Prosty preklad z anglického jazyka

EC - PROHLASENI O SHODE

Vyrobce

zebris Medical GmbH

Am Galgenbiihl 14

88316 Isny
Némecko

Prohlasujeme na vlastni odpovédnost, ze

zdravotnicky prostiedek

Typ

UMDNS kéd

Tfida

Pravidlo

FDM-THM-M-2i
FDM-THL-M-2i
FDM-THQ-M-2i
FDM-THP-M-2i
FDM-THPL-M-
2i

17-242

Im

12

Systém méfeni rozlozeni sil FDM-T

FDM-THM-M-3i
FDM-THL-M-3i
FDM-THQ-M-3i
FDM-THP-M-3i
FDM-THPL-M-3i

spliiuje v8echny pozadavky smérnice 93/42/EU. Splfiuje vSechna ustanoveni
smérnice 93/42/EHS, ktera se na ngj vztahuji.

Postup posuzovani shody podle

smérnice 93/42/EHS Priloha V
ve znéni smérnice 2007/47/EHS

Toto prohlaseni o shodé plati pro vSechny vysSe uvedené zdravotnické prostfedky, které byly vyrobeny

spolecnosti zebris k datu vydani nebo po ném. Platnost tohoto prohlasSeni kon¢i vydanim nového

prohlaseni v dusledku technickych nebo pravnich zmén - nejpozdéji vSak v den vyprSeni platnosti
certifikatu CE podle smérnice 93/42/EHS s Cislem certifikatu CE 573437.

Vydano
Platnost do

podpis necitelny

Wolfgang Brunner
Vykonny feditel

Isny, 25.05.2021
25.05.2024

Sablona: HM-8.5.1 rev. 6/ MH / 11.10.18

Notifikovana osoba - BSI NL, ID ¢&islo: 2797
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EG - KONFORMITATSERKLARUNG '
EC - DECLARATION OF CONFORMITY '] Zeb r IS

Hersteller / Manufacturer zebris Medical GmbH
Am Galgenbuhl 14
88316 Isny
Deutschland / Germany

Wir erkléren in alleiniger Verantwortung, dass / We declare under our sole responsibility that

Medizinprodukt / Medical Device Kraftverteilungsmesssystem FDM-T
Force Distribution Measurement System FDM-T

Modell/Typ / Model/Type FDM-THM-M-2i FDM-THM-M-3i
FDM-THL-M-2i FDM-THL-M-3i
FDM-THQ-M-2i FDM-THQ-M-3i
FDM-THP-M-2i FDM-THP-M-3i
FDM-THPL-M-2i FDM-THPL-M-3i

UMDNS Nummer / UMDNS Code 17-242

Klasse / Class Im

Regel / Rule 12

allen Anforderungen der Richtlinie 93/42/EU, soweit anwendbar entspricht.
meets all the provisions of the Directive 93/42/EEC which apply to it.

Konformitatsbewertungsverfahren nach Richtlinie 93/42/EWG Anhang V
geéndert durch Richtlinie 2007/47/EWG

Conformity assessment procedure acc. Directive 93/42/EEC Annex V
amended by Directive 2007/47/EEC

Diese Konformitatserklarung gilt fur alle oben gelisteten Medizinprodukte welche am oder nach dem Aus-
gabedatum von zebris hergestellt worden sind. Die Gultigkeit dieser Konformitatserklarung endet mit der
Verdéffentlichung einer Konformitatserklarung neueren Datums, falls dies durch technische Anderungen
am Produkt oder durch Anderungen von Richtlinien oder Normen erfolgen muss, spatestens jedoch mit
Ablauf des CE-Zertifikats nach Richtlinie 93/42/EWG mit Nr. CE 573437.

This declaration of conformity is valid for all medical devices listed above which have been manufac-
tured by zebris at or after the date of issue. The validity of this declaration expires with the release of a
new declaration due to technical or legal amendments — however latest at the expiry date of the CE-
certificate according to directive 93/42/EEC with certificate number CE 573437.

Giiltigkeit / Validity

Ausgestellt am / Issued at i m Isny, 25.05.2021
Gliltig bis / Valid until ‘, f / ;\ \ \Mm 25.05.2024
\[\/ - 4 ,

Wolfgang Brunner
Managing Director

Notified Body — BSI NL, ID-Number: 2797

Template: HM-8.5.1 rev. 6 / MH / 11.10.18 Page 1/1



Prosty pfeklad z anglického jazyka

bsi.

EC certifikat - zajisténi kvality vyroby

Smeérnice 93/42/EHS o zdravotnickych prostfedcich, pfiloha V

No. CE 573437

Vydano pro zebris Medical GmbH
Am Galgenbiihl 14
88316 Isny im Allgau
Némecko

S ohledem na:

Tyto aspekty pfilohy V se tykaji metrologie pfi vyrobé méficich systému pro biomechanické
aplikace, zejména 3D analyzu pohybu, méfenirozlozeni tlaku a EMG.

Na zékladé naseho provéreni systému zabezpecovani jakosti podle poZzadavkd smérnice Rady
93/42/EHS, pfiloha V. Systém zabezpecovani jakosti spliuje poZzadavky smérnice. Pro uvadéni

vyrobkU tfidy llb a tfidy Ill na trh je vyzadovan certifikat podle prilohy Ill.

Za a jménem BSI, notifikovany organ pro vySe uvedenou smérnici (Notified Body Number 2797):

Podpis necitelny

Gary E Slack, hlavniviceprezident pro zdravotnické prostredky

Prvnivydani: 5.5.2016 Datum: 4.2.2020 Datum expirace: 26.5.2024



Prosty pfeklad z anglického jazyka

bsi.

EC certifikat - zaji

LI 4 A 7

steni

Doplnkové informace k CE 573437

kvality vyroby

Vydano pro zebris Medical GmbH
Am Galgenbiihl 14
88316 Isny im Allgau
Némecko
NBOG kéd Nazev zafizeni Zamysleny ucel podle navodu k
pouziti
TridaIlm
MD 1106 Zebris Dental Systém analyzatoru pohybu Celisti
MD 1301 PDM/emed Platformovy systém pro distribuci
tlaku méfeni
MD 1301 FDM/FDM-T Platformovy systém pro distribuci
tlaku méfeni
MD 1106 JMA-Optic Systém analyzatoru pohybu Celisti

Prvnivydani: 5.5.2016

Datum: 4.2.2020

Datum expirace: 26.5.2024




Prosty pfeklad z anglického jazyka

bsi.

EC certifikat - zajisténi kvality vyroby

Smérnice 93/42/EHS o zdravotnickych prostfedcich, pfiloha V

Seznam vyznamnych subdodavatel(l
Uznavano, Ze se podili na sluzbach souvisejicich s produktem, na ktery se vztahuje:

Cislo certifikatu CE 573437
Datum 2020-04-02
Vydano pro zebris Medical GmbH
Am Galgenbiihl 14
88316 Isny im Allgau
Némecko
Subdodavatel: Poskytované sluzby
zebris Medical GmbH Vyroba
Heinrich-Nicolaus-Str.15
Weitnau
87480

Némecko



Prosty pfeklad z anglického jazyka

bsi.

EC certifikat - zajisteni

[o]

Historie certifikatu

kvality vyroby

Cislo certifikatu CE 573437
Datum: 2020-04-02
Vydano pro zebris Medical GmbH
Am Galgenbiihl 14
88316 Isny im Allgau
Némecko
Datum Odkaz ¢islo Akce
5. kvétna 2016 8516581 Prvni vydani. Pfevod od jiného oznameného
subjektu
8. srpna 2016 8575002 Obnoveni certifikatu.
13. unora 2019 8577860 Ndvaznost na NB 0086.
27.z4ari 2019 9750756 Obnova.
Pridani tabulky produkt(.
Odstranéni DAB-Bluetooth Analog Data-
/EMG a ARCUS digma Il zafizeni z rozsahu
certifikatu.
Soucasny 3102192 Pfidani zafizeni ,, JMA-Optic*.
Zmeéna adresy subdodavatele Zebris Medical
GmbH.
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By Royal Charter

EC Certificate - Production Quality Assurance

Directive 93/42/EEC on Medical Devices, Annex V

No. CE 573437

Issued To: zebris Medical GmbH
Am Galgenbiihl 14
88316 Isny im Allgau
Germany

In respect of:

Those aspects of Annex V related to metrology in the manufacture of measuring systems for
biomechanical applications, particularly 3D motion analysis, measurement of pressure
distribution and EMG.

Die Aspekte des Anhang V im Zusammenhang mit der Messfunktion bei der Herstellung von
Mess-Systemen im Bereich der Biomechanik, insbesondere der 3D Bewegungsanalyse, der
Druckverteilungsmessung und EMG.

on the basis of our examination of the quality assurance system under the requirements of Council Directive
93/42/EEC, Annex V. The quality assurance system meets the requirements of the directive. For the placing on the
market of class IIb and class III products an Annex III certificate is required.

For and on behalf of BSI, a Notified Body for the above Directive (Notified Body Number 2797):

QOM/\ C_Raclc

Gary E Slack, Senior Vice President Medical Devices

First Issued: 2016-05-05 Date: 2020-04-02 Expiry Date: 2024-05-26

..making excellence a habit’
Page 1 of 2

Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body. This approval excludes all products designed and/or manufactured by a third party on behalf of the company
named on this certificate, unless specifically agreed with BSI.

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

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.



bsi.

By Royal Charter

EC Certificate - Production Quality Assurance

Supplementary Information to CE 573437

Issued To: zebris Medical GmbH
Am Galgenbiihl 14
88316 Isny im Allgdu
Germany
NBOG code Device Name Intended purpose per IFU
Class Im
MD 1106 zebris Dental Jaw-Motion analyser System
MD 1301 PDM/emed Platform system for pressure distribution
measurement
MD 1301 FDM/FDM-T Platform system for pressure distribution
measurement
MD 1106 JMA-Optic Jaw-Motion analyser system
First Issued: 2016-05-05 Date: 2020-04-02 Expiry Date: 2024-05-26

..making excellence a habit’
Page 2 of 2

Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body. This approval excludes all products designed and/or manufactured by a third party on behalf of the company
named on this certificate, unless specifically agreed with BSI.

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

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.
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By Royal Charter

EC Certificate - Production Quality Assurance

Directive 93/42/EEC on Medical Devices, Annex V

List of Significant Subcontractors

Recognised as being involved in services relating to the product covered by:

Certificate No: CE 573437
Date: 2020-04-02
Issued To: zebris Medical GmbH
Am Galgenbiihl 14
88316 Isny im Allgau
Germany
Subcontractor: Service(s) supplied
zebris Medical GmbH Manufacture
Heinrich-Nicolaus-Str.15
Weitnhau
87480
Germany

..making excellence a habit’

Page 1 of 1

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.



bsi.
EC Certificate - Production Quality Assurance
Certificate History

Certificate No: CE 573437

Date: 2020-04-02

Issued To: zebris Medical GmbH
Am Galgenbiihl 14

88316 Isny im Allgau
Germany

Date Reference Action
Number

05 May 2016 8516581 First issue. Transfer from another Notified Body.
08 August 2016 8575002 Certificate renewal.
13 February 2019 | 8577860 Traceable to NB 0086.

27 September 9750756 Renewal.

2019 Addition of product table.

Removal of DAB- Bluetooth Analog Data-/EMG and ARCUS digma
II devices from the scope of the certificate.

Current 3102192 Addition of the device “JMA-Optic”.

Change of the address of the subcontractor Zebris Medical GmbH.

..making excellence a habit’
Page 1 of 1

Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body. This approval excludes all products designed and/or manufactured by a third party on behalf of the company
named on this certificate, unless specifically agreed with BSI.

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

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.



Prohlaseni vyrobce

Prohlaseni vyrobce

v souvislosti s nafizenim (EU) 2023/607, kterym se méni nafizeni (EU) 2017/745 a (EU) 2017/746, pokud jde o
pfechodna ustanoveni pro nékteré zdravotnické prostfedky a diagnostické zdravotnické prostifedky in vitro,
zejména pokud jde o

« platnost certifikatli vydanych podle smérnice Rady 90/385/EHS o aktivnich implantabilnich zdravotnickych
prostfedcich (AIMDD) nebo smérnice Rady 93/42/EHS o zdravotnickych prostfedcich (MDD) (certifikaty
podle smérnice) @nebo?

« soulad pfistroju a nas jako jejich vyrobce s podminkami pro dal$i uvadéni na trh a do provozu.

Nazev vyrobce zebris Medical GmbH

Am Galgenbuhl 14

Adresa a kontaktni udaje vyrobce
r Hacae vy 88316 Isny im Allgau

Jednotné registracni €islo (SRN) (je-li k dispozici) DE-MF-000010221
Jméno zplnomocnéného zastupce (je-li to relevantni) n/a
Adresa a kontaktni udaje zplnomocnéného zastupce n/a
Jednotné registracni €islo (SRN) (je-li k dispozici) n/a

Nazev oznameného subjektu (je-li to relevantni) Viz piilozeny rozpis

Cislo oznameného subjektu (pokud je to relevantni) Viz prilozeny rozpis

Smérnice Cislo(a) osvéd&eni
ke kterému se toto potvrzeni vztahuje (pokud je to relevantni). Viz pfilozeny rozpis

Plvodni datum ukonceni platnosti uvedené v osvédceni
smeérnice pied prodlouZenim platnosti (pokud je to relevantni). Viz piilozeny rozpis

Datum konce prodlouzené platnosti/pfechodného obdobi Viz pfilozeny rozpis

! Pryni podminka se nepouZije v pfipadé prostiedk(, u nichZ postup posuzovani shody podle MDD nevyZadoval zapojeni ozndmeného
subjektu, u nichz bylo prohlaseni o shodé vypracovano pred 26. kvétnem 2021 a u nichZ postup posuzovani shody podle tohoto nafizeni vyzaduje
zapojeni ozndmeného subjektu.

ID $ablony / revize: HM-4.32 rev. 2 Page: 10f4
Zodpovédnost za $ablonu:  Matthias
Hagmann

Sablona Vydano at/ by: 07.01.2019 / MH Soubor: N:\11_QM\00_Zertifikate\12_MDD\Manu facturer Declaratian_zebris Medical GmbH_24 0S26.docx



Prohlaseni vyrobce

Jako vyrobce prohlasujeme, Ze na nasi vyhradni odpovédnost:

« pro vySe uvedeny certifikat smérnice (nebo viz prilozeny seznam, pokud je certifikatli vice) jsou spinény
podminky pro zakonné prodlouzeni platnosti podle ¢lanku 120.2 MDR a / nebo

+ prostiedek(y) uvedeny(é) v pfiloZzeném seznamu a my jako jeho vyrobce splfiujeme podminky uvedené v
¢lanku 120.3c MDR pro dal$i uvadéni na trh a do provozu,

a to spInénim nasledujicich podminek:

> Direktivni certifikat(y), jak je uvedeno vys$e nebo v pfilozeném seznamu

o Certifikat(y) smérnice vztahujici se na uvedeny(e) prostfedek(y) byl(y) vydan(y) po 25. kvétnu 2017, byl(y)
platny(é) 26. kvétna 2021 a nebyl(y) poté odnat(y).

Vyberte prislusna tvrzeni:

Ukonc&eno pred 20. bfeznem 2023:

o

Pred plivodnim datem skonceni platnosti uvedenym v certifikatu (certifikatech) podle smérnice
jsme s oznamenym subjektem podepsali pisemnou dohodu (dohody) podle bodu 4.3 druhého
pododstavce pfilohy VII tohoto nafizeni o posouzeni shody s prostfedkem (prostfedky), na
ktery (které) se vztahuje (vztahuji) certifikat (certifikaty), jehoz (jejichz) platnost skonéila, nebo
s prostiedkem (prostfedky) uréenym (uréenymi) k nahrazeni tohoto (t&chto) prostfedku
(prostiedkl), nebo

PFislusny organ udélil vyjimku z platného postupu posuzovani shody v souladu s &l. 59 odst. 1
MDR (Ize poskytnout na vyzadani), nebo

PFislusny organ pozadal vyrobce v souladu s €&l. 97 odst. 1 MDR o provedeni pfislusného
postupu posuzovani shody (Ize poskytnout na vyzadani).

Vyberte jedno z nasledujicich tvrzeni pouze v pfipadé&, Ze pfislusny organ udélil vyjimku podle &l. 59
odst. 1 nebo pozadavek podle ¢l. 97 odst. 1:

(o]

Formalni Zzadost (zadosti) oznamenému subjektu podle oddilu 4.3 prvniho pododstavce
pfilohy VII MDR o posouzeni shody byla (byly) podana (podany) nebo bude (budou) nami
podana (podany) oznamenému subjektu nejpozdéji do 26. kvétna 2024 pro prostfedek
(prostfedky) uvedeny (uvedené) v pfilozeném seznamu nebo jeho (jejich) nahradu (nahrady) a
podepsana (podepsané) pisemna (pisemné) dohoda (dohody) podle oddilu 4.3 druhého
pododstavce pfilohy VIl MDR je (budou) uzaviena (uzavieny) do 26. zafi 2024.

Nemame v umyslu podat Zadost o posouzeni shody do 26. kvétna 2024, proto prfechodné
obdobi skonéi 26. kvétna 2024.

X Platnost vyprsela/vyprsi a/Ano 20. bfezna 2023:
Viyberte jeden pouZitelny vyrok:

X Formalni zadost (Zadosti) oznamenému subjektu podle oddilu 4.3 prvniho pododstavce pfilohy VII MDR o
posouzeni shody byla (byly) podana (podany) nebo bude (budou) podana (podany) oznamenému subjektu
nejpozdéji do 26. kvétna 2024 pro prostfedek (prostiedky) uvedeny (uvedené) v pfiloZzeném seznamu nebo
jeho (jejich) nahradu (nahrady) a je (budou) podepsana (podepsany) pisemna (pisemné) dohoda (dohody)
podle oddilu 4.3 druhého pododstavce pfilohy VII MDR do 26. zafi 2024.

2 Prvni podminka neplati v pfipadé prostiedku, u nichZ postup posuzovani shody podle MDD nevyZadoval, aby byly v souladu s MDD.
zapojeni oznameného subjektu, pro které bylo prohléSeni o shodé vypracovano pred 26. kvétnem 2021 a pro které postup posuzovani shody podle tohoto nafizeni vyZaduje zapojeni

oznameného subjektu

ID $ablony /Revize:

Template Rele ase d al / by:

HM -4.32 rev. 2 Strana: 2z 4

07.01.2019 / MH Soubor: N:\11_QM\00_Zert ifikate\12_MDD\Prohlaseni vyrobce_zebris Medical GmbH_t40S26.docx



Prohlaseni vyrohce

o Nemame v Umyslu podat zadost o posouzeni shody do 26. kvétna 2024, proto pfechodné
obdobi skonéi 26. kvétna 2024.

» Zafizeni s vyssi klasifikaci

V pfipadé prostiedkll, u nichz postup posuzovani shody podle MDD nevyZzadoval zapojeni
oznameného subjektu, u nichZ bylo prohladSeni o shodé& vypracovano pred 26. kvétnem 2021 a u nichz
postup posuzovani shody podle tohoto nafizeni vyZaduje zapojeni oznameného subjektu:

Vyberte jeden pouZitelny vyrok:

o Formalni zadost (Zadosti) o posouzeni shody podle oddilu 4.3 prvniho pododstavce pfilohy VII
MDR byla (byly) nebo bude (budou) podana (podany) oznamenému subjektu nejpozdéji do 26.
kvétna 2024 pro prostfedek (prostfedky) uvedeny (uvedené) v pfiloZzeném seznamu nebo jeho
(jejich) nahradu a podepsana pisemna dohoda (dohody) podle oddilu 4.3 druhého
pododstavce pfilohy VII MDR je (budou) uzaviena (uzavieny) do 26. zafi 2024.

o Nemame v Umyslu podat zadost o posouzeni shody do 26. kvétna 2024, proto pfechodné
obdobi skoné&i 26. kvétna 2024.

> Systém fizeni kvality (QMS)
Vyberte jeden pouZitelny vyrok:
o Systém fizeni kvality v souladu s ¢l. 10 odst. 9 MDR bude zaveden nejpozdéji do 26.
kvétna 2024.
X Systém fizeni kvality vsouladu s €l. 10 odst. 9 MDR je zaveden.
o Oznameny subjekt vydal pfilozeny certifikat pro systém Fizeni jakosti v

souladu s MDR.

»  Zafizeni uvedena v pfilozeném seznamu.

Pristroj (pfistroje) nadale spliuje (splfuji) pozadavky smérnice AIMDD nebo MDD.
Nedochazi k zadnym vyznamnym zménam v konstrukci a ucelu.

Prostfedek (prostiedky) nepfedstavuje (nepfedstavuji) nepfijatelné riziko pro zdravi nebo
bezpetnost pacientl, uzivatelll nebo jinych osob ani pro jiné aspekty ochrany verejného
zdravi.

Podepsano za vyrobce a jeho jménem:

zebris Medical GmbH
Am Galgenbuhl 14
88316 Isny im Allgau

Isny, 26.05.2024

Wolfgang Brunner, generalni feditel
wolfgang.brunner@zebris.de

Templa te ID / Revis ion: HM-4.32 rev. 2 Page:30of4
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Prohlaseni vyrobce

Harmonogram zafizeni

Vy$e uvedené prohlaseni vyrobce plati pro nasledujici zafizeni:

Identifikace Smérnice Plvodni ex- | Oznameno | Oznameno Datum Nahrada
ukonéeni
de- Certifikat datum Nazev téla Nazev téla roz8ifeny va- | Zafizeni
platnosti jako
svérak(y)* Cislo (Cisla) uvedeno na | a pocet a pocet lidity / transi- | (Pokud je
uplatfiovano)
(napf. nazev ke kterému | di- ktera vydala| kde byla obdobi
zafizeni, se toto | rektifikacni | osvédéeni o| aplikace
nazev ) potvrzeni certifikat registraci. MDR
rOdC'j”BI//SK‘,Jp'“Y’ vztahuje (certifikaty) | (pokudse | jodovanalko
g]eob: zarizeni (pokud je to pfed vztahuje) n-
katalogové relevantni) vydanim podepsany
&islo) prodiouzeni trakt (pokud
platnosti jeto
relevantni)
(pokud je
Zadost
podana)
ble)
JMA-Optic CE 573437 2024-05-26 BSI (2797) BSI (2797) 2028-12-31
zebris Dental CE 573437 2024-05-26 BSI (2797) BSI (2797) 2028-12-31
FDM/FDM-T CE 573437 2024-05-26 BSI (2797) BSI (2797) 2028-12-31




Manufacturer’s Declaration '] Ze b rl S

Medical GmbH

Manufacturer’s Declaration

in relation to Regulation (EU) 2023/607 amending Regulations (EU) 2017/745 and (EU) 2017/746 as regards the
transitional provisions for certain medical devices and in vitro diagnostic medical devices, in particular with respect
to

o the validity of certificates issued under Council Directive 90/385/EEC on Active Implantable Medical Devices
(AIMDD) or Council Directive 93/42/EEC on Medical Devices (MDD) (Directive Certificates) and/or?

e the compliance of the devices and us as their manufacturer with the conditions for the continued placing on
the market and putting into service

Manufacturer name zebris Medical GmbH

Am Galgenbhl 14

Manufacturer address and contact details
RN . 88316 Isny im Allgau

Single Registration Number (SRN) (if available) DE-MF-000010221
Authorised Representative name (if applicable) n/a
Authorised Representative address and contact details n/a
Single Registration Number (SRN) (if available) n/a

Notified body name (if applicable) X See attached schedule

Notified body number (if applicable) See attached schedule

Directive Certificate number(s)
to which this confirmation is made (if applicable) X See attached schedule

Original expiry date as indicated on the Directive Certificate
prior to the extension of the validity (if applicable) X See attached schedule

End date of extended validity/transition period X See attached schedule

1 The first condition is not applicable in case of devices for which the conformity assessment procedure pursuant to MDD did not require the
involvement of a notified body, for which the declaration of conformity was drawn up prior to 26 May 2021 and for which the conformity assessment
procedure pursuant to this Regulation requires the involvement of a notified body.
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Medical GmbH

We, as the manufacturer declare under our sole responsibility:

o for the above listed Directive Certificate (or see attached schedule, if multiple certificates) the conditions
for the legal extension of validity as required in Article 120.2 of the MDR are met and/or?

o the listed device(s) in the attached schedule and we as their manufacturer are in compliance with the con-
ditions listed in Article 120.3c of the MDR for continued placing on the market and putting into service,

namely by fulfilling the following conditions:

» Directive Certificate(s) as listed above or in the attached schedule

e Directive Certificate(s) covering the listed device(s) was/were issued after 25 May 2017, was/were valid on
26 May 2021 and have not been withdrawn afterwards.

Choose applicable statements:

O Expired before 20 March 2023:

O

O

O

Before the original date of expiry as indicated on the Directive Certificate(s), we and the notified body
have signed written agreement(s) in accordance with Section 4.3, second subparagraph of Annex
VIl to this Regulation for the conformity assessment(s) in respect of the device(s) covered by the
expired certificate(s) or in respect of a device(s) intended to substitute that/those device(s), or

A Competent Authority has granted a derogation from the applicable conformity assessment proce-
dure in accordance with Article 59(1) MDR (may be provided upon request), or

A Competent Authority has required the manufacturer, in accordance with Article 97(1) MDR, to carry
out the applicable conformity assessment procedure (may be provided upon request)

Choose one of the following statements only if a derogation per Article 59(1) or a requirement per Article
97(1) has been granted by a Competent Authority:

O

O

Formal application(s) to the notified body in accordance with Section 4.3, first subparagraph of Annex
VII MDR for conformity assessment has/have been made or will be made/submitted by us to a noti-
fied body no later than 26 May 2024 for the device(s) listed in the attached schedule or its/their
substitute(s) and signed written agreement(s) is/will be in place in accordance with Section 4.3, sec-
ond subparagraph of Annex VIl MDR before 26 September 2024.

We do not intent to lodge an application for conformity assessment by 26 May 2024, therefore the
transition period will end on 26 May 2024.

X Expired/expires after 20 March 2023:
Choose one applicable statement:

X Formal application(s) to the notified body in accordance with Section 4.3, first subparagraph of Annex
VIl MDR for conformity assessment has/have been made or will be made/submitted by us to a notified
body no later than 26 May 2024 for the device(s) listed in the attached schedule or its/their substitute(s)
and signed written agreement(s) is/will be in place in accordance with Section 4.3, second subparagraph
of Annex VII MDR before 26 September 2024.

2 The first condition is not applicable in case of devices for which the conformity assessment procedure pursuant to MDD did not require the
involvement of a notified body, for which the declaration of conformity was drawn up prior to 26 May 2021 and for which the conformity assessment
procedure pursuant to this Regulation requires the involvement of a notified body
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O We do not intent to lodge an application for conformity assessment by 26 May 2024, therefore the
transition period will end on 26 May 2024.

> Upclassified devices

In case of devices for which the conformity assessment procedure pursuant to MDD did not require the involve-
ment of a notified body, for which the declaration of conformity was drawn up prior to 26 May 2021 and for which
the conformity assessment procedure pursuant to this Regulation requires the involvement of a notified body:

Choose one applicable statement:

O Formal application(s) to the notified body in accordance with Section 4.3, first subparagraph of Annex
VII MDR for conformity assessment has/have been made or will be made/submitted by us to a notified
body no later than 26 May 2024 for the device(s) listed in the attached schedule or its/their substitutes
and signed written agreement(s) is/will be in place in accordance with Section 4.3, second subparagraph
of Annex VII MDR before 26 September 2024,

[0 We do not intent to lodge an application for conformity assessment by 26 May 2024, therefore the
transition period will end on 26 May 2024.

> Quality Management System (QMS)
Choose one applicable statement:

O A QMS in accordance with Article 10(9) MDR will be put in place by no later than 26 May 2024.
X A QMS in accordance with Article 10(9) MDR is in place.
O A notified body has issued the attached certificate for the MDR-compliant QMS.

» Device(s) as listed in the attached schedule

e The device(s) continue to comply with the AIMDD or MDD.

e There are no significant changes in the design and intended purpose.

e The device(s) do not present an unacceptable risk to health or safety of patients, users or other persons, or
to other aspects of the protection of public health.

Signed for and on behalf of the manufacturer:

zebris Medical GmbH
Am Galgenbiihl 14
88316 Isny im Allgau

Isny, 26.05.2024

Wolfgang Brunner, Managing Director
wolfgang.brunner@zebris.de
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Manufacturer’s Declaration

Wizebris

Medical GmbH
Schedule of Devices
The above Manufacturer’'s Declaration is valid for the following devices:
Identification Directive Original ex- | Notified Notified End date of Substitute
of the de- Certificate piry date as | Body name | Body name extended va- | Device(s)
vice(s)® number(s) indicated on | and number | and number | lidity / transi- | (if applica-
(e.g., device to which this | the Di- that issued | where the tion period ble)
name, fam- confirmation | rective Cer- | the Di- MDR appli-
ily/group name is made tificate (s) rective Cer- | cation was
detv'fe meogeln:)r (if applicable) | prior to the | tificate lodged/con-
gaer? St extension of | (if applica- tract signed
the validity | ble) (if applicable)
(if applica-
ble)
JMA-Optic CE 573437 2024-05-26 BSI (2797) BSI (2797) 2028-12-31
zebris Dental CE 573437 2024-05-26 BSI (2797) BSI (2797) 2028-12-31
FDM/FDM-T CE 573437 2024-05-26 BSI (2797) BSI (2797) 2028-12-31

3 for devices with AIMDD/MDD certificate(s) the identification should be as in the certificate, and only if the certificate has a ge-
neric scope it should be as defined above)

Template ID / Revision: HM-4.32 rev. 2 Page:4 of 4

Template Responsibility: Matthias Hagmann

07.01.2019 / MH File: N:\11_QM\00_Zertifikate\12_MDD\Manufacturer Declaration_zebris Medical GmbH_240526.docx

Template Released at / by:



