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EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Devices, Annex II excluding Section 4

No. CE 01906

Issued To: Fiab SpA
Via P. Costoli, 4
Vicchio
Firenze
50039
Italy

In respect of:

The design, development and manufacture of sterile leads for transoesophageal cardiac and
temperature monitoring, cardiac stimulation, cardiac defibrillation and electrophysiological
studies; percutaneous introducers; electronic equipments for oesophageal temperature
monitoring, electrophysiological studies and emergency cardiac stimulation; sterile and non
sterile electrosurgical electrodes and related accessories; electrodes for defibrillation/pacing;
sterile single use neuropacers; sterile single use and reusable electrocauteries and associated
accessories; sterile and non sterile, single use and reusable needle electrodes for EEG and
EMG.

on the basis of our examination of the quality assurance system under the requirements of Council Directive
93/42/EEC, Annex II excluding section 4. The quality assurance system meets the requirements of the directive. For
the placing on the market of class III products an Annex II section 4 certificate is required.

For and on behalf of BSI, a Notified Body for the above Directive (Notified Body Number 0086):

JS M J/oe-\..,

Stewart Brain, Head of Compliance & Risk -
Medical Devices

First Issued: 1998-05-11 Date: 2018-05-10 Expiry Date: 2023-05-10

..making excellence a habit’
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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, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP. Tel: + 44 345 080 9000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.
A member of BSI Group of Companies.



BSI

CE SERTIFIKATAS - VisiSkas Kokybés UZtikrinimas
Europos Tarybos Direktyva 93/42/EEC, Priedas II, Dalis 4
Nr. CE 01906
Kam iSduota:

FIAB SpA

Via P. Costoli, 4
Vicchio

Firenze

50039

Italija

Deél:

Kiirimo, projektavimo ir gamybos steriliy zondy perstempliniams Sirdies stebéjimams,
stimuliacijai ir defibriliacijai; prietaisy elektrofiziologiniams tyrimams ir ekstrinei Sirdies
stimuliacijai; steriliy ir nesteriliy kaniuliy, kaukiy, rinkiniams ir priemoniy deguonies
terapijai, steriliy ir nesteriliy elektrochirurginiy rankeny antgaliai, elektrodai ir susijusiy
priemoniy, steriliy vienkartiniy neurostimuliatoriy ir elektrokauteriy

Remiantis miisy atliktais patikrinimais pagal Europos Tarybos Direktyva 93/42/EEC,
Prieda II, Dal;j 4.

Brity Standarty Institutas - jgaliota ir Notifikuotoji jstaiga auk$¢iau minétai Direktyvai
(Notifikuotos jstaigos numeris 0086):

(parasas)

Stewart Brain, Kokybés vadovas
Pirmoji sertifikavimo data: 1998 geguzés 11d.
Sio sertifikato data: 2018 geguzés 10 d.

Galioja iki: 2023 geguzés 10d.

(rekvizitai)



Vicchio (FI), 12/04/2023

TO WHOM IT MAY CONCERN

Subject: Extension of the MDR 2017/745 transitional period — confirmation of validity of FIAB
MDD 93/42/EEC Certificates CE 01906, CE 649635, CE 720326

The amendment of the Medical Devices regulation (MDR) 2017/745 introduced by the Regulation
(EU) 2023/607 of the European Parliament and of the Council of 15 March 2023 amending
Regulations (EU) 2017/745 (MDR) and (EU) 2017/746 (IVDR) as regards the transitional
provisions for certain medical devices and in vitro diagnostic medical devices (Attachment 1 of
this letter) aims — among other things — to give Manufacturers and Notified Bodies sufficiently
more time to carry out, in accordance with the MDR, the conformity assessment of devices covered
by a certificate issued in accordance with Medical Devices Directive (MDD) 93/42/EEC that is
going to expire or is already expired.

Such devices, also known as ‘legacy devices’ can benefit from an extended transitional period as set
in the Regulation (EU) 2023/607, for the application of MDR.

‘Legacy devices’ should be understood as devices, which, in accordance with the MDR’s
transitional provisions, are placed on the market after the MDR’s date of application (i.e. 26 May
2021) if certain conditions are fulfilled. Those devices covered by a valid EC certificate issued in
accordance with MDD prior to 26 May 202 1benefit of an extension of the transitional period
beyond 26 May 2024 if the conditions laid down in Article 120(3c) MDR are fulfilled, for the
relevant certificates expired or going to expire after 20 March 2023.

As the Manufacturer of the medical devices listed in Attachment 2 of this letter, FIAB SpA
herewith confirms that the products covered by the following MDD 93/42/EEC certificates

- CE 01906, MDD Annex I1.3 (Full Quality Assurance system certificate)

- CE 649635, CE 720326 MDD Annex I1.4 (Design Dossier Examination certificate)
fulfil the requirements defined by Regulation (EU) 2023/607.
Consequently, the above mentioned certificates can be considered as valid, respectively, until
31/12/2028 for class Ila and class IIb medical devices (CE 01906) and until 31/12/2027 for
class III medical devices (CE 649635, CE 720326), when FIAB SpA continues to comply with
the relevant requirements in Regulation (EU) 2017/745 as amended by Regulation (EU)
2023/607.

The confirmation is made taking into account the following aspects

- Regulation (EU) 2023/607 extends the validity of CE certificates under MDD, considering
limited capacity of Notified Bodies accredited for conformity assessment procedures under
MDR

- Important condition of this extension is that the Manufacturer shall submit an MDR
certification application for these devices to a MDR Notified Body not later than 26/05/2024
and shall sign MDR certification agreement with the MDR Notified Body no later than
26/09/2024

- Other requirements for this extension includes e.g.: the devices continue to comply with MDD
there are no significant changes in the design and intended purpose; devices do not present an
unacceptable risk to the health or safety; the Manufacturer has put in place a quality
management system in accordance with MDR; a Notified Body is still performing
surveillance activity

MD 77846



FIAB SpA is providing appropriate evidences demonstrating that the relevant requirements in
Regulation (EU) 2017/745 as amended by Regulation (EU) 2023/607 have been fulfilled by now.
In particular

- for each of the medical devices listed in Attachment 2 of this letter, an MDR certification
application was already submitted by FIAB to the MDR Notified Body 2797 (BSI) and the
respective MDR certification agreement has been signed, as listed in Attachment 2;

- the devices continue to comply with MDD, according to the surveillance activity performed
by the same Notified Body 2797 to FIAB; this ensures that there are no significant changes
and the devices do not present an unacceptable risk;

- FIAB has already put in place a quality management system in accordance with MDR, as
attested by the EU Quality Management System Certificate, MDR 747884 in Attachment 3,
according to MDR Annex IX chapter I and III. Such MDR certificate already cover the
medical devices for which the Notified Body 2797 completed the certification assessment

Francesco Batistini

Quality Assurance Manager
Person Responsible for Regulatory Compliance
FIAB S.p.A.

e-mail quality@fiab.it S\jﬂ/&/‘/’

tel +39 055 8497943
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Vicchio (FT), 2023 04 12

VISIEMS, KAM TAI GALI BUTTI AKTUALU

Tema: MDR 2017/745 pereinamojo laikotarpio pratesimas - FIAB MDD 93/42/EEB sertifikaty CE
01906, CE 649635, CE 720326 galiojimo patvirtinimas

Medicinos prietaisy reglamento (MDR) 2017/745 pakeitimu, padarytu 2023 m. kovo 15 d. Europos
Parlamento ir Tarybos reglamentu (ES) 2023/607, kuriuo is dalies keiciamos reglamenty (ES)
2017/745 (MDR) ir (ES) 2017/746 (IVDR) nuostatos dél pereinamojo laikotarpio nuostaty,
susijusiy su tam tikrais medicinos prietaisais ir in vitro diagnostikos medicinos prietaisais (810
laiSko 1 priedas), sickiama, be kita ko, suteikti gamintojams ir notifikuotosioms jstaigoms
pakankamai daugiau laiko, prietaisy, kuriems taikomas pagal Medicinos prietaisy direktyva
(MDD) 93/42/EEB isduotas sertifikatas, kurio galiojimas baigsis arba jau baigési, atitikties
vertinimg pagal MDR.

Tokiems prietaisams, dar vadinamiems "senaisiais prietaisais", gali biiti taikomas Reglamente (ES)
2023/607 nustatytas ilgesnis pereinamasis laikotarpis MDR taikyti.

"Senosios priemonés" turéty biiti suprantamos kaip priemonés, kurios, vadovaujantis MDR
pereinamojo laikotarpio nuostatomis, pateikiamos rinkai po MDR taikymo pradzios datos (t. y.
2021 m. geguzés 26 d.), jei jvykdomos tam tikros salygos. Tiems prietaisams, kuriems taikomas
galiojantis EB sertifikatas, iSduotas pagal MDD iki 2021 m. geguzés 26 d., pereinamasis laikotarpis
gali biiti pratestas po 2024 m. geguzés 26 d., jei jvykdomos MDR 120 straipsnio 3¢ dalyje
nustatytos salygos dél atitinkamy sertifikaty, kuriy galiojimo laikas baigési arba baigsis po 2023 m.
kovo 20 d.

Kaip $io laisko 2 priede iSvardyty medicinos prietaisy gamintojas, FIAB SpA patvirtina, kad
gaminiai, kuriems i§duoti Sie MDD 93/42/EEB sertifikatai

- CE 01906, MDD I1.3 priedas (Visisko kokybés uztikrinimo sistemos sertifikatas)

- CE 649635, CE 720326 MDD I1.4 priedas (Projekto dokumenty rinkinio tyrimo
sertifikatas) atitinka Reglamente (ES) 2023/607 nustatytus reikalavimus.
Todél pirmiau minéti sertifikatai gali buti laikomi galiojanciais atitinkamai iki 2028 m.
gruodzio 31 d. IIa ir IIb klasés medicinos prietaisams (CE 01906) ir iki 2027 m. gruodzio 31
d. III klasés medicinos prietaisams (CE 649635, CE 720326), kai "FIAB SpA"' ir toliau
atitinka atitinkamus Reglamento (ES) 2017/745 su pakeitimais, padarytais Reglamentu (ES)
2023/607, reikalavimus.

Patvirtinimas atliekamas atsizvelgiant i §iuos aspektus

- Reglamentu (ES) Nr. 2023/607 pratesiamas CE sertifikaty galiojimas pagal MDD,
atsizvelgiant | ribotus paskelbtyjy jstaigy, akredituoty atitikties vertinimo procediiroms
pagal MDR, pajégumus.

- Svarbi $io pratgsimo salyga yra ta, kad gamintojas ne véliau kaip 2024-05-26 turi pateikti
MDR notifikuotajai jstaigai Siy prietaisy MDR sertifikavimo paraiskg ir ne véliau kaip
2024-09-26 turi pasiraSyti MDR sertifikavimo sutartj su MDR notifikuotaja jstaiga.

- Kiti reikalavimai Siam pratesimui: prietaisai ir toliau atitinka MDD, néra reikSmingy
konstrukcijos ir paskirties pakeitimy, prietaisai nekelia nepriimtino pavojaus sveikatai ar
saugai, gamintojas idiegé kokybés valdymo sistema pagal MDR, notifikuotoji istaiga vis dar
atlicka priezitiros veikla.



"FIAB SpA" pateikia tinkamus jrodymus, kad atitinkami Reglamento (ES) 2017/745 su
pakeitimais, padarytais Reglamentu (ES) 2023/607, reikalavimai jau jvykdyti. Visy pirma

- FIAB jau pateiké paraiska dél kiekvieno i$ $io rasto 2 priede iSvardyty medicinos prietaisy
MDR sertifikavimo 2797 notifikuotajai jstaigai (BSI) ir pasirasé atitinkamg MDR
sertifikavimo sutartj, kaip nurodyta 2 priede;

- prietaisai ir toliau atitinka MDD pagal tos pacios notifikuotosios jstaigos 2797 FIAB atliktg
priezitros veiklg; taip uztikrinama, kad néra reikSmingy pokyciy ir prietaisai nekelia
nepriimtinos rizikos;

- FIAB jau yra jdiegusi kokybés valdymo sistema pagal MDR, tai patvirtina ES kokybés
valdymo sistemos sertifikatas, MDR 747884, pateiktas 3 priede, pagal MDR IX priedo I ir
III skyrius. Toks MDR sertifikatas jau taikomas medicinos prietaisams, kuriy sertifikavimo
vertinimg atliko notifikuotoji jstaiga 2797

Francesco Batistini

Kokybés uztikrinimo vadybininkas

Uz teisés akty laikymasi atsakingas asmuo FIAB
S.p.A.

el. pastas
quality@fiab.it tel.
+39 055 8497943




ALLEGATO 4 COMUNICAZIONE FIAB

"Proroga del periodo transitorio MDR 2017/745 — conferma della validita dei Certificati FIAB MDD 93/42/CEE CE 01906, CE 649635, CE 720326"
ATTACHMENT 4 to FIAB LETTER

"Extension of the MDR 2017/745 transitional period — confirmation of validity of FIAB MDD 93/42/EEC Certificates"
b .
S l L

EU Quality Management System Certificate

Regulation (EU) 2017/745, Annex IX Chapter I and III

MDR 747884 R000

Manufacturer: Fiab SpA

Address:

Via P. Costoli, 4
Vicchio

Firenze

50039

Italy

Single Registration Number: IT-MF-000005988

Scope: See attached Device Schedule

On the basis of our examination of the quality system in accordance with Regulation (EU) 2017/745, Annex IX
Chapter I and I1I, the quality system meets the requirements of the Regulation. For the placing on the market of
Class III devices, and Class IIb implantable devices that are not considered well-established technologies as specified
in Article 52(4) an additional Annex IX Chapter II certificate is required.

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

C\,‘.,M \\u\!swiéx/<

Graeme Tunbridge, Senior Vice President Medical Devices

First Issue Date: 2021-11-17 Starting Validity Date: 2023-04-06
Current Issue Date: 2023-04-06 Expiry Date: 2026-11-16

..making excellence a habit”
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Validity of this certificate is conditional on the Manufacturer’s quality system being maintained to the requirements of the Regulation as demonstrated
through the required surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

NB Contact: BSI Group The Netherlands B.V., Say Building, John M. Keynesplein 9, 1066 EP, Amsterdam, Netherlands. Tel: + 31 (0) 20 346 07 80

Corporate Contact: BSI Group Assurance Limited, registered in England under number 05435540 at 389 Chiswick High Road, London, W4 4AL, UK.
A Member of the BSI Group of Companies.
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EU Quality Management System Certificate

Regulation (EU) 2017/745, Annex IX Chapter I and III

MDR 747884 R000

Device Schedule: Class III and Class IIb devices

Class IIb Intended purpose
Esophageal temperature monitoring system, including sterile probes and Intended for the continuous detection, measurement
connecting cables. and visualization (in °C) of esophageal temperature.

The intended environments of use are operating
rooms and interventional electrophysiology rooms.

External cardioversion defibrillation electrode pads. The disposable multifunction electrodes FIAB
EURODEFIPADS® are indicated for:
e Transthoracic external defibrillation.
e Transthoracic synchronized cardioversion.
e Transthoracic ECG Monitoring.
e Temporary transthoracic cardiac pacing (nhon-
invasive).
FIAB disposable multifunction electrodes allow the
user to effectively operate in the treatment of
rhythm disorders related to the above-mentioned
applications, without the risk of accidental
electrocution related to the use of normally available
reusable paddles.

Device Schedule: Class IIa, Custom-made and other devices

Device(s) Risk Classification
Accessories for oxygentherapy and aerosoltherapy. Class Ila

Non implantable cardiac stimulators — hardware Class Is

Cleaning pads and holsters for electrosurgery Class Is

Accessory for percutaneous dilator sheaths Class Is

For Class Is devices, the Notified Body conformity assessment is limited to the aspects relating to establishing, securing and
maintaining sterile conditions.

First Issue Date: 2021-11-17 Starting Validity Date: 2023-04-06
Current Issue Date: 2023-04-06 Expiry Date: 2026-11-16
..making excellence a habit”
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Validity of this certificate is conditional on the Manufacturer’s quality system being maintained to the requirements of the Regulation as demonstrated
through the required surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

NB Contact: BSI Group The Netherlands B.V., Say Building, John M. Keynesplein 9, 1066 EP, Amsterdam, Netherlands. Tel: + 31 (0) 20 346 07 80
Corporate Contact: BSI Group Assurance Limited, registered in England under number 05435540 at 389 Chiswick High Road, London, W4 4AL, UK.
A Member of the BSI Group of Companies.
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EU Quality Management System Certificate

Regulation (EU) 2017/745, Annex IX Chapter I and III

>-m§!z CUIDERTZS

By Royal Charter

MDR 747884 R000

Certificate History

Date Reference Number Action
2021-11-17 3415341 Issued
2023-01-23 3792161 Amended — Removal of subcontractor pages.

Supplemented — addition of device group “Esophageal
temperature monitoring system, including sterile probes
and connecting cables”. Supplemented — addition of device
category “Accessories for oxygentherapy and
aerosoltherapy.”.

Current 3872133 Supplemented — addition of device group “External
cardioversion defibrillation electrode pads.”.

First Issue Date: 2021-11-17 Starting Validity Date: 2023-04-06
Current Issue Date: 2023-04-06 Expiry Date: 2026-11-16

..making excellence a habit”
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Validity of this certificate is conditional on the Manufacturer’s quality system being maintained to the requirements of the Regulation as demonstrated
through the required surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

NB Contact: BSI Group The Netherlands B.V., Say Building, John M. Keynesplein 9, 1066 EP, Amsterdam, Netherlands. Tel: + 31 (0) 20 346 07 80
Corporate Contact: BSI Group Assurance Limited, registered in England under number 05435540 at 389 Chiswick High Road, London, W4 4AL, UK.
A Member of the BSI Group of Companies.



