
Cеrtifi сatе of Rеgistration
QUALIТY MANAGEMЕNТ sYsTEM . Iso 1З485:20L6 & EN Iso 13485 :20L6

Тhis is to сеftify that: Fiab SpA
Via P. Costoli, 4
Viссhio (FI)
50039
Italy

Holds Cеrtifiсatе Numbеr: MD 77846
and opеratеs a Qualiф Managеment Systеm whiсh сomplies with the rеquirements of Iso 13485:2016 & EN Iso
13485:2016 for the folIowing sсopе:

Thе design, devе|opmеnt, manufaсturе, sеrviсing and rеtail of the following mеdiсal deviсеs
and aссеssoriеs:
- Elесtroniс dеviсеs for еlесtrophysiology and tеmporary сardiaс stimulation.
- Cathеtеrs, leads, wires and aссessoriеs for eleсtrophysiology and hеart paсing (pеrmanent
and temporary' inсluding еsophagea| lеаds).
- Aссеssoriеs for е]есtroсardiography, е]есtrosur9eЧ, oxygen thеrapy, elесtrotherapy,
е]есtroеnсephalography (EEG) and еlесtromyography (EМG).
- Introduсеr kits for pеrсutanеous Usе.
Тhе stoсkholding and supp|y of mеdiсal dеviсes, with lot traсeability.
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Тhis с.:rtifiсаt-е wаs ;:;st.rссi е|с:сtrоniсаlly аrlс1 rеп.lс.:ins t[lе ;эropеrt,,, of BSI агrd is !эоunс,i [эу iilе соirсlitiоris of сontiа.i. ,

Ar; еii.'сtrоiiit сеttiiiсаtе саn bе .itiihriltiсаted onlinе.
РrilltеJ сОрit.jli сi't1.l bе.:аlidаtсс at. rv.wv..;.b:;lgгошр.соmiСliсзni'Dirrсtоry

itlf'оrtlt;li:l.гtilr.lrJСr.lnt.асt.;BS1.KltсlrnаrkСоuгl,DаwАvtltlсl,Kгtо''vltiili,l'1!|l.олКr:ynеsМK.5РР.
B5I Аssllt.;inге UK |'in.iitесl, гесistеl.r.эrJ in [i.rг;lаnd unсJеi,nunrbеr 78О5З2.1аt 3B9 Сhlstl;iсk l{iglr Rоad, L.ondon yv4 +A1... UK.
i\ [*1еnti;сt. оf thе t3Sl Grсup оf Сопtiзаniеs'



Cеrtifiсаtе No:

Loсation

t[D 77846

Rеgistеred Aсtivitiеs

Fiab SpA
Via P. Costoli, 4
Viссhio (FI)
50039
Italy

Тhe manufaсture of thе following mediсal dеviсes and
ассеssories: - E|eсtroniс dеviсеs for elесtrophysio|ogy and
temporary сardiaс stimulation. - Cathetеrs, leads, wirеs and

usе. Тhe stoсkholding and supply of mеdiсa] dеviсes, with ]ot
traсeability.

Fiab SpA
Via Pаssеrini 2,З,4,6
Viссhio (FI)
500З9
Italy

The design, dеvеlopment, manufaсturе, serviсing and retai]
of the following mеdiсal dеviсes and aссessoriеs: - Е]eсtroniс
deviсеs for еlесtrophysiology and temporary сaгdiaс
stimulation. - Catheters, leads, wires and aссessories for
elесtrophysiology and hеart paсing (permanеnt and
temporary inс|uding еsophageal leads). - Aссessories for
еleсtroсa rd iog ra p hy, еl есtrosu rg e ry oxygen thе ra py,
еIeсtrothеrapy, еlесtroenсepha|ography (ЕEG) and
elесtromyography (EMG). Introduсеr kits for pеrсutanеous
use. Тhе stoсkho]ding and supply of mеdiсal deviсes, with lot
traсеability.

Fiab SpA
Via DеIIa Resistеnza, 18
Viссhio (FI)
50039
Italy

Тhе manufaсture and seruiсing of thе fotlowing mediсal
dеviсеs and aссessoriеs: . Elесtroniс deviсеs for
eIeсtrophysiology and tеmporary сardiaс stimutation. -

Effeсtivе Date: 2018-08.01

Eхpiry Datе: 202L-07-ЗL

Page: 2 of 2

+. 44 345 080 90CC
Londoir \,V4 -iAL, L,K.

i
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Latеst Rеvision Datе: 2018-07-27

Ihis сеrtifii:аtl. Wrts iSSLleC{ c.lссtrо:riсal[5, зild rеil:аi;lэ thе оrоp':rt.,,оf I]SI and is bоund lэу the сonditioпs of сопtrэсt.
An е[i.:с:lrоiii с i:ti;-[iii сзttl (.аi гt b(: аutt:еn []tаt'еd onI i ne.
Рt'ilt.td t:оpit'.:; r:;з;l i:r: .",аlid;ltос аl' tt,t.vv.",.I.:s:ii;l.оtlу:,сс.lnl/Сliеrli.Diгеr:t.оrу

IiliоГil1аi:iоn;ii.;сj Lоtltaсt: ESI, Kiier,lаik СоLltt, i.\аvy At,'.iluе. Knоr^.llhi}l, Мlltoll Kсynеs l'IK5 BPР' ТеI:
i]S] Assurаrlсе UK Liп:rtt..d,-гс!istсl.'эd in Еtlr]lапd Цniiсr iiLtlзlbсr 7EU5З2]. аt:]{i9 Сh:sttiсk |.liqh itоad,
;\ l'.JсnlL;tiг tii iii.: BS! Grо';tl оf С<lгlllаllir::;.
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No.

Issued To:

In resDeсt of:

тhe design, development аnd mаnufaсtu]e of ste]ile leаds for trаnsoesophageal саrdiaс and
temperаtu]e monitoring, Gа]diac stimulation, саrdiaс defiЬrillаtion аnd eleсtrophysiologiсаl
studies; pe]сutаneous int]oduce]s; eleсtroniс equipments for oesophageal temperature
monjto]ing, eleсtrophуsiologiсаl studies аnd еmergenсy саldiaс stimulаtion; sterile aпd пon
sterile eleсtrosurgiсаl elесtrcdes аnd ]€lated ассеssories; eleсt]odes for defibrillation/pасing;
ste]ile singIe use neunopaceпs; sterile single use аnd ]€usаble eleсtroсаuteriеs аnd assoсiаted
aссesso]ies; steri]e and non sterile, single usе and ]еusаble needte еlectгodes for EЕG and
ЕI'nG.

oп the bаsis of our exаminаtion of the quа|ity аssurаnсe system under the requirements of сouпсi| Dircсtive
9зl42lЕЕс, 

^nneх 
r I o(с|udiпg seсtion 4. тhe quа|ity assurаnсе system meets the requirements ofthe direсtive. For

the p|aсing on the mаrket of с|аss III produсts аn Annex II seсtion 4 сertifiсаtе is required.

For аnd on behа|f of BsI' a Notifled Body for the above Direсtive (Notified Body Number 0086):

Stеwart Brain, Head of Complianсe & Risk .
Mеdiсal Dеviсеs

First Issued: 1998-05-11 Date: 2018-05-10 Ехpiry Date: 2023.05.10

...making еXсe|lenсe а habit..
Page 1 of 1

Vаtidity оf tJr]s ссr*.ifiсate is сonсlitionаl on the qualitу system bеing maintаjnеd to thе requiгеmеnts оf t}lе Direсt.ive аs dеmоnstrаted thrоugh the rcqriirеd
survеil|аnuе aсtivitiеs of thе Nоtif]еd Bоdу. This аpprоvа| exсlшdеs aIl рroduсts dеsignеd and/оr mаnuffiuгеd by а third-раrty оп bеhdf oFthe сomрany
паmеd оn this сettifiсаtе, unless sрeсifiсаi|y аgreed with BSI'

Eс Cеrtifiсate - Full Quality Assuranсе siёЁёffi.*
Dirесtive 9зl42lЕЕC on Mediсal Deviсes, Annеx II еxсluding Sесtion 4

сE 01906
Fiab SpA
Via P. Costoli, 4
Viссhio
Firenze
5ooз9
Italy

Тhis се*ifiвtr was issuеd e|eсtroпiсaily аnd is bound by the соndjtiоns of thе соntraсt. :

(
Infoгmаtiоп апd Соntaсt: BSI, Kitеmaгk Соuгt, Davy Avenuе, Kпolv|hil|, Мiiton Keynеs MK5 BPP. Тe|; + 44 345 080 9000
BSI Assuranсс UK Limitеd. rщistегеd in Епglaпd under numtrеr 7{305З21 аt ЗB9 Сhiswiсk High Rсlаd, Londоn W4 4AL, UK,
A mепbеr оf BSI Grouр оf Сompаnies'
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