormobusd [Tpo3payvHad HAAROUTh OV Hpo3paHad AuARaCHs
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Certificate

The Certification Body of
TUV Rheinland LGA Products GmbH

hereby certifies that the organization

KABE LABORTECHNIK GmbH
Jagerhofstr. 17
51588 Niimbrecht
Deutschland

has established and applies a quality management system for medical devices
for the following scope:

Design and development, production and distribution of
in vitro diagnostic devices and consumption materials
for sample withdrawal, preparation and storage
as well as single-use medical devices

Proof has been furnished that the requirements specified in
EN ISO 13485:2016

are fulfilled. The gquality management system is subject to yearly surveillance

Effective Date: 2018-10-16
Certificate Registration No.: $X 60133221 0001
An audit was performed. Repor: No.: 21234760 009

This Certificate is valid until: 2021-10-15
Certification Body

- . Deutsche '?
Akkredmuungsstclle o

e

Date 2018-10-12

Dipl.-Ing. 1. Munkle-

TUV Rheinland LGA Products GmbH - TillystraBe 2 - 90431 Niirnberg

Tei: +49 221 508-1371 Fax; +49 221 806-3¢35 e-malcert-validiy@ce.tuv com nttp/iwaw tuv comisafety




EG-KONFORMITATSERKLARUNG - EC DECLARATION OF CONFORMITY

KABE LABORTECHNIK GinbH
Name und Adresse des Herstellers*/Handlers**: Jéagerhofstralle 17
Name and address of the manufacturer*/distributor**: 51588 Niimbrecht-Elsenroth
Deutschland / Germany

Wir erkldren in alleiniger Verantwortung® bzw. aufgrund der uns vom Hersteiler vorliegenden Informationen™,
dass die In-Vitro-Diagnostika der Produktgruppe /

We declare under our scle responsibility* respectively according to the information of the manufactc rer*”

that the in-vitro-diagnostica of product group

kapillare Blutentnahmesysteme capillary blood collection systeris

« Kapillarblutentnahmesystem (GK)* « capillary blood collection sys:em [GK)*

« kapillare Probenbehiltnisse aus Kunststoff* « capillary sample containers made of plastic’
« Blutgaskapillaren {BK) « blood gas capillaries (BK)
+ H&amatokritkapillaren (HK) - haematocrit capiilaries (HK)
+ end-to-end Kapillarer (EK) « end-to-end capillaries (EK)

» kapillare Probenbehiéltnisse aus Glas** . capillary sample containers made of glass™*
« Blutgaskapillaren (BK) « blood gas capillaries (BK)
« Hamatokritkapillaren (HK) « haematocrit capillaries (HK)
« end-to-end Kapillaren (EK) - end-to-end capillaries (EK)
o Mikro-Kapillar-Pipetten mit Ringmarke (RM) » micro-capliliary pipettes with ring mark (RM)

der Klasse / of class Andere IVD-Produkte
a Other IVD-devices
den einschlagigen Bestimmungen der IVD-Richtlinie 98/79/EG und deren Umsctzungen in nationale Gesclze
entspricht. Die Konformitatserklarung gilt fir die durch die KABE LABORTECHNIK GmbH freigegetenen Chargen.

meets the provisions of the directive 98/79/EC and its transpositions in national laws which apply ty it. Thvs declarat on
is valid for the batches released by KABE LABORTECHNIK GmbH.

Konformitdtsbewertungsverfehren: Richtlinie 98/73/EG Anhang llI
Conformity assessment procedure: Directive 98/79/EC Annex [l

KABE LABORTECHNIK Gmot
Jagerhofstralie 17
N-51588 Humbtrechl-Eisenroth
W e4G (D) 2203 1 8GR

Nlimbrecht-Elsenroth, 26.07.2018

Andre Kolpe, Géschaftsfuhrer / Managing cirector

Konfarmitaetserklaerung_IVD_PG2B.doc



ITALCERT

CERTIFICATO N° 5055GQ04

CERTIFICATE N® 5055GQ04

Si certifica che |l
his is to certify that

Sistema di Gestione per la Qualita

Quuility Management System

messo in atto da

implemented by

APTACA S.p.A.
Via Monte Bianco, 4 = |T 20900 MONZA (MB)

nella Sece Operativa di
Operative Uit

Regione Monforte, 30 — IT 14053 CANELLI (AT)

e conforme alla norma

(5 in compliarce it the stardard

UNI EN ISO 9001-2015 (1ISO 9001-2015)

per i sequenti Processi
concerning e foliowng ks 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 laboratori ci analisi.
Commercializzazione di dispositivi medici e diegnostici in vitro.

Commercializzazione di articoli da laboratorio
Management of the manulacturing and placing on the market of sterile tampons for sampling of biclogical speciven: i
natural orifice and in surgical field. Design and manufacturing of diagnosiic medical devices [or loboratorics
of analysis. Marketing of medical and diagnostic devices in vitro. Marketing of faboratory aricles.

VIGUIC ROl

I presente Certificato & soggetto al rispetto delle cond

his Certilicate siili s e e 21 N

In caso di discorcanza tra le lingue utilizz
el

i cases of discrepuie Venveen (he Laog ies e e e (i atea 2f e oo e pivac ' i
LAMMINISTRATORE DELEGATO
PAANAGING DIRECTOR
! r’; r- } [
K " w"\ Ak \x*,-«wfx’\,‘

Dr. Ing. Roberto Cusolito
Data di Prima Emissione Data di Prirna Emissione ITALCERT Data di Moddifica Data di S
First fssue Date st Bssue Date ITALCERT Modified Dote foapnreie

1998-07-23 2011-10-30 20191106 PIOPIE R

Settore IAF 14 - 29

S.gratory of €A, TAF and ILA

ITALCERT Srl. | Viale Sarca, 336 — 20126 Milano (M) | tel. +39 0266104876 | fax. +39 0266101479 | www.itaicert it | italcartsri@legalmail




ITALCERT

CERTIFICATO N° 505DM06

CERTIFICATE N° 505DM06

Si certifica che il

this is to coriify that
Sistema di Gestione per la Qualita
Quality Maragement System

messo in atto da

implemented by

APTACA S.p.A.

Via Monte Bianco, 4 - IT 20900 MONZA (ME)

nella Sede Operativa di

Operagve Unit

Regione Monforte, 30 — IT 14053 CANELLI (AT)

e conforme alla hnorma

is i compitance with the standard

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

per i seguentt Process

concermg the flinvang kinds of Proresces

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 labore tori di analisi.
Commercializzazione di dispositivi medici e ciagnostici in vitro.

Management of manufacturing and placing on the market of sterife tampons for sarnpling of bioiogical specimens i v

orifice and in surgical field. Design and manufacturing of diagnostic medical devices for cnaly i laboraterion
Marketing of medical and diagnostic devices in vitro.

I presente Certificato ¢ soggetto al rispetto delle condizioni stablite da- Regoiame
Phes Cert fieate stll satety the requresions viiebu >

in caso di discordanza tra ie lingue utilizzate nella traduzione del contenato ¢ e cerificato fare rlermrerte alle B gua e ans

TR
[ PN TR IO

D cases of ditrapa oy Betveen 10 DT il (i i

LUAMMINISTRATORE DELEGATO

FAANAGING DIRECTOR

\ J\,w& : O‘"’l\ =

Dr. Ing. Roberto Cusolito

Data di Prima Emissione Data di Prima tmissione ITALCERT Data di Modiifica
Fast Issue Date Fuoestssae Dale (TALCERT Mlodified Do
20067-10-30 20M-10-30 2019-11-06

ACCREDIA

LEMTE STAUANG DEACCREDITAMENTO

SGE N 0234

Menbre degit Accurai di Murue Filienosgane LL L IAF B AT
Signatoiy ol EA, I&F and 1AC il Pe cogn Agreements

ITALCERT S, | Viale Sarca, 336 - 20126 Milano (M) | tel. +39 0266104876 | fax. +39 0266101479 | www.italcertit | ital sertsri@legalmat’ it
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CERTIFICATO n. 4264/4
CERTIFICATE No.

S1 CERTIFICA CHE IL SISTERIA DI GESTIONE PER LA QUALITA DI
WE HEREBY CERTIFY THAT THE QUALITY MANAGEMENT SYSTEM OPERATED BY

GRUPPO VACUTEST KIMA

Sede / Head Office
Via delfIndustria, 12 — 35020 Arzergrande (PD) - ltalia
Unita Operative / Operative Units
MEUS S.r.l. - Via Leonardo da Vinci, 24B — 26 — 28 — Zona Industriale Tognana — 35028 Piove di Sacco (PD) - ltalia
MEUS S.r.l. - Via dellIndustria, 2 - 16 — 35020 Arzergrande {PD) - Italia
ROLL S.R.L. - Via Leonardo Da Vinci, 24A — Zona Industriale Tognana — 35028 Piove di Sacco (PD) - Italia
KIMA S.R.L. - Via Leonardo da Vinci, 22 ~ Zona Industriale Tognana — 35028 Piove di Sacco (PD) - ltalia
VACUTEST KIMA S.r.l. - Via dell'industria, 12 ~ 35020 Arzergrande (PD) — Italia
VACUTEST KIMA S.r.l. via L. Da vinci, 22 Zona Industriale Tognana — 35028 P.ove di Sacco |PD) - ltalia

E CONFORME ALLA NORMA /1S IN COMPLIANCE WITH THE STANDARD

UNI EN ISO 9001:2015

Sistema di Gesticne per la Qualiia i Quality Managsiment System
PER LE SEGUENTIATTIVITA ! FOR THE FCLLOWING ACTIVITIES
EA: 14 - 29

Progettazione e produzione di provette con vuoto predeerminato ad uso prehievo eratico, hquidi biologict e uring,
Produzione di provette per microprelievi di sangue. Progetiazione e produzione ¢i Holders (camicie) per prelievo sottovuecto.
Progettazione e produzione di kit diagnostici per I'analisi del sangue e dei liquidi biologici. Progettazicne e produzione di
terreni di coltura per microbiologia. Progettazione ¢ produzione di aghi e dispositivi sterli per il prelieve ematico
Commerciaiizzazione di prodotti del Gruppo: kit diagnostici, terreni di coltura per micrabialogia. articoliin plastica per
laboratorio analisi, provette con vuoto predeterminato e aghi sterili. Progettazione e produzione di stampi per artico:d in
plastica per laboratorio analisi. Stampaggio di materie termoplastiche ad iniezione per articoll medicah
Design and production of test tubes with predetermined vacuum for collection of haemalological samples, biological iiquids
and urine samples. Production of test tubes for micro-collection of haematological samples. Design and production of
Holders for vacuum sampling. Design and production of diagnostic kits for blood and biological hquids analysis. Design and
production of culture media for microbiology. Design and production of sterile needles and devices for collection of
haematological samples. Trading of the products of the Group. diagnostic kits, culture media for microbiology, plastic
disposable labware, test tubes with predetermined vacuum and sterile needies. Design and production of mauwlds for plastic
labware. Injection moulding of thermoplastic materials for medical devices.
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CERTIFICATO n.
CERTIFICATE No.

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

GRUPPO VACUTEST KIMA

Sede / Head Office
Via dell Industria, 12 — 35020 Arzergrande (PD) - ltalia
Unita Operative / Operative Units
MEUS S.r.l. - Via Leonardo da Vinci, 24B — 26 — 28 — Zona Industriale Tognana ~ 25028 Piove di Sacco (PD) - ltalia
MEUS S.r.l. - Via dell'lndustria, 2 - 16 — 35020 Arzergrande (PD) - Italia
ROLL S.R.L. - Via Leonardo Da Vinci, 24A — Zona Industriale Tognana — 35028 Piove di Sacco (PD) - itaiia
KIMA S.R.L. - Via Leonardo da Vinci, 22 ~ Zona Incustriale Tegnana — 35028 Piove di Sacco (PD) - ltala
VACUTEST KIMA S.r.l. - Via delfIndustria, 12 — 35020 Arzerarande (PD) — ltala
VACUTEST KIMA S.r.l. via L. Ca vinci, 22 Zona Incustriale Tognana — 35028 Piove di Sacco (PDy - Haha

4265/4

£ CONFORME ALLA NORMA /1S 1N COMPLIANCE WiTH THE STANDARD

} UNI CEl EN ISO 13485:2016

Sistoma di Gestione per la Qualita / Quality Management Sysien

PER LE SESLENTI ATTIVITA / FOR THE FOLLOWING ACTIVIFES
EA: 14 - 29

Progettazione e produzione di provette con vuoto predeterminato ad uso prelievo ematico, liquidi viologici e uring
Produzione di provette per micropretievi di sangue. Pregettazione e produzione di Holders (camicie) per prelievo sottovucto
Progettazione e produzione di kit diagnostici per I'analisi del sangue & dei liquidi biologici. Progettazione e produzione di
terreni di coltura per microbiologia. Progettazione e produzione di aghi e dispasitivi sterili per il prelievo ematico.
Commercizlizzazione di prodotti del Gruppo: kit diagnost ci, terren di coltura per microbiologia, art:coliin plastica per
laboratorio analisi. provette con vuoto preceterminate e aghi steril. Progettazione e produzione di stampi per articaliin
plastica per iaboratorio analisi. Stampaggio di materie termoplastiche ad iniezione per articoli medicali
Design and production of test tubes with predatermined vacuum for collection of haematological sampies, biological iiguias
and uring sampies. Production of test tubes for micro-cofiection of haematological samples. Design and produstion of
Holders for vacuum sampling. Design and production of diagnostic kits for blood and biolagical liquids analysis. Design ard

production of cullure media for microbiclogy Design and production of sterile needles and devices for collection of
haematological samples. Trading of lhe products of the Group: diagnostic kits. cullure maedia for microbiology. plastic
disposable labware, test tubes with predeternined vacuum and sterile needies. Design and producticr: of mouwlds for plastic
tabware. Injection moulding of thermoplastic materials for medical devices
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DNV-GL

MANAGEMENT SYSTEM
CERTIFICATE

Certificate No: Initial certification date:
59878-2009-AQ-MCW-FINAS 20 December 2000

Valid:
21 June 2018 - 31 ALcust 2621

This is to certify that the management system of

THERMO FISHER SCIENTIFIC, JCS

Kubinskaya 73, liter A, build.1, Saint-Petersburg, Russian Federation, 196210

has been found to conform to the Quality Management System standard:

ISO 9001:2015

This certificate is valid for the following scope:
MANUFACTURING OF LIQUID HANDLING PRODUCTS AND SPECIAL

DIAGNOSTIC PLASTICS.

For the issuing office:

DNV GL - Business Assuranca
Trekhprudny per. 9 build. 2, office 406,
Moscow, Russian Federation

Place and date:
Moscow, 21 June 2018

= e L

FINA Serguei Groubine
Management Representative

Foonsl Avorediation Serve

SO0 {ENISOHEC 17021

Lack of fulfilment of conditions as set out in the Certificalion Agreement may render this Certfficate invalid.
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