Agilent

a O C60577/D30375/rev03
EC DECLARATION OF CONFORMITY

Legal Manufacturer: Agilent Technologies Singapore (International) Pte Ltd.
No. 1 Yishun Avenue 7
Singapore, 768923

European Representative: Agilent Technologies Denmark ApS
Produktionsvej 42
DK-2600 Glostrup
Denmark

Manufacturing Site: Agilent Technologies Denmark ApS
Produktionsvej 42
DK-2600 Glostrup

Denmark
Product: Polyclonal Rabbit Anti-Human IgD
Code: A0093
Classiﬁcation: COAnnex Il. List B

® Self-Declaration

Conformity Assessment Route: OJAnnex IV
EAnnex Il
GMDN Code and Product Term: 57312 Total immunoglobulin D (IgD total) IVD, antibody

This declaration of conformity is issued under the sole responsibility of the manufacturer. We herewith declare that the above-
mentioned product meets the provisions of the Directive 98/79/EC of the European Parliament and of the Council of 27 October
1998 on in vitro diagnostic medical devices. All supporting documentation is retained at the premises of the manufacturer.

This declaration is based upon a review that the specific requirements concermning:
1. The preparation of the required technical documentation;

2. The implementation of the specified principles of quality assurance, and;
3. The implementation of a systematic procedure for Post-Market Vigilance and Surveillance;

have been satisfactorily fulfilled and that the product is not intended for self-testing.

List of Harmonised Standards used in full or » ENISO 13485
part: « ENISO 14971

e« ENISO 181131

e ENISO 18113-2

e ENISO 152231

« ENISO 23640

e« ENISO 62366-1
Notified Body: (Applies only for Annex I, List B products)
(EC) Certificate: (Applies only for Annex II, List B products)
Place: Glostrup, Denmark
Signed for and on the behalf of Agilent Technologies Singapore Name: Lars Hansen
(International) Pte Ltd.
Signature: Position: Senior RA Specialist

Date: 2020DECO1
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Agilent

D a ko D32759/rev09

EC DECLARATION OF CONFORMITY

Legal Manufacturer: Agilent Technologies Singapore (International) Pte Ltd.
No. 1 Yishun Avenue 7
Singapore, 768923

European Representative: Agilent Technologies Denmark ApS
Produktionsvej 42
DK-2600 Glostrup
Denmark

Manufacturing site: Agilent Technologies Denmark ApS
Produktionsvej 42
DK-2600 Glostrup
Denmark

Product: Monoclonal Mouse Anti-Human Prostate-Specific Antigen Clone
Code: ER-PR8
MO0750

Classification: =Annex ll, List B

[ Self-Declaration

Conformity Assessment Route: K Annex IV
ClAnnex 1l
GMDN Code and Product Term: 63066 Free (unbound) prostate specific antigen (PSA) IVD, antibody

This declaration of conformity is issued under the sole responsibility of the manufacturer. We herewith declare that the above-
mentioned product meets the provisions of the Directive 98/79/EC of the European Parliament and of the Council of 27 October
1998 on in vitro diagnostic medical devices. All supporting documentation is retained at the premises of the manufacturer.

This declaration is based upon a review that the specific requirements concerning:
1. The preparation of the required technical documentation;

2. The implementation of the specified principles of quality assurance, and;
3. The implementation of a systematic procedure for Post-Market Vigilance and Surveillance;

have been satisfactorily fulfilled and that the product is not intended for self-testing.

« ENISO 13485
« ENISO 14971
» ENISO 18113-2
e ENISO 152231
« ENISO 23640

List of Harmonised Standards used in full or
part:

Notified Body: {(Applies only for Annex Il, List B products)

Polish Centre for Testing and Certification
469 Putawska Street

02-844 Warszawa

Poland

Notified Body no. 1434

(EC) Certificate: (Applies only for Annex Il List B products)
EC Certificate No. 1434-IVDD-130/2022

Place: Glostrup, Denmark

nologies Singapore Name: Yann Caliller

Position: Regulatory Affairs, Manager

Date: 2023MAY25
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Agilent

D a k O D57038/rev03

EC DECLARATION OF CONFORMITY

Legal Manufacturer: Agilent Technologies, Inc.
5301 Stevens Creek Bivd.

Santa Clara, CA 95051
United States

European Representative: Agilent Technologies Denmark ApS
Produktionsvej 42
DK-2600 Glostrup
Denmark

Manufacturing site: AgilentlTeChnologies, Inc.
6392 Via Real
Carpinteria, CA 93013
United States

Product: Monaoclonal Mouse Anti-Human Androgen Receptor, Clone AR441
Code: M3562
Classification: OAnnex I, List B

Self-Declaration

Conformity Assessment Route: UAnnex IV
K Annex Il
GMDN Code and Product Term: 56796 - androgen receptor IVD, antibody

This declaration of conformity is issued under the sole responsibility of the manufacturer. We herewith declare that the above-
mentioned product meets the provisions of the Directive 98/79/EC of the European Parliament and of the Council of 27 October
1998 on in vitro diagnostic medical devices. All supporting documentation is retained at the premises of the manufacturer.,

This declaration is based upon a review that the specific requirements concerning:
1. The preparation of the required technical documentation;

2. The implementation of the specified principles of quality assurance, and;
3. The implementation of a systematic procedure for Post-Market Vigilance and Surveillance;

have been satisfactorily fulfilled and that the product is not intended for self-testing.

List of Harmonised Standards used in full or * ENISO 13485
part: ¢« ENISO 14971

' ¢ ENISO 18113-2

e« ENISO 15223-1

Notified Body: (Applies only for Annex Il, List B products)
(EC) Certificate: (Applies only for Annex II, List B products)
Place: Carpinteria, USA
Signed for a Inc. Name: Joel Weisenberger
Signature:

Position: Manager, Regulatory Affairs

Date:  2020NOV25




Agilent

Dako

C60592/D42644/rev03

EC DECLARATION OF CONFORMITY

Legal Manufacturer:

Agilent Technologies Singapore (International) Pte Ltd.
No. 1 Yishun Avenue 7
Singapore, 768923

European Representative:

Agilent Technologies Denmark ApS
Produktionsvej 42

DK-2600 Glostrup

Denmark

Manufacturing Site:

Agilent Technologies Denmark ApS
Produktionsvej 42

DK-2600 Glostrup
Denmark

Product: Monoclonal Mouse Anti-Human Epithelial Membrane Antigen, Clone
E29

Code: M0613

Classification:

CJAnnex Il, List B
X Self-Declaration

Conformity Assessment Route:

ClAnnex IV
XAnnex Il

GMDN Code and Product Term:

57195 Epithelial membrane antigen (EMA) IVD, antibody

This declaration of conformity is issued under the sole responsibility of the manufacturer. We herewith declare that the above-
mentioned product meets the provisions of the Directive 98/79/EC of the European Parliament and of the Council of 27 October

1998 on in vitro diagnostic medical devices. All supporting documentation is retained at the premises of the manufacturer.

This declaration is based upon a review that the specific requirements concerning:

1. The preparation of the required technical documentation:
2. The implementation of the specified principles of quality assurance, and:
3. The implementation of a systematic procedure for Post-Market Vigilance and Surveillance;

have been satisfactorily fulfilled and that the product is not intended for self-testing.

List of Harmonised Standards used in full or
part:

» ENISO 13485
+ ENISO 14971
* ENISO 18113-2
* ENISO 15223-1
« ENISO 23640

Notified Body:

(Applies only for Annex II, List B products)

(EC) Certificate:

(Applies only for Annex I, List B products)

Place:

Glostrup, Denmark

Signed for and on t
(International) Pte L

Signature:

Name: Lars Hansen

Position: Senior RA Specialist

Date:  2020DECO1




Agilent

Da kO C60592/D44392/rev03

EC DECLARATION OF CONFORMITY

Legal Manufacturer: Agilent Technologies Singapore (International) Pte Ltd.
No. 1 Yishun Avenue 7
Singapore, 768923

European Representative: Agilent Technologies Denmark ApS
Produktionsvej 42
DK-2600 Glostrup
Denmark

Manufacturing Site: Agilent Technologies Denmark ApS
Produktionsvej 42
DK-2600 Glostrup
Denmark

Product: Monoclonal Mouse Anti-Human CD45, Leucocyte Common Antigen,
Code: Clones 2B11 + PD7/26
e MO701

Classification: CJAnnex "’ List B

X Self-Declaration

Conformity Assessment Route: OAnnex IV
X Annex Il
GMDN Code and Product Term: 56988 CD45 leukocyte common antigen cell marker IVD, antibody

This declaration of conformity is issued under the sole responsibility of the manufacturer. We herewith declare that the above-
mentioned product meets the provisions of the Directive 98/79/EC of the European Parliament and of the Council of 27 October
1998 on in vitro diagnostic medical devices. All supporting documentation is retained at the premises of the manufacturer.

This declaration is based upon a review that the specific requirements concerning:
1. The preparation of the required technical documentation:;

2. The implementation of the specified principles of quality assurance, and;
3. The implementation of a systematic procedure for Post-Market Vigilance and Surveillance;

have been satisfactorily fulfilled and that the product is not intended for self-testing.

List of Harmonised Standards used in full or * ENISO 13485
part: « ENISO 14971

« ENISO 18113-2

» ENISO 152231

* ENISO 23640
Notified Body: (Applies only for Annex I, List B products)
(EC) Certificate: (Applies only for Annex Il, List B products)
Place: Glostrup, Denmark
Signed fgr and on the behalf of Agilent Technologies Singapore Name: Lars Hansen
(International) Pt
Signature: Position: Senior RA Specialist

Date:  2020DECO01




Agilent

a 0 C60593/D42656/rev03
EC DECLARATION OF CONFORMITY

Legal Manufacturer: Agilent Technologies Singapore (International) Pte Ltd.
No. 1 Yishun Avenue 7
Singapore, 768923

European Representative: Agilent Technologies Denmark ApS
Produktionsvej 42
DK-2600 Glostrup
Denmark

Manufacturing Site: Agilent Technologies Denmark ApS

Produktionsvej 42
DK-2600 Glostrup

Denmark
Product: Monoclonal Mouse Anti-Human CD21, Clone 1F8
Code: MO0784
Classification: CJAnnex II, List B

& Self-Declaration

Conformity Assessment Route: CAnnex IV
KAnnex Il
GMDN Code and Product Term: 56956 CD21 cell marker VD, antibody

This declaration of conformity is issued under the sole responsibility of the manufacturer. We herewith declare that the above-
mentioned product meets the provisions of the Directive 98/79/EC of the European Parliament and of the Council of 27 October
1998 on in vitro diagnostic medical devices. All supporting documentation is retained at the premises of the manufacturer.

This declaration is based upon a review that the specific requirements concemning:
1. The preparation of the required technical documentation;

2. The implementation of the specified principles of quality assurance, and;
3. The implementation of a systematic procedure for Post-Market Vigilance and Surveillance;

have been satisfactorily fulfilled and that the product is not intended for self-testing.

List of Harmonised Standards used in full or * ENISO 13485
part: « ENISO 14971

« ENISO18113-2

« ENISO 15223-1

« ENISO 23640
Notified Body: (Applies only for Annex Il, List B products)
(EC) Certificate: (Applies only for Annex Il, List B products)
Place: Glostrup, Denmark
Signed f_or and on the behalf of Agilent Technologies Singapore Name: Lars Hansen
(International) Pte Ltd.
Signatur Position: Senior RA Specialist

Date:  2020DECO1




Agilent

a 0 C60594/D42833/rev04
EC DECLARATION OF CONFORMITY

Legal Manufacturer: Agilent Technologies Singapore (International) Pte Ltd.
No. 1 Yishun Avenue 7
Singapore, 768923

European Representative: Agilent Technologies Denmark ApS
Produktionsvej 42
DK-2600 Glostrup

Denmark
Manufacturing Site: Agilent Technologies Denmark ApS
Produktionsvej 42
DK-2600 Glostrup
Denmark
Product: Monoclonal Mouse Anti-Human Cytokeratin 20, Clone Ks20.8
Code: M7019
Classification: OAnnex II. List B

X Self-Declaration

Conformity Assessment Route: CJAnnex IV
EAnnex Il
GMDN Code and Product Term: 57079 Cytokeratin IVD, antibody

This declaration of conformity is issued under the sole responsibility of the manufacturer. We herewith declare that the above-
mentioned product meets the provisions of the Directive 98/79/EC of the European Parliament and of the Council of 27 October
1998 on in vitro diagnostic medical devices. All supporting documentation is retained at the premises of the manufacturer.

This declaration is based upon a review that the specific requirements concerning:
1. The preparation of the required technical documentation;

2. The implementation of the specified principles of quality assurance, and;
3. The implementation of a systematic procedure for Post-Market Vigilance and Surveillance;

have been satisfactorily fulfilled and that the product is not intended for self-testing.

List of Harmonised Standards used in full or * ENISO 13485
part: e ENISO 14971

« ENISO 18113-2

e ENISO 152231

« ENISO 23640
Notified Body: (Applies only for Annex I, List B products)
(EC) Certificate: (Applies only for Annex li, List B products)
Place: Glostrup, Denmark

Signed for and on the behalf of Agilent Technologies Singapore
(International) Pte Lt

Name: Lars Hansen

Signature: Position: Senior RA Specialist

Date: 2020DECO1




Agilent

D a kO C60594/D42836/rev03

EC DECLARATION OF CONFORMITY

Legal Manufacturer Agilent Technologies Singapore (International) Pte Ltd.
No. 1 Yishun Avenue 7
Singapore, 768923

European Representative: Agilent Technologies Denmark ApS
Produktionsvej 42
DK-2600 Glostrup
Denmark

Manufacturing Site: Agilent Technologies Denmark ApS
g Produktionsvej 42
DK-2600 Glostrup

Denmark
Product: Monoclonal Mouse Anti-Human CD79aq, Clone JCB117
Code: M7050
Classification: CAnnex I, List B

X Self-Declaration

Conformity Assessment Route: CJAnnex IV
EJAnnex Il
GMDN Code and Product Term: 57018 CD79a cell marker IVD, antibody

This declaration of conformity is issued under the sole responsibility of the manufacturer. We herewith declare that the above-
mentioned product meets the provisions of the Directive 98/79/EC of the European Parliament and of the Council of 27 October
1998 on in vitro diagnostic medical devices. All supporting documentation is retained at the premises of the manufacturer.

This declaration is based upon a review that the specific requirements concerning:
1. The preparation of the required technical documentation;

2. The implementation of the specified principles of quality assurance, and;
3. The implementation of a systematic procedure for Post-Market Vigilance and Surveillance;

have been satisfactorily fulfilled and that the product is not intended for self-testing.

List of Harmonised Standards used in full or + ENISO 13485
part: « ENISO 14971
) « ENISO 18113-2
« ENISO 152231
« ENISO 23640
Notified Body: (Applies only for Annex Il, List B products)
(EC) Certificate: (Applies only for Annex Il, List B products)
Place: Glostrup, Denmark
Signed for and on the behalf of Agilent Technologies Singapore Name: Lars Hansen

(International) Pte Ltd.
Signature:

Position: Senior RA Specialist

Date: 2020DECO1




Agilent

D a kO C60595/D42854/rev03

EC DECLARATION OF CONFORMITY

Legal Manufacturer: Agilent Technologies Singapore (International) Pte Ltd.
No. 1 Yishun Avenue 7
Singapore, 768923

European Representative: Agilent Technologies Denmark ApS
Produktionsvej 42
DK-2600 Glostrup
Denmark

Manufacturing Site: Agilent Technologies Denmark ApS
Produktionsvej 42
DK-2600 Glostrup

Denmark
Product: Monoclonal Mouse Anti-Human Ki-67 Antigen, Clone MIB-1
Code: M7240
Classification: CJAnnex I, List B

X Self-Declaration

Conformity Assessment Route: CJAnnex IV
EJAnnex Il
GMDN Code and Product Term: 57338 Ki67 antigen IVD, antibody

This declaration of conformity is issued under the sole responsibility of the manufacturer. We herewith declare that the above-
mentioned product meets the provisions of the Directive 98/79/EC of the European Parliament and of the Council of 27 October
1998 on in vitro diagnostic medical devices. All supporting documentation is retained at the premises of the manufacturer.

This declaration is based upon a review that the specific requirements concering:
1. The preparation of the required technical documentation;

2. The implementation of the specified principles of quality assurance, and;
3. The implementation of a systematic procedure for Post-Market Vigilance and Surveillance;

have been satisfactorily fulfiled and that the product is not intended for self-testing.

List of Harmonised Standards used in full or * ENISO 13485
part: « ENISO 14971

« ENISO18113-2

e ENISO 152231

« ENISO 23640
Notified Body: (Applies only for Annex lI, List B products)
(EC) Certificate: (Applies only for Annex I, List B products)
Place: Glostrup, Denmark
Signed for and on the behalf of Agilent Technologies Singapore Name: Lars Hansen

(International) Pte L

Signature: Position: Senior RA Specialist

Date:  2020DECO1




TX31947/02
D71286/01
15

EU DECLARATION OF CONFORMITY

Agilent Technologies, Inc.
5301 Stevens Creek Bivd.
Santa Clara, California, 95051
United States

SRN US-MF-000009385
g e Agilent Technologies Denmark ApS
Produktionsvej 42
2600 Glostrup
Denmark
SRN DK-AR-000001443

Manufacturing Site Name & Address

Agilent Technologies, Inc.
1170 Mark Ave.

Carpinteria, California 93013
United States

Basic UDI-DI

570057P3007P3010A053901PK

Product name

Dako Faramount Aqueous Mounting Medium, Ready-to-use

S3025

EMDN Code

WO01030706

Risk Class

KAaOsOc D

Conformity Assessment Route:

[J ANNEX IX Quality Management System and assessment of technical

documentation, section 4

[C] ANNEX IX Quality Management System and assessment of technical

documentation, section 4 and 5.2

ANNEX I+l (non-sterile class A, self declaration)

Notified Body:

Not applicable to non-sterile Class A product

(EC) Certificate #:

Xl Not applicable to non-sterile Class A product

We, as the manufacturer of the device(s) take sole responsibility for and hereby declare that the above mentioned
product(s) meet(s) the provisions of the following Regulation(s)/Directives

Regulation EU 2017/746 on In vitro Diagnostic Medical Devices

Common Specifications and Standards used in full

or part;

e ENISO 13485:2016 + A11:2021

e ENISO 14971:2019

o EN 13641:2002

e ENISO 18113-1:2011

e ENISO 18113-2:2011

e ENISO 15223-1:2021

o ENISO 23640:2015

o EN 62366-1:2015 + AC:2015+AC:2016+A1:2020
e [SO20417:2021
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D71286/01
2/5

<. Agilent

Joel Weisenberger

ated PRRC




TX31947/02

D71286/01
35
Glossary
EN | EU DECLARATION OF CONFORMITY SRN Manufacturing Site Basic UDI-DI Product name EMDN code Risk Class | Conformity Assessment Route ANNEX IX Quality ANNEX IX Quality Management
Name & Address Management System and System and assessmant of
assessment of technical technical documentation, section 4
documentation, section 4 and 5.2
ANNEX 1-+111 Notified Body (EC) Certificate # | Not applicable to non-sterile We, as the manufacturer of the device(s) take sole responsibility for and hereby declare that the above mentioned Common Specifications and Glossary
Class A product product(s) meet(s) the provisions of the following Regulation(s)/Directives: Regulation (EU) 2017/746 on in vitro Standards used in full or part
diagnostic medical devices
BG | EC AEKNARALMA 3A CbOTBETCTBUE EauHnieH Awme 1 agpec Ha QOcHoseH UDI- Wme Ha npoayxTa EMDN kop Knac Ha MeTop 3a oLeHsBaHe Ha MPUNOXEHUE IX — MPUNOXEHME IX - Cucrema 3a
PerveTpaUyoHeH NPOUIBORCTBEHIA DI pucka CLOTBETCTBUETO CucTema 3a ynpaBneHne Ha | YNpaBneHne Ha KauecTsoTo U
HoMep obekr KauYeCTBOTO 1 OLEHKA Ha OLieHKa Ha TexHuYeckaTa
TEXHAYECKATA AOKYMEHTaLMS, | AOKYMEHTauus, pasgen 4 1 5.2
paspen 4
MPUNOXEHUE | Hotudmumpan | Ne Ha Henpunoxwmo 3a HecTepuneH Hwe, kato np AUTEN Ha U3g To(ATa), uAnaTa OTroBOPHOCT ¥ € HACTOSLIOTO AeKknapupame, ye 061m cneumdukaLmn 1 Peurmnk
1+ 11 opraH cepTudukar (Ha NPOAYKT OT knac A ropenocoueHNsAT(Te) NPOAYKT(1) OTroBaps(T) Ha pasropenGuTe Ha cnefHUA(TE) pernamMeHT(n)/apekTusy; PernameHt CTaHAapTy, ¥3noasatn
EO) (EC) 2017/746 3a MeANUVMHCKATE M3AENNs 38 UHBUTPO AnarHocTuka VI3LANO WAK YACTUHHO
CS [ EU PROHLASENI O SHODE SRN Nézev a adresa Zékladni UDI-DI | Nézev produktu Kod EMDN Tiidarizika | Cesta posouzeni shody PRILOHA IX Systém fizeni PRILOHA IX Systém fizeni kvality
vyrobniho zévodu x<m__2 a posouzeni technické | a posouzeni technické
, East4 dokumentace, &ast4a5.2
PRILOHA 11+1il Notifikovana (EC) Certifikat &. Neplati pro nesterilni produkty My jakoZto vyrobce prostfedku(tl) neseme vyhradni odpovédnost a timto prohladujeme, Ze vy$e uvedené produkty Obecné mvmoa ikace a normy | Glosar
osoba tiidy A spliiujf pozadavky nasledujicich nafizenifsmémic: Smérnice (EU) 2017/746 pro in vitro diagnostické zdravotnické pouzité v piném nebo
prostredky tastecném znénf
DA | EU-OVERENSSTEMMELSESERKLARING SRN Navn og adresse p4 | Grundlaaggende | Produktnavn EMDN-kode { Overer | urderingsvej | BILAG IX BILAG IX Kvalitetsstyringssystem
produktionsstedet UDI-DI Kvalitetsstyringssystem og og vurdering af teknisk
vurdering af teknisk dokumentation, afsnit 4 og 5.2
dokumentation, afsnit 4
BILAG 11+l Bemyndiget (EU) Certifkatnr. | Geelder ikke for ikke-sterile Som producent af enheden/enhedeme patager vi os det fulde ansvar for og erklaerer hermed, at ovennasvnte Almindelige specifikationer og | Ordliste
organ produkter i klasse A produkt/produkter opfylder bestemmelseme i falgende forordning/forordninger/direktiver: Forordning (EU) 2017/746 om standarder, der anvendes helt
medicinsk udstyr til in vitro-diagnostik eller delvist
DE | EU-KONFORMITATSERKLARUNG SRN Name und Adresse Basis-UDI-DI Produktbezeichnung | EMDN-Code | Risikoklasse | Pfad flr Konformitatsbewertung ANHANG 1X ANHANG IX
des ualit agementsyst Qualit tem und
Herstellungsstandorts und Bewertung der Bewertung der ”m%:_mo:m:
technischen Dokumentation, | Dokumentation, Abschnitte 4 und
Abschnitt 4 5.2
ANHANGE I+l | Notifizierte (EC-) Nicht anwendbar fur nicht sterile | Wir als Hersteller des Gerats/der Gerate tibernehmen die alleinige Verantwortung flr das/die oben genannte(n) Gi i e Spezifikati Glossar
Stelle Zertifikatsnr. Produkte der Klasse A Produkt(e) und erklaren hiermit, dass das/die oben genannte(n) Produkt(e) den Bestimmungen der folgenden und Normen, die volistandig
Verordnung(en)/Richtlinien entspricht/entsprechen: Verordnung (EU) 2017/748 (iber in-vitro-Diagnostika oder teilweise verwendet
werden
EL | AHAQZH ZYMMOP®QEIHE EE SRN ‘Ovopa Kai iebBuvon | Baoiké UDI-DIE - | Ovopa wpoiévrog Kwdikdg Karnyopia | AiaSpopri agioAdéynong TMAPAPTHMA IX Zlomua MAPAPTHMA IX Z0omnua
KEVTPOU KATAOKEUNS EMDN KivBuvou QUUPGPPWONG BlaxeipIong TOIGTNTAG KKl Siaxeipiong moIdTNTAG KAt
agIoAGYNON TEXVIKIIG agioAdynon Texvikig Tekpnpiwong,
Tekpnpiwong, rapdypapog 4 | mapdypogor 4 ko 5.2
MAPAPTHMA Koivotroinuéveg | (EK) Ap. Aev 10%0e yia un oTeipa Epelg, W KaTaokeudoTpia eTapeial Tou(wv) TTPaibvTog(wy) avahapBdvoupe Ty amokAeioTIKA eublvn yia To(a) ZuvhBeic TTpodiayPagES Kat Mwaodpio
H+H opyaviopog TIOTOTTOINTIKOU Tpoidvra Khdoewg A TpoavagepBEv(Ta) TTpoidv(Ta) Kar Bia Tou TapdVIog dnAWVOULE 6T To(ar) ev AbYw TTRoibV(Ta) TrAnpei(olv) Tig Biardelg TPOTUTIA TIOU
TWY TapakdTw Kavoviophv/OBnyiiy: Kavoviopog (EE) 2017/746 Tepl 10Tp0TEXVOAOYIKWY TIPOIGVTWY yid in vitro Xpnotgotroouvral TTAfpwG f
SiayvwaTikr xprion £V HEPE!
ES | DECLARACION DE CONFORMIDAD DE LA UE N.° DE REGISTRO Nombre y direccion UDI-DI basico Nombre def Cédigo EMDN | Clase de Ruta de evaluacion de la ANEXO IX Sistema de ANEXO IX Sistema de gestion de
UNICO del centro de producto riesgo conformidad gestion de la calidad y la calidad y evaluacién de la
fabricacion evaluacion de la documentacién técnica,
documentacion técnica, apartados 4 y 5.2
apartado 4
ANEXO Organismo (EC)N.°de No se aplica a los productos de | Nosotros, como fabricante de los dispositivos, asumimos la responsabilidad exclusiva y declaramos por el presente Especificaciones y estandares | Glosario
notificado certificado clase A no estériles documento que los productos mencionados anteriormente cumplen las disposiciones de los siguientes comunes utilizados en su
Regl tos/Directivas: Reglamento (UE) 2017/746 sobre dispositivos médicos para diagnostico in vitro totalidad o en parte
ET | ELi VASTAVUSDEKLARATSIOON Unikaalne Tootmiskoha nimija | P6hi-UDI-Di Toote nimetus EMDN-kood Riskiklass Vastavushindamise p&himéte LISA IX x<m_=ma&_.c§§am LISA IX Kvaliteedijuhtimise
registreerimisnumber | aadress sisteem ja tehnilise sisteem ja tehnilise
dokumer d , | dokt iooni hindamine,
punkt 4 punktid 4 ja 5.2
LISA 11+ Teavitatud (EU) sertifikaat# | Ei kohaldata A-klassi Meie, seadme(te) tootja, <mm§m5w ainuisikuliselt eespool nimetatud toote/toodete eest ja kinnitame, et eespool Taielikult vi osaliselt Mdisted
asutus mitiesteriilsete toodete suhtes nimetatud toode/tooted vastavad j iste maaruste/direktiivide sétetefe: Masrus (EL) 2017/746 meditsiiniliste in vitro kasutatavad Ghised
diagnostikavahendite kohta spetsifikatsioonid ja
standardid




TX31947/02

D71286/01
4/5
FI | EU-VAATIMUSTENMUKAISUUSVAKUUTUS SRN Valmistuspaikan nimi | Yksildlinen Tuotenimi EMDN-koodi | Riskiluokka | Vaatimustenmukaisuuden LITEIX LITE IX Laadunhallintajérjestelmé
ja osoite UDI-Di-tunniste arviointireitti Laadunhallintajérjesteimé ja ja teknisten asiakirjojen arviointi,
teknisten asiakirjojen arvieinti, | luvut4ja 52
b luku 4
LHTTEET H + 11l | limoitettu laitos | (EY) todistusnro Ei koske ei-steriilin luokan A Me, laitteen/laitieiden valmistajana, kannamme yksinomaisen vastuun edellé mainituista tuotteista, ja vakuutamme taten, | Kokonaan tai osittain kaytetyt | Sanasto
tuotteita eltd ne tayttavat seuraavien asetusten/direktiivien madraykset: Asetus EU/2017/745 in vitro -diagnostiikkaan yhteiset eritelmét ja standardit
tarkoitetuista laakinnallisisty laitteista
FR | DECLARATION DE CONFORMITE UE N° d'enregistrement | Nom et adresse du 1UD-ID de base | Nom du produit Réf. EMDN Classe de Procédure d'évaluation de la ANNEXE IX ~ Systéme de ANNEXE IX - Systéme de gestion
unique site de fabrication risque conformité gestion de la qualité et de fa qu et évaluation de la
évaluation de la documentation technique,
documentation technique, sections 4 et 5.2
section 4
ANNEXES I+l | Organisme N° de certificat Ne s'applique pas aux produits En notre qualité de fabricant du ou des dispositifs, nous assumons l'entiére responsabilité et déclarons par la présente Spécifications et normes Glossaire
notifié {CE) non stériles de classe A que le ou les produits mentionnés ci-dessus sont conformes aux dispositions des réglements/directives suivants: communes utilisées en totalité
Réglement (UE) 2017/746 relatif aux dispositifs médicaux de diagnostic in vitro ou en partie
HR | EU IZJAVA O SUKLADNOSTI Jedinstveni Naziv i adresa mjesta | Osnovni UDI-DI | Naziv proizvoda EMDN kod Klasa rizika | Slijed procjene sukladnosti DODATAK IX Sustav za DODATAK [X Sustav za
registracijski broj proizvodnje broj upravijanje kvalitetom i upravijanje kvalitetom i procjena
procjena tehnicke tehnitke dokumentacije, odjeljci 4
dokumentacije, odjeliak 4 52
DODATAK 11+l | Prijavijeno tijelo | Broj (EC) Ne vrijedi za nesterilne Mi, kao proizvodat proizvoda, iskljuéivo smo odgovorni i izjavijujemo da gore navedeni proizvod zadovoljava odredbe Opée specifikacije i norme Pojmovnik
certifikata proizvode klase A liedecih regulativnih direktiva: Uredba (EU) 2017/746 o in vitro dijagnostickim medicinskim proizvodima upotrijebljene djelomitno ili u
potpunosti
HU | EU-MEGFELELOSEGI NYILATKOZAT Egyedi regisztracios | Gyartasihely neve és | Alapveté UDI-DI | Terméknév EMDN-kéd Kockazati Megfeleléssgértékelési méd IX” MELLEKLET A IX. MELLEKLET A
szam (SRN): cime osztély Mindségiranyltasi rendszer és | Mindségirdnyitési rendszer ésa
a muszaki dokumentécié miiszaki dokumentacio vizsgélata,
vizsgdlata, 4. bekezdés 4. ¢35.2. bekezdés
1+ Erfesitett szerv | (EK) tandsitvany | A nem steril Class A (A osztdlyl) | Az eszkoz(5k) gyartsjaként kizarélagos felelésséget vallalunk a fent emlitett termék(ek)ért, és ezuton kijelentjk, hogy A részben vagy egészben Szédszedet
MELLEKLET széama termékek esetében nem az(ok) megfelel(nek) az alébbi rendelet(ek)nekiiranyelv(ekinek: Az in vitro diagnosztikai orvostechnikai eszkdézékkel alkalmazott kézds eldirasok
alkalmazhatd kapcsolatos 2017/746. szamu (EU) rendelet. és szabvanyok
IT_ | DICHIARAZIONE DI CONFORMITA UE Numero di Nome e indinzzo del | UDI-DI dibase | Nome del prodotto | Codice EMDN | Classe di Procedura di valutazione della ALLEGATO IX Sistema di ALLEGATO IX Sistema di gestione
registrazione unico sito di produzione rischio conformita gestione della qualita e della qualiti e valutazione del
valutazione della documentazione tecnica, sezioni 4
documentazione tecnica, 85.2
sezione 4
ALLEGATI |l Organismo N. certificato (CE) | Non applicabile ai prodotti non In qualita di fabbricanti del dispositivo, ¢i assumiamo la responsabilita esclusiva per tale dispositivo e con la presente Norme e specifiche comuni Glossario
notificato sterili di classe A dichiariamo che il suddetto prodotto soddisfa le disposizioni previste dai seguenti regolamenti/direttive: Regolamento applicate in tutto o in parte:
(UE) 2017/746 relativo ai dispositivi medico-diagnostici in vitro

LV | ES ATBILSTIBAS DEKLARACIJA SRN RaZo8anas vietas Pamata UDI-DI | Produkta EMDN kods Riska Atbilstibas novértédanas ce|$ IX PIELIKUMS Kvalitates IX PIELIKUMS Kvalitates vadibas
nosaukums un nosaukums kategorija vadibas sistéma un tehniskas | sistéma un tehniskas
adrese dokumentacijas novértétana, | dokumenticijas novértésana, 4. un

4. iedala 5.2. iedala
1+ PIELIKUMS | Pazinota (EK) sertifikats # | Neattiecas uz nesterilu A klases | Més ka ierices(-Cu) razotajs uznemanmies pilnfgu atbildibu un pazinojam, ka ieprisk$ min&ta(-as) ierice(-es) atbilst Kopéjas specifikacijas un Vardnica
struktlira produktu turpmak noradito regulu/direktTvu noteikumiem: Regula (ES) 2017/746 par in vitro diagnostikas mediciniskam iericém standarti, ko izmanto pilntba
vai dalgji:

LT | ES ATITIKTIES DEKLARACIA SRN Gamybos vietos Bazinis UDI-DI | Gaminio EMDN kodas | Rizikos Atitikties vertinimo bldas IX PRIEDAS Kokybés IX PRIEDAS Kokybés valdymo
pavadinimas ir pavadinimas klase valdymo sistemna ir techniniy sistema ir techniniy dokumenty
adresas dokumenty vertinimas, 4 vertinimas, 4 ir 5.2 skirsniai

skirsnis
R 11l PRIEDAI | Notifikuotoji (EB) sertifikato Nr. | Netaikoma nesteriliems A kiasés | Mes, prietaiso gamintojas, prisiimdami visg atsakamybe pareiskiame, kad auk$éiau i$vardinti produktai atitinka toliau Visa apimtimi arba i§ dalies Zodynélis
jstaiga produktams nurodyty reglamenty / direktywy nuostatas: Reglamentas (ES) 2017/746 dél in vitro diagnostikos medicinos prietaisy taikomos bendrosios
specifikacijos ir standartai:
NL | EU-conformiteitsverklaring SRN Naam en adres Basis-UDI-DI Productnaam EMDN-code Risicoklasse | Conformiteitbeoordelingsroute BIJLAGE IX BIJLAGE IX
productielocatie Kwaliteitsbeheersy en Kwaliteitsbeheersyst en
beoordeling van technische beoordeling van technische
documentatie, sectie 4 documentatie, sectie 4 en 5.2
BIJLAGE Il + 1l | Aangemelde (EC) Niet van toepassing op niet- Wij, als fabrikant van het hulpmiddel/de hulpmiddelen nemen de volledige verantwoordelijkheid voor en verklaren hierbij | Gemeenschappelijke Begrippenlijst
instantie Certificaatnummer | steriel Klasse A-product dat het hierboven genoemde product voldoet/de hierboven genoemde producten voldoen aan de volgende specificaties en normen
verordeningen/richtlijnen: Verordening (EU) 2017/746 betreft in vitro diagnostische medische hulpmiddelen volledig of deels gebruikt:

PL | DEKLARACJA ZGODNOSCI UE Numer SRN Nazwa i adres Kod Basic UDI- | Nazwa produktu Kod EMDN Klasa Sciezka oceny zgodnosci ZALACZNIK IX System ZALACZNIK IX System
zaktadu Di ryzyka zarzadzania jakoécig i ocena | zarzgdzania jakoscia i ocena
produkceyjnego dokumentacji technicznej, dokumentacji technicznej, punkty 4

punkt 4 i5.2

ZALACZNIK Jednostka Numer certyfikatu | Nie dotyczy niesterylnych My, jako producent wyrobu (wyrobéw), bierzemy na siebie wylaczng odpowiedzialno$¢ i niniejszym oSwiadczamy, ze Wspélne specyfikacje i normy | Glosariusz

[+ notyfikowana (WE) produktéw klasy A wyzej wymieniony produkt (produkty) speinia (spetniajg) postanowienia nastgpujacych rozporzadzen/dyrektyw: stosowane w cajosci lub

Rozporzadzenie (UE) 2017/746 w sprawie wyrobow medycznych do diagnostyki in vitro czebciowo:
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PT | DECLARAGAO DE CONFORMIDADE DA UE Namero de registo Nome e enderego do | UDI-DI bésico Nome do produto Codigo EMDN | Classe de Rota de avaliagdo da ANEXO IX - Sistema de ANEXO IX - Sistema de gestéo da
dnico local de fabrico risco conformidade gestéo da qualidade e alidade e avaliagéo da
avaliag&o da documentagéo documentagéo técnica, secgdo 4 e
técnica, secgdo 4 52
ANEXO [1+HH Organismo {CE)N.°de N&o aplicavel a produtos de Enquanto fabricante do(s) dispositivo(s), assumimos a exclusiva responsabilidade e declaramos que o(s) produto(s) Especificagdes e normas Glossério
notificado certificado Classe A n#o esterilizados acima mencionado(s) cumpre(m) as disposi¢es do(s) seguinte(s) Regulamento(s)/Diretivas: Regulamento (UE) comuns utilizadas na
2017/746 relativo a dispositivos médicos para diagnéstico in vitro totalidade ou em parte
RO | DECLARATIE DE CONFORMITATE UE SRN (numdr unic de | Denumirea §i adresa | UDI-DI de bazd | Denumirea Cod EMDN Clasa de Procesul de evaluare a ANEXA X Sistemul de ANEXA IX Sistemul de
nregistrare) unitétii de productie produsuilui risc conformitatii management al calitdfii si management al calitétii si
evaluarea documentatiei evaluarea documentatiei tehnice,
tehnice, sectiunea 4 sectiunile 4 §i 5.2
ANEXELE Ii+i Organism Numérul Nu se aplica produselor nesterile | Noi, producitorii dispozifivului(or), ne asumam responsabilitatea exclusiva pentru, $i declarim prin prezenta c& produsul standarde Glosar
notificat certificatului (CE) | din Clasa A sau produsele mai sus mentionate indeplinesc prevederile urmatoarelor regulamente/directive: Regulamentul (UE) comune utilizate integral sau
2017/746 privind dispozitivele medicale pentru diagnostic in vitro nmm_”l_
SK | VYHLASENIE O ZHODE EU SRN Nazov a adresa Zakiadné UDI- | Nazov produktu Kéd EMDN Trieda rizika | Spdsob postidenia zhody PRILOHA IX Systém riadenia | PRILOHA IX Systém riadenia
vyrobného zavodu Di kvality a postidenie technickej | kvality a posidenie technickej
dokumentécie, tast 4 dokumentécie, tast4 a 5.2
PRILOHA Il + 1l | Notifikovany C.certifikatu (ES) | Nevztahuje sa na nesterilny My, ako vyrobca pomécky (pomdcok), preberdme vyhradnd zodpovednost a tymto vyhlasujeme, Ze vy$sie uvedené Spoloéné §pecifikacie a Slovnik
organ produkt triedy A produkt(y) splia(jti) ustanovenia tychto nariadeni/smemic: Nariadenie (EU) 2017/746 o diagnostickych zdravotnickych normy pouzité v pinom
pomoéckach in vitro rozsahu alebo tiastoéne
SL | IZJAVA EU O SKLADNOSTI Enotna registrska Ime in naslov Osnovni UDI-Di | Ime izdelka Koda EMDN | Razred Postopek ugotavijanja skladnosti | PRILOGA IX — Sistem PRILOGA IX — Sistem upravijanja
dtevilka SRN proizvodnega obrata (nomenklatura | tveganja upravijanja kakovosti in kakovosti in ocenjevanje tehniéne
o medicinskih ocenjevanje tehnitne dokumentacije, oddelka 4 in 5.2
pripomockih) dokumentacije, oddelek 4
PRILOGA II+1I Prigladeni Certifikat (EC) §t. | Ne velja za nesterilne Kot proizvajalec pripomotkov prevzemamo izkfjugno odgovomost in izjavijamo, da so zgoraj navedeni izdelki skladni z Skupne specifikacije in Glosar
organ pripomodke razreda A. dolotbami naslednjih uredb/direktiv: Uredba (EU) 2017/746 o in vitro diagnostiénih medicinskih pripomo¢kih standardi, uporabijeni v celoti
ali delno
SV | EU-FORSAKRAN OM OVERENSSTAMMELSE SRN Tillverkningsplats och | Grundléggande | Produktnamn EMDN-kod Riskklass Bedémningsvég for BILAGA IX BILAGA IX
adress UDI-DI dverensstédammelse Kvalitetsstyrningssystem och | Kvalitetsstyrningssystem och
beddmning av teknisk bedémning av teknisk
dokumentation, avsnitt 4 dokumentation, avsnitt 4 och 5.2
BILAGA I+l Anmaltorgan (EC) certifikat nr Galler inte icke-sterila klass A- Vi, som tillverkare av anordningen/anordningama, tar ensamt ansvar for och férklarar hérmed att ovannamnda Vanliga specifikationer och Ordlista
produkter produkt/produkter uppfyller bestammelserna i féljande férordning/direktiv: Férordning (EU) 2017/746 om medicintekniska | standarder som anvénds helt
enheter for in vitro-diagnostik eller delvis
NO | EU-SAMSVARSERKLARING SRN Navn og adresse for | Grunnleggende | Produktnavn EMDN-kode Risikoklasse | Prosedyre for TILLEGG IX Kvalitetssystem | TILLEGG IX Kvalitetssystem og
produksjonsaniegg UDI-DI samsvarsevaluering og vurdering av teknisk vurdering av teknisk
dokumentasjon, del 4 dokumentasjon, del 4 0g 5.2
TILLEGG Il + il | Varsletorgan (EC) sertifikatnr. Gjelder ikke for ikke-sterilt Vi, som produsent av enheten(e), tar eneansvar for og erklesrer herved at ovennevnte produkt(er) oppfyller Vanlige spesifikasjoner og Ordliste
klasse A-produkt bestemmelsene i falgende forordning(er)/direktiver. Forskrift (EU) 2017/746 om in vitro-diagnostisk medisinsk utstyr standarder som brukes heit
eller delvis
SR | IZJAVA O USAGLASENOSTI EVROPSKE UNIJE | Ref. br. sistema Naziv i adresa Identifikator Naziv proizvoda EMDN kéd Klasa rizika | Nagin ocenjivanja usaglasenosti PRILOG IX Sistem za PRILOG IX Sistem za kontrolu
{SRN) proizvodata Basic UDI-DI kontrolu kvaliteta i procena kvaliteta i procena tehnitke
tehnitke dokumentacije, dokumentacije, odeljci 4 5.2
odeljak 4
PRILOG lI+lil Ovlaséeno telo | Br. sertifikata (EC) | Ne odnosi se na nesterilni Mi, kao proizvodat uredaja, prihvatamo potpunu odgovornost za gorepomenute proizvode i ovim izjavljujemo da oni Uobitajene specifikacije i Recnik
proizvod klase A ispunjavaju zahteve sledecih regulativa/direktiva: Regulativa (EU) 2017/746 za in vitro dijagnosticke medicinske uredaje | standardi koji se koriste
delimiéno ili u potpunosti






