CrpaHuua 1

MIKROGEN o

D1 A G N O SsST

EC neknapauma 3a CbOTBETCTBUE

Mikrogen GmbH

| “ Anna-Sigmund-StraRe 10
82061 Neuried
FepmaHua
SRN DE-MF-000027747

LeKknapupame eanHCTBEHO Ha Hala OTFOBOPHOCT, Ye A0AYNOCOYEHUTE NPOAYKTU CbOTBETCTBAT Ha
BCUYKM NPUIOKUMU U3UCKBAHWA Ha Pernament (EC) 2017/746 3a MeAUMLMHCKUTE W3fenua 3a
AnarHocTuka in vitro.

| Uudopmaums 3a npoaykTa
HaumeHoBaHue Ba3os UDI-DI [REF]
recomCLIA Control Set HEV 1gG 04250571126050 75002

Knacudurauma Ha pucka (cbrnacHo npunoxeHue VIIN)

AO BX cO pO

Mpoueaypu 3a OUEHABAHE Ha CLOTBETCTBMETO

MPUNTOMEHME IX
LUanoctHa cucrtema 3a ynpasneHue
| Ha KayecTBOTO

| D1060500064 in accordance with supplement

CeptuduKart Ha EC No : D1060500065

I HoTtuduuupaH opran: | mdc medical device certification GmbH

(knac B, C, D) |"
| NaeHTuduKaumoHen 0483
: | Homep: = ,
[
L) NPUNOMKEHVE IX ‘ CepTudnkat Ha EC Ne
MpoBepKa Ha TexHuYeckaTa ;
AoKyMeHTauuA (knac D) | Hotuduumpa opran: | mdc medical device certification GmbH |
‘ UaenTudukaumoHeH - |
| HOMED:

| O NPOBEPKA | & I + I

Iﬂnac A, Hecrepuaro)
0 06wu cneuudurauum (OC):

|

= — — J.

| X xapMOHM3MpaHU CTAHAAPTM, HAaLWMOHANHU CTaHAAPTH, LPYIM HOPMATUBHM [AOKYMEHTU: BIK. NPUOKEHNETO |
3a CNUCHK Ha CTaHaapTUTE

Cpok Ha BanugHoct Ha EC peknapaumsata 3a  09.01.2029
CbOTBETCTBME

Ot umeto Ha MIKROGEN GmbH, usnvanuteneH aupextop 4-p Erwin Soutschek:

VAR & % o8t

noanuc M3AaneHo B harta
Dr. Eva Felder QMB
DoC 04 BG

Ume O/TbXHO
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MpunoeHue CbC CNUCHK Ha CTaHAapTuTe

JokymeHT Ne + Bepcun

" EN ISO 13485:2016/AC:2018
EN ISO 13485:2016/A11:2021
EN 1SO 20916:2024

EN 13612:2002+AC:2002

EN 1SO 23640:2015

EN 13641:2002

EN ISO 14971:2019/A11:2021
ISO/TR 24971:2020-06

EN ISO 15193:2009

EN ISO 15194:2009

EN ISO 15223-1:2021

EN IS0 17511:2021

EN ISO 18113-1:2024

EN iSO 18113-2:2024

EN 62366-

3arnasue

Medical devices - Quality management systems - Requirements for
regulatory purposes (ISO 13485:2016)

In vitro diagnostic medical devices - Clinical performance studies
using specimens from human subjects - Good study practice {ISO
20916:2019)

Performance evaluation of in vitro diagnostic medical devices
In vitro diagnostic medical devices — Evaluation of stability of in vitro
diagnostic reagents (ISO 23640:2011);

Elimination or reduction of risk of infection related to in vitro
diagnostic reagents
Medical devices - Application of risk management to medical devices
(1SO 14971:2019);

Medical devices - Guidance on the application of ISO 14971 (ISO/TR
24971:2020).

In vitro diagnostic medical devices - Measurement of quantities in
samples of biological origin - Requirements for content and
presentation of reference measurement procedures (ISO
15193:2009);

In vitro diagnostic medical devices - Measurement of quantities in
samples of biological origin - Requirements for certified reference
materials and the content of supporting documentation {ISO
15194:2009)

Medical devices - Symbols to be used with information to be supplied
by the manufacturer - Part 1: General requirements (ISO 15223-
1:2021);

In vitro diagnostic medical devices - Requirements for establishing
metrological traceability of values assigned to calibrators, trueness
control materials and human samples {ISO 17511:2020);

In vitro diagnostic medical devices - Information supplied by the
manufacturer (labelling) - Part 1: Terms, definitions, and general
requirements (ISO 18113-1:2022); German version EN ISO 18113-
1:2024
In vitro diagnostic medical devices - Information supplied by the
manufacturer (labelling) - Part 2: In vitro diagnostic reagents for
professional use (ISO 18113-2:2022); German version EN 1SO 18113-
2:2024
Medical devices - Part 1: Application of usability engineering to

1:2015+AC:2015+AC:2016+A1:2020 medical devices (IEC 62366-1:2015 + COR1:2016 + A1:2020)
npwu HeoBXxoaNMOCT 406ABU JOMBAHUTENHU LUGPU

DoC_04_BG
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Stranalze 2

EU prohlaseni o shodé

MIKROGEN GmbH

ol

SRN

82061 Neuried
Némecko
DE-MF-000027747

Anna-Sigmund-StraRe 10

Prohladujeme na vlastni odpovédnost, Ze niZe uvedené vyrobky splfiuji vdechny platné poZadavky
natizeni (EU) 2017/746 o diagnostickych zdravotnickych prostfedcich in vitro.

| Informace o vyrobku
Nazev Z&kladni UDI-DI
recomCLIA Control Set HEV 1gG 04250571126050 75002

Klasifikace rizika {podle pFilohy Viil)

ALl BX cO bp(O

Metoda posuzovani shody

X PRILOHA IX
Kompletni systém kvality
(tfida B, C, D)

¢. certifikatu EU:

|
| Identifikaéni &.:

‘ Notifikovana osoba:

D1060500064 in accordance with supplement |
D1060500065

mdc medical device certification GmbH

mdc medical device certification GmbH

|

0J PRILOHA IX ¢ certifikatu EU: ‘

Ovéreni technické dokumentace |

(tfida D) Notifikovan4 osoba: |
\ i |

Identifikaéni &.: 0483

I__ _v, B 1 — |

1 PRILOHA I, 11 a il

P
._EF@a A, neni sterilnf)
| I Spoleéné specifikace:

—————

Harmonizované normy, ndrodni normy, jiné normativni dokumenty: viz pfiloha seznam norem |

Doba platnosti prohlaseni o shodé

09.01.2029

Za MIKROGEN GmbH jednatel dr. Erwin Soutschek:
:.\/ﬁﬂx
N = =

Podpis Misto Datum
Dr. Eva Felder QMB
Jmén Funkce

DoC_04_CZE
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PFiloha Seznam norem

Cislo dokumentu + &islo vyddni  Titulek

EN ISO 13485:2016/AC:2018 Medical devices - Quality management systems - Requirements for
EN ISO 13485:2016/A11:2021 regulatory purposes {ISO 13485:2016)
EN ISO 20916:2024 In vitro diagnostic medical devices - Clinical performance studies

using specimens from human subjects - Good study practice (ISO
20916:2019)

EN 13612:2002+AC:2002 Performance evaluation of in vitro diagnostic medical devices

EN ISO 23640:2015 in vitro diagnostic medical devices — Evaluation of stability of in vitro
diagnostic reagents {ISO 23640:2011});

EN 13641:2002 Elimination or reduction of risk of infection related to in vitro
diagnostic reagents

EN ISO 14971:2019/A11:2021 Medical devices - Application of risk management to medical devices
(1SO 14971:2019);

ISO/TR 24971:2020-06 Medical devices - Guidance on the application of 1ISO 14971 {ISO/TR
24971:2020).

EN ISO 15193:2009 In vitro diagnostic medical devices - Measurement of quantities in

samples of biological origin - Requirements for content and
presentation of reference measurement procedures {ISO
15193:2009);

EN ISO 15194:2009 In vitro diagnostic medical devices - Measurement of quantities in
samples of biological origin - Requirements for certified reference
materials and the content of supporting documentation (ISO
15194:2009)

EN ISO 15223-1:2021 Medical devices - Symbols to be used with information to be supplied
by the manufacturer - Part 1: General requirements (ISO 15223-
1:2021);

EN ISO 17511:2021 In vitro diagnostic medical devices - Requirements for establishing

metrological traceability of values assigned to calibrators, trueness
control materials and human samples (ISO 17511:2020);

EN SO 18113-1:2024 In vitro diagnostic medical devices - Information supplied by the
manufacturer (labelling) - Part 1; Terms, definitions, and general
requirements (1SO 18113-1:2022); German version EN ISO 18113-
1:2024

EN ISO 18113-2:2024 In vitro diagnostic medical devices - Information supplied by the
manufacturer {labelling) - Part 2: In vitro diagnostic reagents for
professional use (ISO 18113-2:2022); German version EN 1SO 18113-
2:2024

EN 62366- Medical devices - Part 1: Application of usability engineering to

1:2015+AC:2015+AC:2016+A1:2020 medical devices (IEC 62366-1:2015 + COR1:2016 + A1:2020)

v pFipadé potieby pridejte dalii fadky

DoC_04_CZE
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EU-Konformitdtserklarung

Mikrogen GmbH

‘ d Anna-Sigmund-Strale 10
82061 Neuried
' Deutschland
SRN DE-MF-000027747

Wir erkldren in alleiniger Verantwortung, dass die unten aufgelisteten Produkte allen anwendbaren
Anforderungen der Verordnung (EU) 2017/746 (iber In-vitro-Diagnostika entsprechen.

i Produktinformationen
Name Basis UDI-DI
recomCLIA Control Set HEV IgG 04250571126050 75002

Risikoklassifizierung {nach Annex VIil)
ALl B cl pd
Konformitdtsbewertungsverfahren

| X ANHANG IX EU-Zertifikat Nr.- | D1060500064 in accordance with supplement i
| Vollsténdiges Qualitétssystem " | D1060500065

(Klasse B, C, D) Benannte Stelle: mdc medical device certification GmbH
| |
|
| : Kennnummer: | 0483 ‘
LI ANHANG IX | EU-Zertifikat N '
Prifung der Technischen _ .
‘ Dokumentation (Klasse D) Benannte Stelle: | mdc medical device certification GmbH ‘

| Kennnummer: 0483

" O ANHANG I & Il + 11l
(Klasse A, nicht steril) ) |

| O Gemeinsame Spezifikationen (GS): - —‘

= ; . : ; ==1
( harmonisierte Normen, nationale Normen, andere normative Dokumente: siehe Anhang Liste Normen |

Gultigkeitsdauer der Konformitatserklarung 09.01.2029

Im Namen der MIKROGEN GmbH, Geschaftsfiihrer Dr. Erwin Soutschek:

ol s

Untersch r|ft ausgestellt in Datum

Dr. Eva Felder QMB
Name Funktion

DoC_04_DE
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Anhang Liste Normen

Dokumenten-Nr. +
Ausgabestand

EN ISO 13485:2016/AC:2018
EN ISO 13485:2016/A11:2021
EN ISO 20916:2024

EN 13612:2002+AC:2002

EN ISO 23640:2015

EN 13641:2002

EN ISO 14971:2019/A11:2021
ISO/TR 24971:2020-06

EN 1SO 15193:2009
EN 1SO 15194:2009

EN IS0 15223-1:2021
EN ISO 17511:2021

EN 1SO 18113-1:2024
EN I1SO 18113-2:2024

EN 62366-
1:2015+AC:2015+AC:2016+A1:2020

Seite 2 von 2

Titel

Medical devices - Quality management systems - Requirements for
regulatory purposes {ISO 13485:2016)

In vitro diagnostic medical devices - Clinical performance studies using
specimens from human subjects - Good study practice (ISO
20916:2019)

Performance evaluation of in vitro diagnostic medical devices

In vitro diagnostic medical devices — Evaluation of stability of in vitro
diagnostic reagents {ISO 23640:2011);

Elimination or reduction of risk of infection related to in vitro
diagnostic reagents

Medical devices - Application of risk management to medical devices
(1SO 14971:2019);

Medical devices - Guidance on the application of ISO 14971 {ISO/TR
24971:2020).

In vitro diagnostic medical devices - Measurement of quantities in
samples of biological origin - Requirements for content and
presentation of reference measurement procedures ({ISO
15193:2009);

In vitro diagnostic medical devices - Measurement of quantities in
samples of biological origin - Requirements for certified reference
materials and the content of supporting documentation (ISO
15194:2009)

Medical devices - Symbols to be used with information to be supplied
by the manufacturer - Part 1: General requirements (ISO 15223-
1:2021);

In vitro diagnostic medical devices - Requirements for establishing
metrological traceability of values assigned to calibrators, trueness
control materials and human samples (1SO 17511:2020);

In vitro diagnostic medical devices - Information supplied by the
manufacturer (labelling) - Part 1: Terms, definitions, and general
requirements (ISO 18113-1:2022); German version EN SO 18113-
1:2024

In vitro diagnostic medical devices - Information supplied by the
manufacturer (labelling) - Part 2: In vitro diagnostic reagents for
professional use (ISO 18113-2:2022); German version EN ISO 18113-
2:2024

Medical devices - Part 1: Application of usability engineering to medical
devices (IEC 62366-1:2015 + COR1:2016 + A1:2020)

bei Bedarf weitere Zeilen hinzufligen

DoC_04_DE
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EU Declaration of Conformity

Mikrogen GmbH

82061 Neuried
Germany

ud

' SRN

DE-MF-000027747

Anna-Sigmund-StraRe 10

We declare under our sole responsibility that the products listed below meet the provisions of the
regulation (EU) 2017/746 on in vitro diagnostic medical devices which apply to it.

| Product Information
Name
recomCLIA Control Set HEV IgG

Risk Classification (according Annex VIII)

AL BX cOO bpO

Conformity Assessment Procedure

ANNEX IX
Full Quality System

EU-Certificate #.:

[REF]

75002

Basic UDI-DI
04250571126050

| D1060500064 in accordance with supplement
D1060500065

‘ (Class B, C, D) Notified Body mdc medical device certification GmbH
NOtIfIle.d Bgdy 0483
| Identification: |
.- : _ —
| LTANNEX IX , EU-Certificate #.:
| Technical Documentation ‘
Examination (Class D) piotificdiBady | mdc medical device certification GmbH |
| ! !
Notified Body
!_____ | dentification: 0483
| OJANNEX | & 11 + 111

(Class A, non-sterile)

| [0 Common Specifications (CS):

Harmonised standards, national standards, other normative documents: see annex list of standards

Period of validity of the declaration of conformity

On behalf of MrKFK—EN GmbH, Managing Director Dr. Erwin Soutschek:

1 S

09.01.2029

R R I

' Neuried
Signature Issued in Date
Dr. Eva Felder QmB
Name Function

DoC_04_EN
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Annex List of Standards
Document no. + issue status
EN ISO 13485:2016/AC:2018

EN ISO 13485:2016/A11:2021
EN ISO 20916:2024

EN 13612:2002+AC:2002

EN ISO 23640:2015

EN 13641:2002

EN ISO 14971:2019/A11:2021
ISO/TR 24971:2020-06

EN ISO 15193:2009
EN ISO 15194:2009

EN iSO 15223-1:2021
EN ISO 17511:2021

EN ISO 18113-1:2024
EN ISO 18113-2:2024

EN 62366-
1:2015+AC:2015+AC:2016+A1:2020

Add more lines if needed

DoC_04_EN

Page 2 of 2

Title

Medical devices - Quality management systems - Requirements for
regulatory purposes (ISO 13485:2016)

In vitro diagnostic medical devices - Clinical performance studies
using specimens from human subjects - Good study practice (ISO
20916:2019)

Performance evaluation of in vitro diagnostic medical devices
In vitro diagnostic medical devices — Evaluation of stability of in vitro
diagnostic reagents (ISO 23640:2011);

Elimination or reduction of risk of infection related to in vitro
diagnostic reagents
Medical devices - Application of risk management to medical devices
(1SO 14971:2019);

Medical devices - Guidance on the application of ISO 14971 (ISO/TR
24971:2020).

In vitro diagnostic medical devices - Measurement of quantities in
samples of biological origin - Requirements for content and
presentation of reference measurement procedures (ISO
15193:2009);

In vitro diagnostic medical devices - Measurement of quantities in
samples of biological origin - Requirements for certified reference
materials and the content of supporting documentation (ISO
15194:2009)

Medical devices - Symbols to be used with information to be supplied
by the manufacturer - Part 1: General requirements (ISO 15223-
1:2021);

In vitro diagnostic medical devices - Requirements for establishing
metrological traceability of values assigned to calibrators, trueness
control materials and human samples (ISO 17511:2020);

In vitro diagnostic medical devices - Information supplied by the
manufacturer (labelling) - Part 1: Terms, definitions, and general
requirements (ISO 18113-1:2022); German version EN ISO 18113-
1:2024
In vitro diagnostic medical devices - Information supplied by the
manufacturer (labelling) - Part 2: In vitro diagnostic reagents for
professional use {ISO 18113-2:2022); German version EN ISO 18113-
2:2024
Medical devices - Part 1: Application of usability engineering to
medical devices {IEC 62366-1:2015 + COR1:2016 + A1:2020)
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Declaracién de conformidad de la UE

MIKROGEN GmbH

M Anna-Sigmund-StraRe 10
| 82061 Neuried
. Alemania

SRN DE-MF-000027747

Declaramos bajo nuestra exclusiva responsabilidad que los productos abajo enumerados cumplen todos
los requisitos aplicables del Reglamento (UE) 2017/746 sobre productos sanitarios para diagndstico in
vitro.

i Informacidn del producto

Nombre UDI-DI basico [REF]
recomCLIA Control Set HEV IgG 04250571126050 75002

Clasificacién de riesgos (segun el anexo VIII)

Al BX cOO pO

Procedimiento de evaluacién de la conformidad

| X ANEXO IX | N° e certificado Ug. | D1060500064 in accordance with supplement '
Sistema de calidad completo ' i i D1060500065
elasElE: Cabl) Org_a'msmo | mdc medical device certification GmbH I
| notificado: i
Pipcote | 0483
s | identificacion: —_— i
[J ANEXO I)F, N.° de certificado UE: I
Comprobacion de la |
documentacion técnica (clase D) Organismo ‘ mdc medical device certification GmbH
| notificado: ; |
’ |
Numero de | g

| identificacion: | )
| O ANEXOS Iy 11 +1l] |
| (clase A, no estéril) |

[ Especificaciones comunes (EC):

X Normas armonizadas, normas nacionales, otros documentos normativos: véase el apéndice lista de
normas

Periodo de validez de |la declaracion de conformidad 09.01.2029

En representacién tMIKROGEN GmbH, Director Dr. Erwin Soutschek:

‘I \/(—91‘ ' Neuried D—g -O}?. 3“5@/{'

Firma expedido en Fecha
Dr. Eva Felder QMB
Nom Funcidn

DoC_04_ES
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Anexo Lista de normas

N2 de documento + estado de
emisién

" EN ISO 13485:2016/AC:2018
EN ISO 13485:2016/A11:2021
EN ISO 20916:2024

EN 13612:2002+AC:2002

EN 1SO 23640:2015

EN 13641:2002

EN ISO 14971:2019/A11:2021
ISO/TR 24971:2020-06

EN ISO 15193:2009
EN 1SO 15194:2009

EN ISO 15223-1:2021
EN ISO 17511:2021

EN ISO 18113-1:2024
EN I1SO 18113-2:2024

EN 62366-
1:2015+AC:2015+AC:2016+A1:2020

Afiada mas lineas si es necesario

DoC_04_ES

Pagina 2 de 2

Titulo

Medical devices - Quality management systems - Requirements for
regulatory purposes (ISO 13485:2016)

In vitro diagnostic medical devices - Clinical performance studies
using specimens from human subjects - Good study practice {ISO
20916:2019)

Performance evaluation of in vitro diagnostic medical devices

In vitro diagnostic medical devices — Evaluation of stability of in vitro
diagnostic reagents (1SO 23640:2011);

Elimination or reduction of risk of infection related to in vitro
diagnostic reagents

Medical devices - Application of risk management to medical devices
(1SO 14971:2019);

Medical devices - Guidance on the application of ISO 14971 (ISO/TR
24971:2020).

In vitro diagnostic medical devices - Measurement of quantities in
samples of biological origin - Requirements for content and
presentation of reference measurement procedures {ISO
15193:2009);

In vitro diagnostic medical devices - Measurement of quantities in
samples of biological origin - Requirements for certified reference
materials and the content of supporting documentation {ISO
15194:2009)

Medical devices - Symbols to be used with information to be supplied
by the manufacturer - Part 1: General requirements (ISO 15223-
1:2021);

In vitro diagnostic medical devices - Requirements for establishing
metrological traceability of values assigned to calibrators, trueness
control materials and human samples (ISO 17511:2020);

In vitro diagnostic medical devices - Information supplied by the
manufacturer {labelling) - Part 1: Terms, definitions, and general
requirements (ISO 18113-1:2022); German version EN ISO 18113-
1:2024

In vitro diagnostic medical devices - Information supplied by the
manufacturer (labelling) - Part 2: In vitro diagnostic reagents for
professional use (ISO 18113-2:2022); German version EN ISO 18113-
2:2024

Medical devices - Part 1: Application of usability engineering to
medical devices (IEC 62366-1:2015 + COR1:2016 + A1:2020)
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Déclaration de conformité UE

MIKROGEN GmbH

| M Anna-Sigmund-StralRe 10
82061 Neuried
, Allemagne
SRN DE-MF-000027747

Nous déclarons sous notre seule responsabilité que les produits listés ci-dessous sont conformes a
toutes les exigences applicables du réglement (UE) 2017/746 relatif aux dispositifs médicaux de
diagnostic in vitro.

| Informations sur le produit

Nom Basis UDI-DI [REF]

recomCLIA Control Set HEV 1gG 04250571126050 75002

Classification des risques (par annexe Viil)

Al BX cJ pO

Procédures d’évaluation de la conformité
| DI ANNEXE IX ' D1060500064 in accordance with supplement |

A " No de certificat UE :
| Systéme de qualité complet ' i | D1060500065 !
(Classe B, C, D) Organisme désigné : mdc medical device certification GmbH
| Numéro . |
- d'identification : 1 i ) !
,D ANN_EXE s . NoO de certificat UE :T
Evaluation de la documentation I
| technique (classe D) Organisme désigné : | mdc medical device certification GmbH |
Numéro ‘ 0483 |

d’identification :

" O ANNEXE | & 1l + Il
| (Classe A, non stérile)

O Spécifications communes (SC): ‘

I— normes harmonisées, normes nationales, autres documents normatifs : voir annexe Liste des normes

Durée de validité de la déclaration de conformité 09.01.2029
Au nom de MIKROGEN GmbH, gérant Dr Erwin Soutschek :
VA (l:ﬁ( Neuried :Iﬂ; Og 2:5?,(.
Signature = V délivré a Date
Dr. Eva Felder QwVB
Nom Fonction

DoC_04_FR
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Annexe Liste des normes

N° de document + état des
dépenses

" EN IS0 13485:2016/AC:2018
EN 1SO 13485:2016/A11:2021
EN 1SO 20916:2024

EN 13612:2002+AC:2002

EN ISO 23640:2015

EN 13641:2002

EN ISO 14971:2019/A11:2021
ISO/TR 24971:2020-06

EN 1SO 15193:2009
EN ISO 15194:2009

EN ISO 15223-1:2021
EN ISO 17511:2021

EN ISO 18113-1:2024
EN ISO 18113-2:2024

EN 62366-

Page : 2 sur2

Titre

Medical dewcés- duélity management systems - Requirements for
regulatory purposes {ISO 13485:2016)

In vitro diagnostic medical devices - Clinical performance studies
using specimens from human subjects - Good study practice (ISO
20916:2019)

Performance evaluation of in vitro diagnostic medical devices

In vitro diagnostic medical devices — Evaluation of stability of in vitro
diagnostic reagents {ISO 23640:2011);

Elimination or reduction of risk of infection related to in vitro
diagnostic reagents

Medical devices - Application of risk management to medical devices
(1SO 14971:2019);

Medical devices - Guidance on the application of ISO 14971 {ISO/TR
24971:2020).

In vitro diagnostic medical devices - Measurement of guantities in
samples of biological origin - Requirements for content and
presentation of reference measurement procedures (15O
15193:2009);

In vitro diagnostic medical devices - Measurement of quantities in
samples of biological origin - Requirements for certified reference
materials and the content of supporting documentation (ISO
15194:2009)

Medical devices - Symbols to be used with information to be supplied
by the manufacturer - Part 1: General requirements (ISO 15223-
1:2021);

in vitro diagnostic medical devices - Requirements for establishing
metrological traceability of values assigned to calibrators, trueness
control materials and human samples (ISO 17511:2020);

In vitro diagnostic medical devices - Information supplied by the
manufacturer (labelling) - Part 1: Terms, definitions, and general
requirements {ISO 18113-1:2022); German version EN SO 18113-
1:2024

In vitro diagnostic medical devices - Information supplied by the
manufacturer (labelling) - Part 2: In vitro diagnostic reagents for
professional use (ISO 18113-2:2022); German version EN SO 18113-
2:2024

Medical devices - Part 1: Application of usability engineering to

1:2015+AC:2015+AC:2016+A1:2020 medical devices (IEC 62366-1:2015 + COR1:2016 + A1:2020)
ajouter des lignes supplémentaires si nécessaire

DoC_04_FR
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MIKROGEN )

D1 A G N O S 71K

EU izjava o sukladnosti

Mikrogen GmbH
' “ Anna-Sigmund-Strafie 10
82061 Neuried
! Njemacka |
SRN DE-MF-000027747

Uz isklju€ivu odgovornost izjavljujemo da dolje navedeni proizvodi odgovaraju svim primjenjivim
zahtjevima Uredbe (EU) 2017/746 o in-vitro dijagnostici.

Informacije o proizvodu
Naziv Osnovni UDI-DI [REF]
recomCLIA Control Set HEV IgG 04250571126050 75002

Klasifikacija rizika (prema Dodatku Vi)
ALl B cd bl

Postupak ocjene sukladnosti
| Dodatak IX | D1060500064 in accordance with supplement

Br. EU certifikata:
Kompletni sustav kvalitete | | D1060500065

(klasa B, C, D) ‘ Prijavljeno tijelo: | mdc medical device certification GmbH

i .
Identifikacijski broj: ‘ 0483

U ngatak IXW . Br. EU certifikata:
Provjera tehnicke dokumentacije | |
| (klasa D) ‘ Prijavljeno tijelo: | mdc medical device certification GmbH

‘ | Identifikacijski broj: | 0483

| [ DODATAK I te i + il
| (klasa A, nije sterilno)

‘ [ Zajednicke specifikacije (GS):

X harmonizirane norme, nacionalne norme, drugi normativni dokumenti: vidjeti dodatak s popisom normi ‘

Trajanje vaZenja izjave o sukladnosti 09.01.2029

U ime tvrtke MIKROGEN GmbH, direktor dr. Erwin Soutschek:

P \/ (ID h'\/- Neuried ac‘g e, | 9‘@&)/

Potpis Mjesto Datum
Dr. Eva Felder QwvB
Ime Funkcija

DoC_04_HR
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Dodatak: Popis normi
Br. dokumenta + revizija
EN ISO 13485:2016/AC:2018

EN ISO 13485:2016/A11:2021
EN ISO 20916:2024

EN 13612:2002+AC:2002

EN ISO 23640:2015

EN 13641:2002

EN ISO 14971:2019/A11:2021
ISO/TR 24971:2020-06

EN 1SO 15193:2009
EN SO 15194:2009

EN 1SO 15223-1:2021
EN ISO 17511:2021

EN ISO 18113-1:2024
EN ISO 18113-2:2024

EN 62366-
1:2015+AC:2015+AC:2016+A1:2020
po potrebi dodati jo3 redaka

DoC_04_HR

Stranica 2 od
2

Naslov

Medical devices - Quality management systems - Requirements for
regulatory purposes (ISO 13485:2016)

In vitro diagnostic medical devices - Clinical performance studies
using specimens from human subjects - Good study practice {ISO
20916:2019)

Performance evaluation of in vitro diagnostic medical devices

In vitro diagnostic medical devices — Evaluation of stability of in vitro
diagnostic reagents (ISO 23640:2011);

Elimination or reduction of risk of infection related to in vitro
diagnostic reagents

Medical devices - Application of risk management to medical devices
(1SO 14971:2019);

Medical devices - Guidance on the application of ISO 14971 {ISO/TR
24971:2020).

In vitro diagnostic medical devices - Measurement of quantities in
samples of biological origin - Requirements for content and
presentation of reference measurement procedures (ISO
15193:2009);

In vitro diagnostic medical devices - Measurement of quantities in
samples of biological origin - Requirements for certified reference
materials and the content of supporting documentation (ISO
15194:2009)

Medical devices - Symbols to be used with information to be supplied
by the manufacturer - Part 1: General requirements (ISO 15223-
1:2021);

in vitro diagnostic medical devices - Requirements for establishing
metrological traceability of values assigned to calibrators, trueness
control materials and human samples (ISO 17511:2020);

In vitro diagnostic medical devices - Information supplied by the
manufacturer (labelling) - Part 1: Terms, definitions, and general
requirements (1SO 18113-1:2022); German version EN 1SO 18113-
1:2024

In vitro diagnostic medical devices - Information supplied by the
manufacturer {labelling) - Part 2: In vitro diagnostic reagents for
professional use (ISO 18113-2:2022); German version EN ISO 18113-
2:2024

Medical devices - Part 1: Application of usability engineering to
medical devices (IEC 62366-1:2015 + COR1:2016 + A1:2020)
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EU megfelel&ségi nyilatkozat

MIKROGEN GmbH

“ Floriansbogen 2-4
82061 Neuried
- Németorszag )
SRN DE-MF-000027747

Kizérdlagos felel&sséglink tudataban kijelentjik, hogy az alabb felsorolt termékek megfelelnek az in-
vitro diagnosztikara vonatkozé (EU) 2017/746 rendelkezés minden alkalmazhatd kévetelményének.

| Termékinformacid

Név Alap UDI-DI
recomCLIA Control Set HEV 1gG 04250571126050 75002

Kockazatmindsités (a melléklet szerint VIIt)

ALl BX c0 pOd

Megfelel§ség-értékelési eljéras

| X IX. FUGGELEK EU tanusitvany | D1060500064 in accordance with supplement |
Teljes mindségrendszer | szama: | D1060500065 !

(B, C, D osztaly)

|
| Bejelentett szervezet: | mdc medical device certification GmbH

Azonosité szam: | 0483 |
O IX. FUGGELEK | EU tanusitvany ' o T
Miszaki dokumentdcio vizsgalata | széma:

(D osztaly) Bejelentett szervezet: | mdc medical device certification GmbH

lAzonosité szam: | 0483 |

" O1. & Il + 1II. FUGGELEK
(A osztaly, nem steril) ) |
| [ Kézés specifikacidk (GS):

Harmonizalt szabvényok, nemzeti szabvanyok, egyéb normativ dokumentumok: lasd a fuggelékben a
‘ szabvényok listdjat

A megfelel8ségi nyilatkozat érvényességi ideje 09.01.2029

A MIKROGEN Gmbﬁ nevében Dr. Erwin Soutschek vezérigazgatd:

Neuried :l? GQ Qn’?j\/

Alalras kidllitas Datum
Dr-Eva-Felder oMB
Név Beosztas

DoC_04_HUN
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Mellékletjegyzék Szabvéanyok
Dokumentumszdm + kiadas

llapota

"EN 1SO 13485:2016/AC:2018
EN ISO 13485:2016/A11:2021
EN ISO 20916:2024

EN 13612:2002+AC:2002

EN ISO 23640:2015

EN 13641:2002

EN ISO 14971:2019/A11:2021
ISO/TR 24971:2020-06

EN 1SO 15193:2009

EN ISO 15194:2009

EN ISO 15223-1:2021
EN ISO 17511:2021

ENISO 18113-1:2024

EN ISO 18113-2:2024

EN 62366-

2/ 2. oldal

Cim

Medical devices - Quality management systems - Requirements for
regulatory purposes {ISO 13485:2016)

In vitro diagnostic medical devices - Clinical performance studies
using specimens from human subjects - Good study practice (ISO
20916:2019)

Performance evaluation of in vitro diagnostic medical devices

In vitro diagnostic medical devices — Evaluation of stability of in vitro
diagnostic reagents (ISO 23640:2011);

Elimination or reduction of risk of infection related to in vitro
diagnostic reagents

Medical devices - Application of risk management to medical devices
(1SO 14971:2019);

Medical devices - Guidance on the application of ISO 14971 {ISO/TR
24971:2020).

In vitro diagnostic medical devices - Measurement of quantities in
samples of biological origin - Requirements for content and
presentation of reference measurement procedures (ISO
15193:2009);

In vitro diagnostic medical devices - Measurement of quantities in
samples of biological origin - Requirements for certified reference
materials and the content of supporting documentation (ISO
15194:2009)

Medical devices - Symbols to be used with information to be supplied
by the manufacturer - Part 1: General requirements (I1SO 15223-
1:2021);

In vitro diagnostic medical devices - Requirements for establishing
metrological traceability of values assigned to calibrators, trueness
control materials and human samples (1SO 17511:2020);

In vitro diagnostic medical devices - Information supplied by the
manufacturer (labelling) - Part 1: Terms, definitions, and general
requirements {ISO 18113-1:2022); German version EN 150 18113-
1:2024

In vitro diagnostic medical devices - Information supplied by the
manufacturer {labelling) - Part 2: In vitro diagnostic reagents for
professional use {ISO 18113-2:2022); German version EN 1SO 18113-
2:2024

Medical devices - Part 1: Application of usability engineering to

1:2015+AC:2015+AC:2016+A1:2020 medical devices (IEC 62366-1:2015 + COR1:2016 + A1:2020)
Sziikség esetén adjon hozza tovabbi sorokat

DoC_04_HUN
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Dichiarazione di conformita UE

‘ MIKROGEN GmbH
I Anna-Sigmund-Stralle 10
82061 Neuried
| Germania
gszwero di registrazione unico DE-MF-000027747

Dichiariamo sotto la nostra esclusiva responsabilita che i prodotti sotto elencati soddisfano tutti i
requisiti applicabili del regolamento {UE) 2017/746 riguardante la diagnostica in-vitro.

i Informazioni sul prodotto
Nome UDI-DI di base
recomCLIA Control Set HEV 1gG 04250571126050 75002

Classificazione del rischio (secondo I'allegato Vili)

Al BX cO pO

Procedura di valutazione della conformita

ALLEGATO IX

| Sy | D1060500064 in accordance with supplement |

Sistema completo per la qualita : | D1060500065
(Classe B, C, D) Organismo notificato: | mdc medical device certification GmbH
| . . .
_— P G _
| Contoll des ocumentagone | O UER: |
| tecnica (classe D) ‘ Organismo notificato: | mdc medical device certification GmbH
Numero di : 0483 |

| identificazione:
| CI ALLEGATO | & Il + I

_(Classe A, non sterile)

; [0 Specifiche comuni (SC):

=

X Norme armonizzate, norme nazionali, altri documenti normativi: vedere I'elenco degli standard in |
appendice |

Periodo di validita della dichiarazione di conformita 09.01.2029

A nome di MIKROGEN GmbH, Amministratore Dr. Erwin Soutschek:

i r}\;ﬂ\ Neuried R.& Q@'&(

Firma Rilasciato a Data
Dr. Eva Felder QMB
Nom Funzion

DoC_04_IT
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Elenco degli allegati Norme

Numero del documento + stato

di emissione

EN ISO 13485:2016/AC:2018
EN ISO 13485:2016/A11:2021
EN ISO 20916:2024

EN 13612:2002+AC:2002

EN 1SO 23640:2015

EN 13641:2002

EN ISO 14971:2019/A11:2021
ISO/TR 24971:2020-06

EN ISO 15193:2009

EN ISO 15194:2009

EN 1SO 15223-1:2021

EN ISO 17511:2021

EN ISO 18113-1:2024

EN ISO 18113-2:2024

EN 62366-

Pagina 2 di 2

Titolo

Medical devices - Quality management systems - Requirements for
regulatory purposes {ISO 13485:2016)

In vitro diagnostic medical devices - Clinical performance studies
using specimens from human subjects - Good study practice {ISO
20916:2019)

Performance evaluation of in vitro diagnostic medical devices
in vitro diagnostic medical devices — Evaluation of stability of in vitro
diagnostic reagents (SO 23640:2011);

Elimination or reduction of risk of infection related to in vitro
diagnostic reagents
Medical devices - Application of risk management to medical devices
(1SO 14971:2019);

Medical devices - Guidance on the application of 1SO 14971 (ISO/TR
24971:2020).

In vitro diagnostic medical devices - Measurement of quantities in
samples of biological origin - Requirements for content and
presentation of reference measurement procedures (SO

15193:2009);

In vitro diagnostic medical devices - Measurement of quantities in
samples of biological origin - Requirements for certified reference
materials and the content of supporting documentation (ISO
15194:2009)

Medical devices - Symbols to be used with information to be supplied
by the manufacturer - Part 1: General requirements (ISO 15223-
1:2021);

In vitro diagnostic medical devices - Requirements for establishing
metrological traceability of values assigned to calibrators, trueness
control materials and human samples {1SO 17511:2020);

In vitro diagnostic medical devices - Information supplied by the
manufacturer (labelling) - Part 1: Terms, definitions, and general
requirements {ISO 18113-1:2022); German version EN ISO 18113-
1:2024
In vitro diagnostic medical devices - Information supplied by the
manufacturer {labelling) - Part 2: In vitro diagnostic reagents for
professional use (ISO 18113-2:2022); German version EN 1SO 18113-
2:2024
Medical devices - Part 1: Application of usability engineering to

1:2015+AC:2015+AC:2016+A1:2020 medical devices (IEC 62366-1:2015 + COR1:2016 + A1:2020)

Aggiungere altre righe se necessario

DoC_04_IT
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Declara¢do de conformidade UE

Mikrogen GmbH
Anna-Sigmund-Strale 10
82061 Neuried
Alemanha
DE-MF-000027747

Pagina 1 de 2

Declaramos sob nossa inteira responsabilidade que os produtos abaixo listados cumprem todas as
exigéncias aplicaveis do regulamento (UE) 2017/746 relativo a diagndsticos in-vitro.

Informagdes sobre o produto

Nome

UDI-DI basico

recomCLIA Control Set HEV 1gG 04250571126050

Classificacdo do risco (de acordo com o anexo VIII)

All B

Procedimento de avaliag8o da conformidade

ctl o

[ X ANEXO IX

Sistema de qualidade completo

(categoria B, C, D)

. 3
Certificado UE n.2: ‘ D1060500065

| Organismo !
| notificado:
NOmero de

__| identificagdo | 0443

" O ANEXO IX

Verificagdo da documentagdo

técnica (categoria D)

Certificado UE n.e:

Organismo
| notificado:
NuUmero de

identificacdo ! el

I ANEXO Lell + 1l
I (categoria A, ndo-estéril)

75002

D1060500064 in accordance with supplement |

mdc medical device certification GmbH ‘

| mdc medical device certification GmbH

[0 Especificagdes comuns (GS):

X Normas harmonizadas, normas nacionais, outros documentos normativos: ver anexo Lista de normas

Prazo de validade da declaracdo de conformidade 09.01.2029

Em nome da MIKROGEN GmbH, gerente Dr. Erwin Soutschek:

i, \/(_D d\/

R oK. 328

Neuried
| — Hv
Assinatura emitido em Data
Dr. Eva Felder QMB
Nom Fungdo

DoC_04_PT
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Anexo Lista de normas

N.2 do documento + estado da

. Titulo

emissdo

EN ISO 13485:2016/AC:2018 Medical devices - Quality management systems - Requirements for

EN ISO 13485:2016/A11:2021 regulatory purposes {ISO 13485:2016)

EN ISO 20916:2024 In vitro diagnostic medical devices - Clinical performance studies
using specimens from human subjects - Good study practice (ISO
20916:2019)

EN 13612:2002+AC:2002 Performance evaluation of in vitro diagnostic medical devices

EN ISO 23640:2015 In vitro diagnostic medical devices — Evaluation of stability of in vitro
diagnostic reagents (1SO 23640:2011);

EN 13641:2002 Elimination or reduction of risk of infection related to in vitro
diagnostic reagents

EN SO 14971:2019/A11:2021 Medical devices - Application of risk management to medical devices
(1SO 14971:2019);

ISO/TR 24971:2020-06 Medical devices - Guidance on the application of ISO 14971 (ISO/TR
24971:2020).

EN 1SO 15193:2009 In vitro diagnostic medical devices - Measurement of quantities in
samples of biological origin - Requirements for content and
presentation of reference measurement procedures (ISO
15193:2009);

EN ISO 15194:2009 in vitro diagnostic medical devices - Measurement of quantities in
samples of biological origin - Requirements for certified reference
materials and the content of supporting documentation (ISO
15194:2009)

EN ISO 15223-1:2021 Medical devices - Symbols to be used with information to be supplied
by the manufacturer - Part 1: General requirements (SO 15223-
1:2021);

EN SO 17511:2021 In vitro diagnostic medical devices - Requirements for establishing
metrological traceability of values assigned to calibrators, trueness
control materials and human samples (1SO 17511:2020);

EN ISO 18113-1:2024 In vitro diagnostic medical devices - Information supplied by the
manufacturer (labelling) - Part 1: Terms, definitions, and general
requirements (ISO 18113-1:2022); German version EN ISO 18113-
1:2024

EN1SO 18113-2:2024 In vitro diagnostic medical devices - Information supplied by the
manufacturer (labelling) - Part 2: In vitro diagnostic reagents for
professional use (ISO 18113-2:2022); German version EN 1SO 18113-
2:2024

EN 62366- Medical devices - Part 1: Application of usability engineering to

1:2015+AC:2015+AC:2016+A1:2020 medical devices (IEC 62366-1:2015 + COR1:2016 + A1:2020)
Podem ser acrescentadas linhas, se necessario

DoC_04_PT
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Declaratie de conformitate UE

Mikrogen GmbH
“ Anna-Sigmund-Strafle 10
82061 Neuried
Germania
SRN DE-MF-000027747

Declardm cu deplind rdspundere ca produsele enumerate mai jos corespund tuturor cerintelor aplicabile
ale Regulamentului (UE) 2017/746 privind dispozitivele medicale pentru diagnostic in vitro.

| Informatii despre produs
Denumire Cod UDI-DI de bazi [REF]
recomCLIA Control Set HEV I1gG 04250571126050 75002
Clasificarea riscurilor (conform anexei VIII)
Al B clO oO

Procedura de evaluare a conformitatii
' D1060500064 in accordance with supplement

| X ANEXA IX -
Nr. certificat UE: |
Sistem de calitate complet | D1060500065
[EI352) Ban B) Organism notificat: mdc medical device certification GmbH |
[ |
|
‘ Nr. de identificare: 0483
L1 ANEXA IX | Nr. certificat UE:
Verificarea documentatiei tehnice ! !
‘ {clasa D) Organism notificat: : mdc medical device certification GmbH I

Nr. de identificare: 0483

" O ANEXA I'si Il + 1l
| {Clasa A, nesteril)
[0 Specificatii generale (SG):

| X Norme armonizate, norme nationale, alte documente normative: consultati anexa cu lista normelor

Perioada de valabilitate a declaratiei de conformitate 09.01.2029

Tn numele MIKROGEN GmbH, Manager general Dr. Erwin Soutschek:

ok o maar

Semnaturd Publicat in Data

Dr. Eva Felder QMB
Num Functie

DoC_04_RO
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Anex3 cu lista normelor

Nr. document + numdr versiune

EN ISO 13485:2016/AC:2018
EN ISO 13485:2016/A11:2021
EN ISO 20916:2024

EN 13612:2002+AC:2002

EN ISO 23640:2015

EN 13641:2002

EN ISO 14971:2019/A11:2021
ISO/TR 24971:2020-06

EN I1SO 15193:2009
EN 1SO 15194:2009

EN 1SO 15223-1:2021
EN IS0 17511:2021

EN ISO 18113-1:2024
EN ISO 18113-2:2024

EN 62366~

Pagina 2 din
2

Titlu

Médical devices - Quality management systems - Requirements for
regulatory purposes {ISO 13485:2016)

In vitro diagnostic medical devices - Clinical performance studies using
specimens from human subjects - Good study practice (ISO
20916:2019)

Performance evaluation of in vitro diagnostic medical devices

in vitro diagnostic medical devices — Evaluation of stability of in vitro
diagnostic reagents (ISO 23640:2011);

Elimination or reduction of risk of infection related to in vitro
diagnostic reagents

Medical devices - Application of risk management to medical devices
(1SO 14971:2019);

Medical devices - Guidance on the application of 1SO 14971 (ISO/TR
24971:2020).

In vitro diagnostic medical devices - Measurement of quantities in
samples of biological origin - Requirements for content and
presentation of reference measurement procedures (ISO
15193:2009);

In vitro diagnostic medical devices - Measurement of quantities in
samples of biological origin - Requirements for certified reference
materials and the content of supporting documentation (ISO
15194:2009)

Medical devices - Symbols to be used with information to be supplied
by the manufacturer - Part 1: General requirements (ISO 15223-
1:2021);

In vitro diagnostic medical devices - Requirements for establishing
metrological traceability of values assigned to calibrators, trueness
control materials and human samples {ISO 17511:2020);

In vitro diagnostic medical devices - Information supplied by the
manufacturer (labelling) - Part 1: Terms, definitions, and general
requirements (ISO 18113-1:2022); German version EN ISO 18113-
1:2024

In vitro diagnostic medical devices - Information supplied by the
manufacturer (labelling) - Part 2: In vitro diagnostic reagents for
professional use (ISO 18113-2:2022); German version EN ISO 18113-
2:2024

Medical devices - Part 1: Application of usability engineering to medical

1:2015+AC:2015+AC:2016+A1:2020 devices (IEC 62366-1:2015 + COR1:2016 + A1:2020)
addugati randuri suplimentare dacd este necesar

DoC_04_RO
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Wyhlasenie o zhode EU

| Mikrogen GmbH
M Anna-Sigmund-Strale 10
82061 Neuried
Nemecko
SRN DE-MF-000027747

Vo wyluénej] zodpovednosti vyhlasujeme, Ze niZsie uvedené produkty zodpovedaju vietkym
aplikovatelnym poZiadavkdm nariadenia (EU) 2017/746 pre in vitro diagnostické pomécky.

 Informécie o produkte .

N4zov Zékladny UDI-DI [REF]
recomCLIA Control Set HEV 1gG 04250571126050 75002

Klasifikécia rizika (podla prilohy Viil)
ALl B cd oQO

Postup hodnotenia zhody
X PRILOHA IX i oo | D1060500064 in accordance with supplement
B Certifikat EU €.:
| Uplny systém kvality e e | D1060500065
(trieda B, C, D) Notifikovana osoba: | mdc medical device certification GmbH
| Identifikatné islo: | 0483 |
| LI PRILOHA IX | Certifikat EU &.:
Kontrola technickej dokumentdcie | | [
(trieda D) | Notifikovana osoba: | mdc medical device certification GmbH
‘ Identifikacné Cislo: 0483

} O PRILOHA 1 & 11+ 111
| (trieda A, nesteriiné)

I [ Spoloéné $pecifikécie:

‘ X harmonizované normy, narodné normy, dal3ie normativne dokumenty: pozri prilohu zoznam noriem

Doba platnosti vyhlasenia o zhode 09.01.2029

V mene spolocnosti MIKROGEN GmbH, riaditel Dr. Erwin Soutschek:

Wl W o 90§

Podpis vystavené v Datum
Dr. Eva Felder QMB
Meno Funkcia

DoC_04_SK
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Priloha zoznam noriem

¢. dokumentu + stav vydania

CENISO 13485:2016/AC:2S018
EN ISO 13485:2016/A11:2021
EN ISO 20916:2024

EN 13612:2002+AC:2002

EN iSO 23640:2015

EN 13641:2002

EN ISO 14971:2019/A11:2021
ISO/TR 24971:2020-06

EN ISO 15193:2009
EN iSO 15194:2009

EN ISO 15223-1:2021
EN ISO 17511:2021

EN ISO 18113-1:2024
EN ISO 18113-2:2024

EN 62366-

Strana2z2

Néazov

Medical devices - Quality management systems - Requirements for
regulatory purposes {ISO 13485:2016)

In vitro diagnostic medical devices - Clinical performance studies
using specimens from human subjects - Good study practice (ISO
20916:2019)

Performance evaluation of in vitro diagnostic medical devices

In vitro diagnostic medical devices — Evaluation of stability of in vitro
diagnostic reagents (1SO 23640:2011);

Elimination or reduction of risk of infection related to in vitro
diagnostic reagents

Medical devices - Application of risk management to medical devices
(1SO 14971:2019);

Medical devices - Guidance on the application of ISO 14971 {ISO/TR
24971:2020).

In vitro diagnostic medical devices - Measurement of quantities in
samples of biological origin - Reguirements for content and
presentation of reference measurement procedures (ISO
15193:2009);

In vitro diagnostic medical devices - Measurement of quantities in
samples of biological origin - Requirements for certified reference
materials and the content of supporting documentation (ISO
15194:2009)

Medical devices - Symbols to be used with information to be supplied
by the manufacturer - Part 1: General requirements (ISO 15223-
1:2021);

In vitro diagnostic medical devices - Requirements for establishing
metrological traceability of values assigned to calibrators, trueness
control materials and human samples (ISO 17511:2020);

In vitro diagnostic medical devices - Information supplied by the
manufacturer {labelling) - Part 1: Terms, definitions, and general
requirements (ISO 18113-1:2022); German version EN ISO 18113-
1:2024

In vitro diagnostic medical devices - Information supplied by the
manufacturer (labelling) - Part 2: In vitro diagnostic reagents for
professional use (ISO 18113-2:2022); German version EN I1SO 18113-
2:2024

Medical devices - Part 1: Application of usability engineering to

1:2015+AC:2015+AC:2016+A1:2020 medical devices (IEC 62366-1:2015 + COR1:2016 + A1:2020)
v pripade potreby vloZte dalSie riadky

DoC_04_SK
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Izjava EU o skladnosti

Mikrogen GmbH

| I Anna-Sigmund-Stralke 10

82061 Neuried
Nemcija |
Enotna registrska Stevilka (SRN) - DE-MF-000027747

Izklju€no na lastno odgovornost izjavljamo, da so spodaj navedeni izdelki v skladu z vsemi veljavnimi
zahtevami Uredbe (EU) 2017/746 o in vitro diagnosti¢nih pripomockih.

Informacije o izdelku

Ime Osnovni UDI-DI [FEF]

recomCLIA Control Set HEV IgG 04250571126050 75002

Razred tveganja (v skladu s Prilogo VIIl)
ALl B ca oOdd

Postopek ugotavljanja skladnosti

| X PRILOGA IX | D1060500064 in accordance with supplement |

St. certifikata EU:

Celovit sistem kakovosti _ | D1060500065 I
(razred B, C, D) Prigladeni organ: mdc medical device certification GmbH

f

Identifikacijska | 0483
| 3tevilka: — — - _‘

i {
LI PRILOGA X _ | 8t. certifikata EU:
Pregled tehni¢ne dokumentacije ; !
(razred D) Priglaseni organ: [ mdc medical device certification GmbH

‘ Identifikacijska

| |
Stevilka: =53

|
' O PRILOGA | & Il +1II
(razred A, nesteriino)

I Skupne specifikacije: ‘

X Usklajeni standardi, nacionalni standardi, drugi normativni dokumenti: glejte prilogo Seznam standardov |

Obdobije veljavnosti izjave EU o skladnosti 09.01.2029

Vimenu podjetja MIKROGEN GmbH, direktor dr. Erwin Soutschek:

y \[ﬂ Neuried > o cp(

Podpis Kraj Datum
Dr. Eva Felder QMB
Ime Funkcija

DoC_04_SL
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Priloga Seznam standardov
8t. dokumenta + stanje izdaje
EN ISO 13485:2016/AC:2018

EN ISO 13485:2016/A11:2021
EN ISO 20916:2024

EN 13612:2002+AC:2002

EN ISO 23640:2015

EN 13641:2002

EN ISO 14971:2019/A11:2021
ISO/TR 24971:2020-06

EN ISO 15193:2009
EN ISO 15194:2009

EN ISO 15223-1:2021
EN ISO 17511:2021

EN ISO 18113-1:2024
EN ISO 18113-2:2024

EN 62366-
1:2015+AC:2015+AC:2016+A1:2020
Po potrebi dodajte vrstice

DoC_04_SL

Stran 2 0od 2

Naslov

Medical devices - Qdaiit\/ rﬁéﬁégement systems - Réquirements for
regulatory purposes (ISO 13485:2016)

In vitro diagnostic medical devices - Clinical performance studies
using specimens from human subjects - Good study practice (ISO
20916:2019)

Performance evaluation of in vitro diagnostic medical devices
In vitro diagnostic medical devices — Evaluation of stability of in vitro
diagnostic reagents (ISO 23640:2011);

Elimination or reduction of risk of infection related to in vitro
diagnostic reagents
Medical devices - Application of risk management to medical devices
(ISO 14971:2019);

Medical devices - Guidance on the application of 1ISO 14971 {ISO/TR
24971:2020).
in vitro diagnostic medical devices - Measurement of quantities in
samples of biological origin - Requirements for content and
presentation of reference measurement procedures {ISO
15193:2009);

In vitro diagnostic medical devices - Measurement of quantities in
samples of biological origin - Requirements for certified reference
materials and the content of supporting documentation (ISO
15194:20089)

Medical devices - Symbols to be used with information to be supplied
by the manufacturer - Part 1: General requirements (ISO 15223-
1:2021);

In vitro diagnostic medical devices - Requirements for establishing
metrological traceability of values assigned to calibrators, trueness
control materials and human samples (1ISO 17511:2020);

In vitro diagnostic medical devices - information supplied by the
manufacturer (labelling) - Part 1: Terms, definitions, and general
requirements (ISO 18113-1:2022); German version EN I1SO 18113-
1:2024
In vitro diagnostic medical devices - Information supplied by the
manufacturer (labelling) - Part 2: In vitro diagnostic reagents for
professional use (ISO 18113-2:2022); German version EN ISO 18113-
2:2024
Medical devices - Part 1: Application of usability engineering to
medical devices {IEC 62366-1:2015 + COR1:2016 + A1:2020)



