
L a P roce A u ri t e a d m i n i st rat i v e p e nt r ro :ff; rTr":
dispozitiveler medicale care de(in marcajul CE

Cdtre Agentia Medicamentului
gi Dispozitivelor Medicale

NOTIFICARE
pentru inregistrarea dispozitiveror medicale in Registrul de stat

al dispozitivelor medicale

4r.

Solicitantul Larbr.orlred faForato,r SB-L, cu sediul

tel, , e-ma (adresa)

sol Regist lor medicale a urmitoarelor categorii gi tipuri dedis entru i ta dispozitie pe piali a: 
- -' " Y' "

. ELECTROD cHrRURGtcAL, model Neutral electrode FTgoswv
' ELECTROD CHIRURGICAL, model Neutral electrode F7BO5W6.3

Se anexeazd urmitoarele acte:
a) declaratia de conformitate CE
b) certificatul de conformitate CE
c) actul prin gare producitorul isi

Data 01.10.2023

emisd de producitor pentru dispozitivul medical fabricat:
valabil pentru dispozitivele fabtr
desem ne azd r eprezenta nt

Tabelul de recepfionare a
(se completeazi de citre Agentie in momentul

Semn

notifi
depune solicitant)

Comentarii cu privire la acceptuyrefuzul
recep{ionirii- notificdrii, inclusiv motivul
refuzului
Datalnr. de ordine atribuit notiFicarii Oe
citre Agentie (in cazul acceptirii
receptionirii)
Numele, prenumele, funclia persoanei
responsabile de receptionarea dosarului
Semnitura persoanei responsaOile



declar pe proprie rSspundere, cunoscSnd prevederile art. 3521,
Republicii Moldova cu privire la falsuf in declaralii, cE documentele si
pentru notificarea dispozitivului medical:

ELECTROD cHrRURGrcAL, moder Neutrar erectrode
ELECTROD cHrRURGrcAL, moder Neutrar erectrode

Anexa nr, 2
La Procedurile administrative pentrLt notificarea' dispozitiveror medicare care delin marcajur cE

citre Agenfia Medicamentului si Dispozitive Medicale

Codul Penal al

datele furnizate

F780sw^/
F780

Sunt autentice gi corespund realitdlii.

Numele, prenumele gi funcfia

Data 01.10.2023



DICHIARAZI,IvE CE DI CONFORMITA in accordo UIIA DirCtTiVg 93/42/CEE
EC DECLARATT,N oF coNFoRMtTY according to 93/42/EEC Directive

(Ril iRer NQ-01-01)

Vicchio, 02 Luglio 2020
Vicchio, 02 JulY 2020

La societa FIAB SpA, con sede in via P. Costoli, 4 - 50039 Vicchio (FI)'

nella persona del presidente del Consiglio d'Amministrazione Alberto Calabrr,

FIAB SpA having its headquarters at 50039 Vicchio (Fl), Via P' Costoli 4,

in the person of the President of the Board Alberto Calabrn

" dichiara, sotto la propria responsabilita, che i dispositivi
declares,underitsownresponsibility,thatthedevices

piastre monouso di riferirnento monopaftite con cavo di collegamento per elettrochirurgia, modelli:

Disp'.sable non-,split electrosurgical grounding plate.s vvilh conneclion cable, models:

F7805 W/V. F7805pW/V, F7 g05NW/V, F7805 Wi6.3. l- 7805 W/6.3 -5. F7805PW/6.3-5

inclusi nel Master File MF 106 / part of Master File MF 106

sono conformi ai requisiti della Direttiva 93l42lCEE (DLgs. 46lgi). t'u.c.ttive modifiche,

comply wiin tne requirements of 93/42/EEC Directive, including amendments,

appartengono alla classe llb I are c/ass llb products,

codice GMDN 11500' i '

codice CND K02010201'

non'contengono sostanze medicinali nil elernenti di origine animale,

do not contain drug substances or elements of animal origin,

che rastata seguita la procedura per la valutazione della conforrnita descritta in Allegato ll della suddetta

direttiva'
that FtALhas fottowed the conformity assessmenf procedure described in Annex ll of the above-mentioned directrve

come riportato sul cefiiflcato CE noCE 01906 rilasciato da British Standard Institution (O.N. n"2197).

as descrtb ed in the EC Certificate No.CE 01906 issued by British Standard lnstitution (N I A/o 2797)'

che sono state seguite le procedure di gestione del sisterna di qualita FIAB secondo ISO 13485,

Certiflcato di Registrazione noMD 77846 rilasciato da BSl.

that the procedures of FtAB quality sysfem management according fo /SO 
13^185 

have been followed,

CertificateofRegistrationIoMDTTS46issuedbyBSl'

clre sono state applicate, tra le altre, le seguenti norme armoniz.zate'.

that, among the others, the following standards were applied:

EN60601-2-2,2009 - EN ISO 15223-1,2016- EN ISO 10993-1,2009 - EN 1041,2008 -

EN ISO 14911,2012

e che non.contengono lattice I and that they are Latex-free

ione/First /ssued.' 0410112003

0210112020e/Lasf /ssued.'
cE003-106

FIAB SPA
Presidente del C.d.A
President of the Board

Alberto Calabrr

FIAB SpA - Sede legale: Via P. Costoli, 4 - 50039 vlccHlo - Firenze - Italia

Unit) operative: Via Passerini,2,4,6 / Via della Resistenza, 18 - 500J9 VICCHIO Firenze - ltalta

Tel. +39 0558497999 - FAX +39 0558497979 - www fiab'it

cao,soc Int vers 500.000€-cF-plen Reg Imp Fl 01835220482-Trib FI n33541 -cclAA Fl n 339066REA c/cpostale144T650lEUROPEANVAT: 1T01835220482

995(XrlI2MD4E : Pa$rna

MO7?&6
lso 13485



No.

Issued To:

In respect of:

erile leads for transoesophageal cardiac and
ardiac defibrillation and electrophysiological

steri le electrosurg ical electrodes and related
sterile single use neuropacers; sterile single
accessoriis; sterile and non sterile, singlJ 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

gztqitttc,Annex Il excluding section .i. fhil quality assurance system meets the requirements of the directive' For

the placing on the market of class III produc6 an Annex II section 4 certificate is required.

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

Date: 2019-03-12

ce a habit '

Page 1 of 1

BttRoV.:l Cirartc'r

EC Certificate - Full Quality Assurance System
Direstive g3l4zlEEC on Medical Devices, Annex II excluding Section 4

cE 01906

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

Albert Roossien, Regulatory Lead

First Issued: 1998-05-11



FIAB SPA

Via P. Costoli 4,

Vicchio

Firenze

s0039

Italy

06 June 2023

Notified BodY Confirmation Letter

Reference: EU2O23-6O7 | 634403

To whom it may concern,

Confirmation of the status of a formal application, written agreement, and appropriate

surveif lance in the framework of Regulaiion (Eu) 20231607 amending Regulations (EU)

iitz tnsand (Eu) zotz lruh as relards the transational provisions for certain medical

devices and in vitro diagnostic medical devices

Th ed BodY (NB) designated against

Re on NANDO, has received a formal

ap x VII of MDR and has signed a

wr Ph of Annex VII of MDR with the

followinq manufacturer:

FIAB SPA

Via P. Costoli 4,
Vicchio
Firenze
s0039
Italy
SRN Number: IT-MF-000005988

The devices covered by the formal application and the written agreement mentioned above are identified in

the Tables below. Table 1 identifies the devices for which an MDR application has been recelved, written

agreement concluded and for which the NB is also responstble for appropriate surveillance of the

i6rresponOing devices under the applicable Directive. Table devices for which an MDR

k;5

BSI Group The Netherlands B'V. bsigroup.com

Say Building bsigrouP.nl

John M. Keynesplein 9, 1066 EP T: +31 20346 0780

Amsterdam, The Netherlands

Validity of this letter may be verified by writing to

Page 1 of 5
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application has been received and a written agreernent concluded, but the NB has not yet taken the
responsibility for appropriate surveillance of the corresponding devices under the applicable Directive.

In the case of devices covered by certificates issued under Directive 90/385/EEC (AIMDD) or Directive
93l42lEEC (MDD) that expired after 26 May 2021 and before 20 March 2023, without having been
withdrawn, this letter also confirms that the manufacturer signed the written agreement under MDR by the
date of MDD/AIMDD certificate expiry; or provided evidence that a competent authority of a Member State
had granted a derogation or exemption from the applicable conformity assessment procedure in
accordance with Aticle 59(1) of MDR or Afticle 97(1) of the MDR respectively, by the 20 Mar 2023 for the
relevant devices.

The transition timelines that apply to the devices covered by this letter, subject to the manufacturert
continued compliance to the other conditions specified in Article 120.3c of MDR (as amended by (EU)
20231607), are shown below:

. 26 Mav 2026 for Class III custom-made imolantable devices

. 31 December 2027 for Class III devices and Class IIb implantable deVices excluding WelF
established technologies (WET - sutures, staples, dental fillings, dental braces, tooth crowns,

. screws, wedges, plates, wires, pins, clips and connectors)
. 31 December 2028 for other Class IIb devices, Class IIa, Class I devices placed on the market in

sterile condition or have a,measuring function
. 31 December 2028 fol devices not requiring the involvement of a notified body under MDD but

requiring it under MDR (e.9., class I devices that qualify as re-usable surgical instruments)

On behalf of BSI Group The Netherlands B.V.,

Giorgia Digitally signed by' 
Giorgia Romeo
Date: 2023.06.06
17:20:1 3 +02'00'

Giorgia Romeo

BSI Scheme Manager

Romeo

BSI Group The Netherlands B.V.

Say Building

John M. Keynesplein 9, 1066 EP

Amsterdam, The Netherlands

bsigroup.com

bsigroup.nl

T: +31 20346 0780

Page 2 of 5
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Table 1: Devices covered by this letter and for which the NB is also responsible for appropriate
surveillance of the corresponding devices under the applicable Darective:

Device name or Basic
UDI-DI (under MDR
application)

MDR Device classification If the MDR device is a
(as proposed by the substitute device,
manufacturer and verified identification of the
at the pre-application corresponding
stage) MDD/AIMDD device

MDD/AIMDD Certificate
Reference(s) of the
devices under MDR
application, and the NB
Identification

Esophageal Leads
Esophageal leads for
transesophageal
el ectroph isiology studies
and cardioversion

External cardiac stimulator
"Easypace" single chamber

External temporary
pacemaker - dual chamber
(model "1797")

Single chamber external
temporary pacemaker
"L748"

Sterile single use
electrosu rg ica I electrodes
Sterile single use
electrosurgical pencils
Reusable extensions for
electrosurgery
Reusable electroties for
electrosurgery
Sterile single use
electrosurgical kits-
Reusable electrosu rgical
pencils

Non-sterile single-use
electrosurgical pencils
Non-steri le single-use
electrosu rg ica I electrodes
Non-sterile single-use
electrosurgical kits
Sterile single use tips for
reusable cauteries
Sterile single use
electrocauteries
Reusable electrocauteries

Sterile single use epicardial
wires "Myopace" (mono and
bipolar, quadripolar)

BSI Group The Netherlands B.V.

Say Building

John M. Keynesplein 9, 1066 EP

Amsterdam, The Netherlands

Class IIa

Class IIb excluding Class IIb
implantable non-WET

Class III

Class III

Qlass IIb excluding Class IIb
implantable non-WET

Class IIb excluding Class IIb
implantable non-WET

Class III

bsigroup.com

bsigroup.nl

T: +3120346 0780

N/A

N/A

N/A

N/A

N/A

N/A

N/A

CE01906, exp 10 May 2023,
NB # 2797

CEO1906, exp 10 May 2023,
NB # 2797

CEO1906, exp 10 May 2023,
NB # 2797

CEO1906, exp 10 May 2023,
NB # 2797

CE01906, exp 10 May 2023,
NB # 2797

t

CE01906, exp 10 May 2023,
NB # 2797

CE01906 (Anne5 II.3), exp 10
May 2023, NB,# 2797
CE 649635 (Annex II.4) exp
26 May 2024,N8 # 2797

Page 3 of 5
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Device name or Basic
UDI-DI (under MDR
application)

MDR Device classification
(as proposed by the
manufacturer and verified
at the pre-application
stage)

If the MDR device is a
substitute device,
identification of the
corresponding
MDD/AIMDD device

MDD/AIMDD Certificate
Reference(s) of the
devices under MDR
application, and the NB
Identification

Rostock Filter

Nerve stimulator
"Neuropacer" single use,
sterile

Needles for EMG and EEG,

single use
Needles for EMG and EEG,

reusable

Esophageal tem peratu re
monitor
Connection cable for
esophageal tem peratu re
monitor and probe
Esophageal tem peratu re
probe

Single use electrosurgical
neutral electrodes, single
section
Single use electrosurgical
neutral electrodes, dual
section
Reusable electrosurgical
neutral electrodes

Temporary cardiat pacing
leads "Spike" - bipolar,
tripolar, tetrapolar,
multipolar

Sterile lead introducer set
peel-away
Sterile hemostasis valve
introducer kit

"Extra Safe" dilator sheaths

Externa I cardioversion
defibri llation eiectrodes

BSI Group The Netherlands B.V.

Say Building

John M. Keynesplein 9, 1066 EP

Amsterdam, The Netherlands

Class IIa

Class IIa

Class IIa

Class IIb excluding Class IIb
implantable non-WET

Class IIb excluding Class IIb
implantable non-WET

C|ass III

Class IIa

Class III

.Class IIb excluding Class IIb
irhplantable non-WET

bsigroup.com

bsigroup.nl

T: +31 20346 0780

N/A

N/A

N/A

C801906, exp 10 May 2023,
NB # 2797

CE01906, exp 10 May 2023,
NB # 2797

CEO1906, exp 10 May 2023,
NB # 2797

CEO1906, exp 10 May 2023,
NB # 2797

(MDR 747884 issued on 23

Jan,2023, NB # 2797)

CEO1906, exp 10 May 2023,
NB # 2797

CEO1906 (Annex II.3), exp 10

May 2023, NB # 2797
CE 649635 (Annex II.4) exp
26 May 2024,N8 # 2797

CEO1906, exp 10 May 2023,
NB # 2797

CEO1906 (Annex II.3), exp 10

May 2023, NB # 2797
CE720326 (Annex II.4) exp
26 May 2024,N8 # 2797

CEO1906 (Annex II.3), exp 10

May 2023, NB # 2797

(MDR 747884 issued on 6
Apr,2023, NB # 2797)

Page 4 of 5
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N/A

N/A
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Table 2: Devices covered by this Ietter and for which the NB is NOT responsible for appropriate
surveillance of the corresponding devices under the applicable Directive:

MDR Device classification
(as proposed by the
manufacturer and verified
at the pre-application
stage)

Device name or Basic
UDI-DI (under MDR
application)

If the MDR device is a
substitute device,
identification of the
corresponding
MDD/AIMDD device

MDD/AIMDD Certificate
Reference(s) of the
devices under MDR
application, and the NB
Identification

N/A

Confirmation Letter
Date

2023106106

N/A

Revision History
Action

Initial issue

N/A N/A

{"*$")
BSI Group The Netherlands B.V.

Say Building

John M. Keynesplein 9, 1066 EP

Amsterdam, The Netherlands

bsigroup.com

bsigroup.nl

T: +31 20346 0780

Page 5 of 5
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Vi cch io ( F l), 1210412023

TO WHOM IT MAY CONCERN

Subject: Extension of the MDR 20171145 transitional period - cont'irmation of validity of FIAB
MDD 93l42lEEC Cerlificates CE 01906, CE 649635, CE 720326

The amendment of the Medical Devices regulation (MDR) 20171745 introduced by the Regulution
(EL/) 2023/607 of the European Parliament ando/'the C'ouncil o/ l5 Morch 2023 umending
Regulations (EU) 2OI7/745 (MDR) and (EU) 2017/746 (IVDR) ct.s regard.s the tran.sitional
provisionsfor cerlain medical devices and invilro diagno.stic medical device.s (Attachment I of
this letter) aims - among other things - to give Manrlf-acturers and Notitled Bodies sufllciently
more time to carry out, in accordance with the MDR. the conformity assessment of devices covered
by a cerliflcate issued in accordance with Medical Devices Directive (MDD)93l42lF.EC that is

going to expire or is already expired.

Such devices, also known as'legacy devices'can beneflt fiorn an extended transitional period as set

in the Regulation (EU) 20231607, for the application of MDR.
'Legacydevices'should be understood as devices, which. in accordance with the MDR's
transitional provisions, are placed on the rnarket afterthe MDR's date of application (i.e. 26May
2021) if certain conditions are fulfllled. Those devices covered by a valid EC ceftifrcate issued in
accordance with MDD prior to26 May 2}2lbeneflt of an extension of the transitional period

beyond 26May 2024 if the conditions laid down in Afticle 120(3c) MDR are fulfllled, fbr the

ref evant cerlificates expired or going to expire after 20 March 2023.

As the Manufbcturerof the medical devices listed in Attachment 2 of this letter. FIAB SpA
herewith conflrms that the products covered by the fbllowing MDD 93l42lEEC cefiificates
- CE 01906, MDD Annex II.3 (Full Quality Assurance system certiticate)
- CE 649635, CE 720326 MDD Annex II.4 (Design Dossier Exanrination cerlificate)

fultf l the requirements deflned by Regulation (EU) 20231607.

Consequently, the above mentioned certificates can be considered as valid, respectively, until
3111212028 for class IIa and class IIb medical devices (CE 01906) and until 3111212027 for
cfass III medical devices (CE 649635,CF..720326), when F'IAB SpA continues to comply with
the relevant requirements in Regulation (EU) 20171745 as amended by Regulation (EU)
2023t607.

The confirmation is made taking into account the fbllowing aspects
- Regulation (Eu) 20231607 extends the validity of CE certiflcates under MDD, considering

limited capacity of Notifled Bodies accredited fbr confbrrnity assessment procedures under
MDR

tion of this extension is that the Manuf-acturer shall submit an MDR
a MDR Notifled tlody not later than2610512024
with the MDR Notified Body no Iater than

tion fbr these devices to
ification asreement

this extension includes e.g.:the devices continLte to cornpl,v with MDI)
t changes in the design and intended purpose; devices do not present an

the health orsaf'ety; the Manufbcturer has put in place a qualify
in accordance with MDR; a Notifled Body is still perfbnning

FIAB SpA - 50039 Vicchio Firenze ltolio
Sede legole: Vio P. Costoli, 4 - Logistico: Vio Meglini, 2-4

Unito o perotive : Vio Posse nni, 2-3- 4-6- Vio del lo Resiste nzo, I 8
Tel. +39 0558497999 - Fox +39 0558497979 - www.fiob.it

Cop. Soc. int. vers. 2.000.000,00 € - C.F.-P.|. e n. Reg. lmp. Fl 01835220482-Irib. Fl. n,3354 I

C.C.l.A.A. Fl n. 339066 REA - c/c pos lole 14476501- EU ROPEA N VAI: lT O1835220482



FIAB SpA is providing appropriate evidences demonstrating that tlre relevant requirements in

Regulation (EU) 20171745 as amended by Regulation (EU) 20231601 have been fulfllled by now.
In parlicular
- fbreach ofthe medical devices listed in Attachment2 ofthis letter. an MDR certiflcation

application was already submitted by FIAB to the MDR Notifred Body 2797 (BSl) and the

respective MDR certiflcation agreement has been signed. as listed in Attachment 2;

, the devices continue to comply with MDD, according to the surveillance activity perfbrmed

by the same Notifred Body 2797 to FIAB; this ensures that there are no signiflcant 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 byJhe EU Quality Management System Certiflcate, MDR 747884 in Attachment 3,
according to MDR Annex TX chapter I and III. Such MDR ceftificate already cover the
medical devices for which the Notified Body 2797 conrpleted the cenification assessment 

.

Francesco Batistini
Quality Assurance Manager
Person Responsible for Regulatory Compliance

FIAB SpA - 50039 Vicchio - Firenze - ltolio
Sede legole: Vio P. Costoli, 4 - Logistico: Vio Meglini, 2-4

Unito operotive:Vio Posse rini,2-3-4-6- Vio dello Resislenzo, l8
Iel. +39 0558497999 - Fox +39 0558497979 - www.fiob.it

Cop. Soc. int. vers.2,OOO.OOO,OO€ - C.F.-P.|. e n. Reg. lmp. FlOlB3522O4B2-Trib.Fl. n.33541
C.C.l.A.A. Fl n. 339066 R EA - c/c oostole | 4476501- EU ROPEA N VAT: lI O1835220482



ATTACHMENT 1. tO FIAB LETTER
,,Extension of the MDR 2017 1745 transitional period - con,firmatio.n of validity of FIAB MDD 93/42lEEC Certificates"

L 80124 f ENI Offlcial Journal of the European t-lniorr 20. i 2()2 l

REGULATT9N (EU) zo2tl6o7 oF'rHE EUROPEAN PARI.IAMEN'I AND oF l-HE COLINCIL

of l5 March 202t

amending Regulations (EU) 2017174' and (EU) 20171746 as regards.rhe. transitional provisions for

cerrain medical devices and in vitro diagnostic medical devices

(Tcxt rvith EEA relcvance)

THE EI.]ROPEAN PARLiAMF-NT /\ND THF- COIJN(It. OF THE EI'JROPEAN LI;\ION'

Having regard to the Treaty on the Functioning of the European Union, and

point (c), thereof,

Having regard ro rhe proposal frorn the F.uropean conrmis.sion,

After transmission of tlre tlraft legislative act to the national parliaments'

Having regard to thc opinion of thc Europcan Econonric and Social Conrnrittcc ('),

Aftcr consulting thc Comnrittcc ol thc Rcgion-s'

Acring in accordancc srith rhc ordinar)' lcgislativc proccdurc (r),

Whcrt:as:

in particular Article I l4 arrd Article 168(1)'.

fotrrnlrl) lrnil tlciisi,rn o( the (-otltrtil ,rf

2017 orr mcclical r.lcvit.cs, amcnclinl
l)2) 2(109 and rcpcalinu foLtncil

(1) t' [iuroprr:un [':rrliamtnt ancl t-rf tlrc Cor'rntil cstlblrsh A n('\\/

thc inicnral nrarkct as rt'gards mcdical dcvicc's and irr vitro

t p hcalrh ft-rr- paticnts-and-ust'rs 'At tlrt' sanrt'

t'i s of quality and safctv ft'rr mctlrcal clt'vict's

cct .safctv ( on( crns as tcgards sttc h dcviccs'

cnlcnts 1 Sct ()ul ill

rcctiyc q and trl thc

lassilicat I es' cllnltal

.rrrcl irrr r renel';rnd

ostic rledicll jgvices.

(2) D.l9 par.r of applicatiorr of Regulation (EU) ).01717 45 u'.ts postponc.d

v Regulati 6l oi tlre European Parli;rnrerrt arrd of tlre Council (3), rvhile

as the en an,sition:rl period by u'hich certain devices that continue trr

/EEC or D /EF-C can lalvlully be placed on the nrarket ot'put,irlto sen'ice.

? Nlarch 202 3.

Rcgularion (ELI) 2017!745 o[rhc Eulope:an Parliamcnt and of tlrc Council ol 5 ;\pril

Dilcctivc 2001/81/EC, Rcgulation (EC) No 17812002 and Rcgurlatiott (EC) No

(')

(')

()

f)

(')

(1

(')

(')

Dilectives 90i38 5/EEC and 9 jia2lEEC (OI L I 1 7, s.5 201 7 'p r)

Regularion (EU) 2017i746 ofrhe European Parliament and of the Council of 5 April 2017 on

LepealingDirecrive gslTglECandcornmissionl)ecision 20101227 EL-T(OIt 117,5 5 2017,p.

Coulcilbirective 90/185/EE(iof 20 func 1990 on thc a;rproxin-ration trl'thc l;rws ol'thc Mcm

nredical devices (OJ L 1 89,20.7 .1990, p- 1 7).

(_ouncillJircctivc g3l42lEE( o[ l4 )unc ] 993 conccrning nrcdical clcviccs (Ol L 1 69, ) )'7.199

Direcrive gBlTglF.C of rhe l:uropean Parliarrrent arrd of rhe Courrcil ol- 27 Ocrober l99li
(Ol I lll.7.l2.le9ti,p. l).
Rcgularion (ELl) 2020i561 oi rlrc ['.uro;:can Parliarrrcnt and oi tlrc Courrcil of 1i ;\pril 20]0 art

ccs and

I?ofi'**rncdical tlcviccs. a.s rcparcls t|c datc.s oiapplicatron ol'ccrt;rin oI rts provlsrorrs (01 L I itf . ]1.4 l0l



20.3.20)_3 fEN I Official Journal of the European l-lnion r. 8rJ/2 t

(3)

(4)

(6)

(7)

(5)

Also due to rhe inpact of the COVID-19 Lrandr'nric, thr- tran,sitional L.reriod providc'd ior in l(egLrlation

(EU) 20171746 rvas alrcady cxtcnded by Rcrulation (EU) )0Dl'l l2 of tlrc F.rrropcan l'arlianrcnt and of thc
( ouncil (')

Despite the.steady inrrea.se irr the nurrrber ol rrotit'iecJ bc,clics dcsigrratcd irr ac(orcliln(e u'itlr I{t',;ul.ttiorr
(EU) 2017i715, (he overall capacity ol notified bodies is still rrot sul'ficient-to ensure the conlornritl'asses.snrcnt o['

thc largc nunrbcr ol dcviccs covercd b)' ccrtitl<.atcs issucd irr ;rcc ord;rncr.: u'itlr Drrcctivc 90/ I lJ 5iEE(' or
Directive 9ll42|EEC betclre 26 lvlav 2024 ft appc'ars thrr rr lrrre nurnlrc'r ol nranutrcturers. especirlly snrall arrcl

nrediunr-size$ enterprises, are r-rot sufflcientll, prepared to denron.strate conrpliance rvith the reclurrenrents of
Regulation (EU) 20171745, in particular u'hen the cornplexit;,of those new requirements is taken into account.
l'herefore, it is verv likell'that nlar-rv devices that can las'fully L.e plrced on the nrarket in accordance rvith the

transitional provisiorrs provided fbr in Regulatiorr (F-U) 201 71745 will rrot ['re certrliecl irr accordarrce rvitlr tlrat.
Rcgulation bcforc thc cnd o[ thc transitiunal pcriocl, whiclr lcacl.s tt., tlrc risk of shortatc.s of rncdical dcviccs in thc
Union.

In light of reports from healthcare professional.s about the immirrent ri.sk of shorteges oidevices, it is necessar\/, as a

mattcr r-rf urqcncy, to c:xtcnd thc validity of ccrtiticatcs issr-rr.:c1 irr accordancc with Dircctivcs 90i18 SiEE('

and 9il42\EEC and to extend the transitional period during wlriclr devices that are irr contornrity rvrth those
Directives can lat'full1, be placed orr the rnarket. The exterrsion should be oi sufTicierrt duratiorr to give notitred
bodies the rime needed to carrv out the conformitv assessnrelrts requirecl ol'theur. The e-rtension air.ns to ensure a

high level of pLrblic health protectiou, includrng paticrrt safct,v and arr avr).ldarrcc oi sl-rortagcs of nrcciie;rl dcviccs
neeclcdfor thc smootl) functioning of hellthclre serviccs, witlrou( lo',vcring currcnt quulirv orsltctv rcquircrncnts

The cxten-siorr sht-ruld bc subjc:ct to ccrtain conditiuns to ('nsLlr(' tlrat only clcviccs rhat an' safc and for rvhicir tht'
nranufacturers have taken certain steps to transition towards conrpliance lvith Regulation (EU) 20171745 will
L-renefit from rhe additional time.

To cnsurc a pr<-rqrcs.si\/c transitiorr to Rc.rlulation (EU) 20171745, tlrc apprlopriatc survcill;rncc rcsardin.ll dcviccs

bcncfiting from thc tran.sitional pr:riod .should t'vt'ntually bt: transit:rrcd from thc notificcl bodv that is.sucd thc
certiflcate in accordance with Directive 901385/F,EC or Directive 93i42iF,E.C to a rrotified body designated under
Regulation (EU) 201717+5. For reasons of legal certainty, the notified body designatecl under Resulatiorr
(EU) 20171745 should not be respon.sible for conformity assessnrent and surveillancc activities carried oLrt by thc
rrotified bocly that issued the certificatc.

r\s rcgards thc pcriod nccdcd to allorv manufacturcr,s and notiiicd bt-rciie.s tu c"1rry out tht'confornritv a.sscs.srncnt irr

accordance 'uvith Regularion (Eti) 201717 45 of r-nedical devices th:rt are covered by a certificate or a declaration of
confornrity that was issued in acc:ordance with Directrve 90/385/EEC or Directive 9\l42|EEC, a balance should Lre

struck bctr"veen the lirnitcd availablc capacitv of norificd bodics arrd crrsurine a lritlr lo,cl of parir:rrf safcr.,'arrd prs$lq1

health protection. Therefore, the length of the trlnsitional periocl -slroultl depend on the risk class of thc rrrcclicrl
devices concerned, so that the period is shorter tor devices belongirrg to a higher risk elass arrd longer'fcrr devices
l-reiongir-re to a lorver risk class.

Contrary to Dircctrvcs 90iiS5/EE(' arrd 93l42|EEC, Rc{ularrorr (F-t-l) 2017 745 rcquircs rlrc involverrcrrr t.ri a

notifiecl body in the corrfornrity assessmerrt oi class III cllstonl-nlarle rnrplantlble devices Due to insufficierrt
notificd body capacitt, 1n6 thc fact that manufacturcrs of cu.stom-nrailt' dcvrcc: ll or mcdium-.sizcd
enterprises which lack access to a notiiied bodl,under Directives 90/3S5iEE an'sitional per{od
should be provided for, during which class lll custom-made irnplantab placcd on the
nrarkef or Dut info scrvicc rvirhclur a cerrificarc issucd bv a rrotificd bodv.

(') RegulaLion (EU) 20221112 o( thc Europeau Parliarrcut and of tlrc (-ourrciloi 75 Jarr ,\ )0t717 ab as

s lor irr lrouscregards transitional provisions for certain in vitro diagnostic rncdical dcvrct's lrrd rl

dcviccs (OJ L 19, l8 L2rJ2'), p. 31.

(8)

(e)



L 80l)6 t ENI Officlal .f ournal of tlre European l-lnion 20.3.2.0 23

(10) Artic-le 120(4) of Regulation (EU) 20171745 and Arricle I l0(a) of l{c'sulation (EU) 2017 746 prohibir the furth.er

ailable on'thc n inrg scrv nrarkct bv rhc cnd of thc

transrtiorral pc arc.still i crrd t-rf tltat trattsititttral

prcvcnt thc: un al of safc nrcdical dcviccs that arc

still in thc supply chain, thus aclding to thc inrnrin cs, such furthcr nrlkinl
ayailaltll gn tlre ninrk.t 9r putti6,i intg scrvict'gf such dt'vitt's slrotrld bt'ttnlitrritt'tl itr tinrt'

(11) Regularions (EtJ) 201 717 45 and 1EU) 201717 +6 should thcrcforc bc anrcnilcd accordirrqlv.

(12) Since rhe objecrives of rhts Regularion, nanrely'to addless risks of shorrages of nredical devices and in vitro diagnostic

medicai devices in rhe Llnion, cannor be -sullir:iently achieved by the Nlember States but c;rn rather, by reason o[their
scalc and cffccts. bc bcttcr achic:r,cd at ljnion lcvcl, thc Union ntay adopt nlcasurcs. in accordaucc rvith thc principlc

of sgbsidiarjry as scr eut in Articlc 5 of rfic Trcary orr Europcarr IJniou ('TF-l]'1 [u accordattcc with thc principlc"o[

proportigrralrr,v as sct oLrt irr rlrat ,\rtrclc. rhrs IlctLrlatiorr does n()t tc) Lrcvttnd wlral is tlcccssat-v ttt Orclcr to achicv'c

rltosc objcctivcs.

(13) This f{egulation is bcirrg adoprecl in vicw of thc cxccptional circunl.stanccs-arisin{ from an immincnt risk o[

shortage"s of nedical dev]cc. and thc associatcd risk o[a public hcalth crists. Irr brdcr to attain thc itrtcndcd cffect of

^-cndTng 
Rcgularions (EU) 20171745 and (EU) 20171746 and to cnsurc availability of dcviccs rvhosc ccrtificatcs

havc already ixpired or are duc to expire befurc 26 02 dc lc{al oPcrators

and healthcare providers, and for rearsons of corrsis its c alrlelr rol-ls, thls

Regulation sho.il.l cntcr into forcc as a rnattcr-t-rf urg )n rts pr-rbl nwl of tlrc

Euloperur Unir-rrr. For tlrr: samc rcasons, it is also eonsi to r'iatt'ttr thc crqht-

rvcr:k pr:riocl providcd for irr Articlc 4 of l'rotocol No I on rlrt' rolc ui ttational Parliatrt'nts in tht' Liiuropt'an lJrritrtr

annexecl to the TEU, to the Treaty on the Functioning of the European Unron and to tlre Treatl'establishing the

European Atonric Etrergy Communitl',

I ITT'E AUOPTEL) TI IIS I].ECULATION:

Article 1

Amendments to Regulation (EU) 20171745

Regulatit'rn (EU) 2017i745 is amended as follou's:

(1) Article 1 20 is amcnded as fcrllows:

5i) 
-i'Tfafig'lplT{iTrislctn?tLfifaftgapHlTrt'pla?,fi6v-tlT,,T,,T1<iuTrrI'- * i * - - - - -

t

I
I

$

a

I

'Cerrificirtes issued bl,ntrrified bodies in accordance'uvith l)irectives 90/lS5/EEC and 93l42\F.EC iront 25 lvlay

2017 rhat were srill valid on 26 May 2021 arrd rlrar have not been u'irlrdrau'n afteru'ard.s shall renrain valid aftcr'

rhe er-rd of the period indicated on rhe cerrillcare unrrl rhc datt' set oLrt in paralrirph 3a of rhis Article applicalrle lor
the rclevant risk cla-ss oi the clevices. Certificatcs issLred bv notificd bodrcs rn accordattcc rvith thosc Dircctives fronr

25 N4ay 2fJ17 rhar s,crc still valid on 26 lr4ar' 2021 and that lrave cxpirccl bcf<trc 20 lufarch 2023, shall bc

rronsidcrcd ro bc vaiicl until rhc clarc.s scr r-rut in paragraph ]a of this .\rt rre oi tht' follorving ct.rttcltttotts

*
a

t
t

s

I

I
I
T

T

I

' i.r fulfilled:
I
I

I (o)
s

I

T

bcforc thc datt' oI t'xpirv of thtr cc'rtificatt:, tht' nranrtfac

agrccmcnt in accordancc rvith Scction 4.1, sccond sub

conformitl' assessment in respect of the device coverecl

intended to substitute that device;

havc silnt'd a

i.s Rcgul.rtion
n respect ol

wnttCn
for thc

a device

$***mRffis&*nfrt**ilns**
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(b) a comperent authoritv of a N,lenrber srate has grantccl a derogatiorr front thc applig;lhlc conlormity assessnlent

proccdurc in accorclaircc rvitlr Articlc 59(l)oithis Rceul,',tio''r c,, lrrs rcquirr'd rhc rnrnt,frctu|cr. irt rccordrttcc

with Article g7(1) of this Rcgulariou, to carry our thc applrcabl,' .-r.rrtfurrrif\' 1sst'ssrl-lt'nt proctclurt'

i(ui 
-p^?.Eripi'31, i.frri.fr-uf tf ioitffi"-g'- - -

: r ,_
s ,:1. Bl,way 'id.rogat 

5 and providt,d thc conclirit-rrrs s('t out ir-r paratraph 3c oi this '{rticlt'art'

I n..'., a.ui..r'r.t.rredio and lt-, of-rhis Arricle rrilr'Ire placecl on the nrarket of Put it-tto ser"'tce

x until the datcs set out in

I ,". Dcviccs rvhich havc a ccrrific.arc rhat was is.sucd in accordanct'with Dirt'ctivtr 90/385/EE(-()r

r Direcri ve 93la2lirc .,.d that is valid b1, virrue of paragraph 2 of this Article nrav be placed on the market or Put

$ into service until the follou'ing dates:
$

T

$

* (a) 3l Decernber 2027, fbr all class III clevices, arrtl tbr class llt'r irnplarrtable tlevices excePt suttrres, staples' tlerrtal

I 
' ' tiffi"gr,;."tal [rraces, tooth crowns, scre\\'s, u'edges, prlatcs' n'ires' pirrs, clips atttJ conttectors:

t
n (b) ]1 December 202g, fbr ices othcr than rhosc covcrcd b,r l-.oin, (a) of this paragraph, tor class lla

; _ _': _ii*irr;gaJ"J C**J $ gn-rlt ps*e1 ig ge;ife gogclt5og .r triwinga;r1ca-stgiggf'tng"*ot - - -

I
t

i 1d; r'., later tha' 26 May 2024, the rrranufactttrcr lras

! with Article l0(9);

I
t
I

N

I

I

!

I

t
t

*

s

$

I
t
;

T

I

i

I
i

I
t

I
x

prrt irr pla...: lr tlrrirlitf,t'r'lil.itqc'rc't SVStCtn i,,,,..,,rrd,,'.r.,.' !

3b. Devices for which the conformi procedure pursuant to Directive 93l12lEEC did not require

the invc.rlvenle't.f a notified body, for laration o[confornritv rvas'.lrr,"t't upr prior to 26 N4ay ]021

and for r,vhich thc cclnformitv asscssnr pulsllanr tcl this Rcgulatictn rcquircs rltc rnvoll'ctncttl o[ a

notificclbody,nlsrbtiplaccdonthcmarkctorPutintost:rvict'until 3l Dcccnrbcr2028'

$-ft.* * Dd,tie; 16 in! j?;,rt3f oT ihG A ti lti.ia*rfr il.,J'frr?ktt-,-'fp''i,r"iritis!rii&i

I ,"i'r ,h;;;;, o in rir aphs only if thc foll ditions arc nlct: :

t

i tot those devices conrinue to conrplyrvitlr Directive 1)0/-l8t/EEC or'l)irecrive 9)i42|EEL, as applicable:

$-

; (1r) rhc,.c.,.c no sisnificanr chanQcs in thc dcsisn and inrcndcd purposc:

T

I t.l the de'ices do nor present an unacceprab.le ris.k to the lrealtlr or safetv of patierrts users or otlter prerso"'' ot to I

: other aspects of thi protection of public health; '

t

" (c)
!

A

no latet' rhan 26 May 2024, rhc tlatrufacrut'cr or thc

with a notificd body in accorclantc with Scttion

asscssn'rcnt in rcspcct o[ a dcvicc rc(crrcd to rn pirr

intended to subsiitute that device, and, no hter

manufacturdr- havc signcd a writtcn agrcctncttt itr a

,{rmst(Ji l{.

nsmsmsdwfrts6mfrFffi*l

: 3; 
- -lVitno1,t 

q-ir.j,,iiii. to Chapter IVand paragra'h I of't5is Article, t

mstm

at issued the certificate
riatc surtrcillance irt

actllrcr has agrt't'd

rveillan ce

!
I
I
t
t
i
f;

I

t
N

ld. By way of derogation from paragrapl-r.l of this Article, rlre requirernents of thi.s Re,qulation r-elatirrg 11 post-

marker surveillance, nrarket surrreillance, r,igilance, regisrratiorr of eccin,rrnic operators and O[devices shall ap'tplV to

clevices referrecl to i' paragraprhs 3a ,n,l lL, of tiris Arricle irr prlace of tlre correspondins requirenrents,jtt

Dirccrivt's 90i185/EE(' and 9 3/42/EE('.

ircferr.-d to in paragraplr 3a of this Articlc 'shall contrnuc to bc rcs

!respr,c.t of rhc applicabl,, rcquircmcnts rt:lating to thc dtviccs it h
I -r, rr", r . - r:--^-^^-)^.--^.,,:rL,L-ti,^lozllthrt

I

t
I
I

: Ll 11 l ('ss

I -*it'-" g, lr' ga-u gdf g e:i $ 1t 
e-d 

.l 
n 
-' :. g' {lr :l.:S Y 

i 
Lh i 5t 

rg I 
1 

+-2 t h3 t *'
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No later than 26 Seprrembe r 2024,the notiflc.d L-,oit,l'0, has signed the s,ritten agrer'ment referred to in paragrap-rh

lc, point (e). of this Article slrall be respronsiL-rle for rhe surveillarrce in resprect oi the c{evices covered Lr1'the u'rittett

a.grccrnent. Wherc thc u,rrttcrr agrccmcnt covsr-s a dcvicc intcuclcd ttt sttbstitLttc a dcvicc rvhielr lras a ccrtiiicatc th.rt

*as issucd in acc:ordancc with Drrc,ctivc 90/3s5/EEC or Dircctivc 9ll42lEE(, thc survcillancc: shall bc conductcd in

respcc.t of thc dcvicc that is bcirrg sub.stitutcd.

Thc arrangcmcnts for rhc rransfer of thc survcillanc:c from the notific(l body that rssLtcd rhc ccrtificatc to thc

norified body designated in accordance rvith Articlc 42 shall bc clcarl-y dcfinctl in an agrccrmtrrtt bt:twccll thc

manufacrurei 
"nd 

lhe norified body dcsignarcd in accordancc with Articlc 42 and, whcrc practicablc, tlrc r.rotificd

body rhat i.ssucd rhc ccrtificatc. Thc n<.rtificd boc-ly dcsi{natccl rn accordatrcc with Articlc 42 shall rrot bc

respr-rnsible for confornriry a.ssc.ssmcnr ac.rrvirics carricd our by thc: notr[icd body that issucd thc ccrtifrcarc.

3{. Iiy wat,of derogation frorr Articlc 5, cltrss Ill custonr-rrirtlc inrprllrntul'llc clc_vice-s trtrtv bc pll.ctl.tlrr thc ttrttrkct

or put iuto scrvicc until 26 May 2026 withor.rt u ccrtificatc issrrccl b1, a notificcl bocly itr.accortlatrcc with thc

confbrmity asscssmenr proceduie ref.crred to in Arriclc 52(8), sccond subparagraph,.providcd that no latcr tharr

26Mav 2024, tIe nrarrufacrurer or tlre authorised representative has lodged a for-rrtal applicatiorr rvith a notil'ied

bocly in accorclzrnce witlr Scction 4.3, [irst sLlbparagraph, o[ Arrrrcx Vll for cotrfcrrtrrttv'itsscssn]slrt,;tttcl. trtt l;ttcr

thari Z6 Scptcrnbcr 2024, thc nrttificd bucly lncl thc rllnufircturcl'hrrvc sirtrrcd u writtctt ilQrccnlun( irt rtccttrtlitncc

witlr St:r tion 4 3, st:cottcl .srrbparagraph, of Annt'x \/ll.':

(c) paragraph 4 is rcplaccd bt' thc lollort'in.g:

'4. Devices larvfulli, placecl on the nrarket pur.suilnt tr:r f)irectives 90/iSS/EEC ar.rd 9)i4I|E.E.C prior to 26 N4a1.

2021, and devices lawtully placed on the market fiom 26 May 202I pursuant to PatilgraPh.s 3, la, lb and lf ol

this Article, may continue to be made available on the market or put it-rto service.';

(2) Article 122 is amended as follc'rws:

(a) in rhc firsr para.qraph, thc infroduc-torv u,ording is rcplacccl b,v rhc follovvint:

'Without prejudicc to Articlc 
.|20(l) 

to (3c) lncl (4) of this Rcgulltion, anclu'ithout prcjr.rdicc to the olrligatiorrs of

the Member States and nranufacturers as rcgards vigilancc and tu thc obligations of nratlufaLtul-crs ils rcgards thtr

makilg ayailable of docunrentarion, undcr Directivcs 90/185/EEC anc[ 93l42|EEC, thosc Dircctivt's art' rt'pt'alcd

with cffect from 26 )Vfay 2021, r,vith thc cxccption of:';

(Lr) the second paragraph is replaced b)'th. follon'ing:

'As regards the devices ref-erred ro in Arricle l2iJ(l) to (le) and 141 of this Regulatrorr, the Directives referrecl to irt
rhe fiisr paragrapl-r of this Article shall conrinue ro appll/ to the cxtent necessarv fi",r'the application of rhose

paraprilpns. ;

(3) in Article 123(3), point (d), thc 24th indcnt is rcplaccd by thc following:

Arricle I 20(3d).'.

Article )

mendments to Regulation (EU) 20171746

Regulation (Et.r) 20 17 i7 46 is anrended its follou,.s:

(1) in Articlc 110, paragraph 4 is replaceclbv thc fullowing:

'4. Deviccs lawtully placed on thc markct pursuant to
lawfuf ly placed on thc nrarkct fron 26 May 2022 pursuant
availablc on thc markct or put into scrvicc.';

Dircctivc 98li9lEC prior to 26 May 2022, and dcvrccs

t() pal'atraph I of rhrs ,\r-ticlc nrav c()lrrirtuc-. ttl hc tttrclc

(2) in Artrclc I12, thc sc:cond paragraph is rt:placcd by thc following:

:As regards rhe devices referrecl to in Article I l0(3) and (+) of this llegulat
apply to the exterrt necess;tr)r for tlre application oi those Lrafagraphs.'.

contlnue to
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.qrri,llc ;

Entry into fbrce

Thi's Regulatiorr sl-rall enter into lorce on the da1'of rr.s publicarion irr rlre O/iici,rl lounutlrr/'rhc llurirpearr I-/'i,rr.

This Regtrlertion shall bc binding in its entirety and directlv applicirblc rrr lll l\,{crnber Srltcs

Donr'.rt Strasbourg, I 5 March )023.

For the European Parliament

Thc Prcsidurt

R METSOLA

I:or tht (irrrlrril

Thc Prc,si,icrrt

JROS\\/ALI-

I



Medical devices group description MDD 93l42lEEC expiry
CE certiflcate(s)

MDR certification agreement with
Notified Bodv 2797 (BSI\

Esophageal Leads
Esophageal leads for transesophageal
electrophisiology studies and cardioversion

CE 01906 Annex Il.3 1010512023 Contract Q594293 (281 | 0 12021 )

amended by Contract Q682089
(05il0,'20221

External cardiac stinrulator "Easypace"
single cham ber

CE 0 | 906 Annex II.3 lr010512023 Contract Q7201 l5 ( I 410312023)

External temporary pacemaker - dual
chamber (rnodel " 1797")

CE 01906 Annex II.3 1101052023 Contract Q59 4293 (28 I | 0 1202 | )

arnended by Clontract Q682089
(051t012022\

Single chamber external temporary
pacemaker "1748"

CE 0 | 906 An nex ll .3 1010512023 Contract Q720 I | 5 ( | 410312023)

Sterile single use electrosurgical electrodes
Sterile single use electrosurgical pencils
Reusable extensions for electrosurgery
Reusable electrodes for electrosurgery
Sterile single use electrosurgical kits-
Reusable electrosursical pencils

CE 0 I 906 An nex Il.3 1010512023 Con tract Q59 4293 (28 I | 0 1202 | )

amended by Contract Q624346
( t6t02t2022\

Sterile single use tips for reusable cauteries
Sterile single use electr.ocauteries
Reusable electrocauteries

CE 01906 Annex ll.3 1010512023 Con tract Q594293 (28 t | 0 1207 | )

Arnended by Contract Q640-589
(24105t2022\

Sterile single use epicardial wires
"Myopace" (mono and bipolar, quadripolar)

CE 01906 Annex ll.3 1010512023
CE 649635 Annex ll.4 2610512024

Contract Q59 4293 (281 | 0 12021 )

amended by Contract Q682089
(05,l012022\

Rostock Filter CE 01906 Annex Il.3 1010512023 Contract Q720 | l5 tl4t03t2023l
Nerve stirnulator "Neuropacer" single use,

sterile
CE 01906 Annex Il.3 10105;2023 Contract Q7201 |5 ( I 40312023)

Needles fbr EMC and EEC, single use

Needles fbr EMC and EEC, reusable
CE 0 I 906 An nex II.3 1010512023 Contract Q7201 I5 ( | 410312023)

Esophageal temperature mon itor
Connection cable for esophageal
temperature monitor and probe
Esophageal ternperature orobe

CE 01906 Annex Il.3 10,t05t2023 Contract Q594293 (28/ | 0/202 I )

amended by Contract Q624346
( t6t02t2022\

Single use electrosurgical neutral
electrodes, single section
Single use electrosurgical neutral
electrodes, dual section
Reusable electrosurgical neutral electrodes

CE 01906 Annex II.3 1010512023 Contract Q594293 (28 I | 0 1202 | )

Temporary cardiac pacing leads "Spike" -
bipolar, tripolar, tetrapolar, rnultipolar

CE 01906 Annex II.3 1010512023
CE 649635 Annex ll.4 2610512024

Contract Q594293 (281 101202 | )
anrended by Contract Q682089
(05110t2022\

Sterile lead introduqer set peel-away
Sterile hemostasis valve introducer kit

CE 0 | 906 Annex ll.3 1101052023 Contract Q59 4293 (281 l0 12021 )

"Extra Safe" dilator sheaths CE 01906 Annex II.3
CE 720326Annex ll.4
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ATTACHMENT 2 to FIAB LETTER
"Extension of the MDR 20171745 transitional period - confirmation of validity of FIAts MDI)
93 I 42|EEC Certifi cates I'

List of FIAB medical devices fbrwhich the extension of the MDR transitional period applies
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First Issue Date: zOZI-l,l-L7

Current Issue Date: 202}-04-Cl6

FU Quality Management System Certificate
Regulation (EU) 20L71745, Annex IX chapter I and III

MDR747884 R000

Manufacturer: Fiab SpA

Address:
Via P. Costoli, 4
Vicchio
Firenze
5003e
Italy

Single Registration Number: IT-MF-00000S9g8

Scope: See attriched Device Schedule
of our exa naa ..,ilL n^-..r-!: ^.- ,F,,\ ^^J

d rrr, the q [].':illil[?,:l:F;i,f.?i:il,:i'i,:Tl)u'J 
",ices, and e

4) an addit considered well-established technologies as specified
quired.

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

Starting Validity Date: 2023-04-06

Expiry Date: 2026-tt-t6
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EU Quality Management System Certificate 
Bv Rovar chartc.

Regulation (EU) 20171745, Annex IX Chapter I and III

MDR 747884 R000

Intended purpose
Intended for the continuous detection, measurement
and visualization (in "C) of esophageal temperature.
The intended environments of use are operating

External ca

EURODEFIPADS() are indicated for:
. Transthoracic external defibrillation.
. Transthoracic synchronized cardioversion.
. Transthoracic ECG l'lonitoring.. remporary transthoracic cardiac pacing (non_
invasive).
FIAB disposable multifunction electrodes allow the
user to effectively operate in the treatment of
rhythm disorders related to the above_mentioned
apptjcations, without the risk of accidenGl
eledrocution related to the use of normallv available

,. teusable paddles.

Device Schedule: Class IIa, Custom-made and other devices
Device(s)
Accessories for oxygentherapy and aerosoltherapy.

re

Device schedule: class rrr and class IIb devices

Class IIb
Esophageal temperature monitoring system, including sterile probes and
connecting cables.

Risk Classification
Class IIa
Class Is

Class Is

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

First Issue Date: 2021,:tl-L7

Current Issue Date: 2023.04-06
Stading Validity Date: 2023-04-Cl6

Expiry Date: 2026-11-16
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EU Quality Management System Certificate
Regulation (EU) 20171745, Annex IX Chapter I and III

MDR747884 R000

Ceftificate History

First Issue Date: 2O2L-LL-L7

Current Issue Date: 2O23'O4-OG

By Royal Chartcr

Date Reference Number Action

2021-11-17 3415341 Issued

2023-0t-23 3792r6t 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 "Accessorie5'for oxygentherapy and

aerosoltherapy.".

Current 3872133 Supplemented - addition of device group "External

cardioversion defibrillation electrode pads.".

Starting Validity Date: 2O23-O4'OG

Expiry Date: 2O26-LL-L6

making excellence a habit"
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Vicchio (Fl), 12il'JanuarY ?023

To whom it maY concern

AUTHOR,IZATION LETTER

"We, manufacturing cbmpany FIAB SpA, with headquarters at Vra P Costoli' 4 - 50039 Vicchio (Fl) ltaly 
'

herebyconfirmthatwenaveauthor|zedthecompanyLabromedLaboratorSRL(f|sca|code
1012600001177) with registerJ ofn"" "t 

Srr. Cuza Voda 3blt, Chisinau, MD2O60, Moldova' hereinafter

referred to as "Authorized Manufacturer's Representative":

torepresentinterestsofourcompanyina||necessarystatebodiesandinstitutionsfortesting'
registration and certification of medical equipment produced by FIAB SpA'

tocarryoutthediscusslonsre|atingtotestingandregistrationofmedica|equipmentproduced
by FIAB SpA.

to submit all necessary documents to state bodies and institutlons

tointroduceamendmentsandaddenduminsertsintodocuments,togiveexp|anations'to
submit additional information

to obtain all necessary documents under FIAB SpA name

to receive the Registration Certificates (electronic or hard copies on paper) under FIAB SpA

name

This Agreement is valid until 3111212023
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