
m Endomed S"r"X"

Dichiarazione di conformi td n. 0g / ZO
DE CI^A RA TI ON O F C ONFO RMI TY

La societi ENDoMED s R L S, con sede legale in via ugo La Mal fa snc,04020Spigno Saturnia (,T), dichiara, sotto lapropria rotale responsabiliti, che i dispositivi riedici

a tr ir apt rryoutihih0, tlt,tt t/,r nt,liat/ l, u.,r
t:::.,::::11,:,:r:*chirugia, ctasse di rischio rrb, in accordo alla regola e
1::trneflto 

per Arttoscopra, classc di riscirio IIa. in accordo ata regolal
y::^r"|o pr, 

?:touretroscopia, classe di rischio Ila. in accordo alJa regola 7

"::-:.,:::.:l* *fr"scopra, ctasse di rischio Ita, in accordo alla regota 7t:,r:.,.,:r:::1l*::"euoscopia,-ct^sse..di rischio IIa, in accordo alla r.egola 7t:::.,:-::11* yr:trotomia, ctassc di rischio Ila. in accordo ala regita 7

Y:::.:r: l": or:*"copia, , ctasse dt rischio IIa. in accordo alh rlgo)a 5
, tr s t,r u trr c it t lo.r c lec ft o 6 u t[!e li t i k,.la.r ] t /", &i n ih,.: h ) ry h . t
Attluoscrtpy iusrrunrcar, i.tk tltL I l.r, a:nr.littq t,, uti 7hrlnulett for Cystourctfu,oscopl-. r;.,1 r/a.,., lld, motliu la rrrh INcf hroscop!- instuncnt, ,i .i,7 Itu..^,o,,.t,, y,)r,t.,; 

"
Rescctoscopy ilstturrrett, riik tLNr ll./, ocantilg n ,ota I
U<:throtottty .insttunre nt, i_rk c/a1. lltt, uur,r/i,n'n ,r,k' .z
Ht,stctos<:opy instuumcnt, itk c/at.r llr, 

",rr,.rti)q 
n ,;,k ;

dell'allegato IX della Direttiva 93l42/cEE e ss.rnm.ii, (recepita in Itaria cottD.rgs.24/02/97, n. 46, e ss.mm.ii.), cosi comemorliftcata dal]a Di rcruva 2007 /47 /CF (recepira in r,rul.ri J.*.- Legisrativo 25 gennaio 2010, n.37),

i"r.,..rr r..rii1lff1fi?^fr r'equisiti essenziali ed alle disposizioni della Direttiva 93/42/cEEe ,s.mm.ii. .om. da

t sono fabbricati in accordo-al-sistema Qualiti che soddisfa i requisiu di cui all,Allegato II del sopra citato
3:;Xirlm::,T::#;:il;r",f,9:fif ::;7j**n3'6n;'il:;;t'#lT+"r,.i*s rraira sp a

:(tittLt Kt)ttt 
i{''tc'to' it/ot/:-urtt iv ijt:tu qt; itixt:r t":'i tii i.p., t)ady.Notifdt u, t }:i. |.t.t/t,\[aa1a, rt. tt:. 2t)t:,,

Formia (LT),'lO/01/23

Il Iegale Rappresentante
1.,.'qn/ n1fc.t,)// ld / it,t

(Michele Lionetti)
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ENDOMED SRLS
Via Appia Laio Napoli, 220 - 04023 Formia (LT) - ITALY

Certified site:

Via Ugo la Malfa snc - 04020 Spigno Saturnia (LT) - ITALY

Bureau Veritas ltalia S.p.A. certifies that the Full Quality Assurance Syslern
of the above organization has been audited and found to be in accordance

with the requirements of

DIRECTIVE 93/42IEEC
(in atto anr with ,,tnrex II - excluding paragraph 4)

ln relation to the following products

Subcategory: Active surgical dcvices

Generic group: Electrosurgery, hysteroscopy. ncpluoscopy,
a lnoscopy, cystoscopy, rescctoscopy and
urethrotomy inslrumonls

Model; Sce Annex

C'lass: See Anncx

(nay refer to the Annex o! the ce ilcale lho! lisls oll lhe prcdtcls / nrodek oflevices subjeLt to certilicdion)
Refelencc BV practicc: ZI(;. N.60526016

Original cycle start date:

Expiry date of previous cycle:

Certification / Recertification Audit date:

Certification / Recertification cycle start date:

Subject to the continued satisfactory operation of the organization's
Management System, this certificate expires on: '18 March 2023

Certificate No. . Version: 1T2800'19.3

19 March 2018

na

04 January 2018

19 March 2018

Revision dale: 20 July 2020

/

fhls celllFicalo k /ssued by Bueau Veilas ltalia S.p.A. Viale Monza, 347-
2012-6 Milan, os a nolilied body for the Ditoclive 93/42/EEC, wilh
identification numbet 1 370

Further clariJicalions regarding lhe scope of lhis cerlilicate and the applicabrily ol the
managementsyslem requirements may be obtalned by consul(lng tho organisation
To cheok this cerlilicale validity please .eIer lo the webslte ww11,.bureauve tas.it
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Sertiilicstion



Allegato al Certlficato di Confarmita
n' tT280019-3

Original cycle start date:

Expiry date of previous cycle:

Certification / Recertification Audit date:

Certification / Recertification cycle start date:

Subject to the continued satisfactory operation of the organization's
Management System, this certificate expires on: 18 March 2023

Certificate No. - Versioni 1T2800'19.3

e:

19 March 2018

na

04 January 2018

19 March 2018

Revision dater 20 July 2020

fhis cottilicate is issued by Bureau Verilas llalia S.p.A. Viale Monza, 347
2O126 Milan, as a nolified body for lhe Direclivo 93/42/EEC, wilh
idenlificalion numbet 1 370

Further cariflcalons regarding lhe scope of lhis cerl flcaie and lhe appllcablllty of the
rnanagem6nt systern .equiremenls may be obtained by consulting the or0anisation.
To check thls cerlltcate validity please refer lo lh6 webslle www.bureauveritas.il

Subcategory Act ve s urqlcal devices
Generic qroup lVIod e I Class

Electrosurgery,
hysteroscopy,
nephroscopy, arthroscopy,
cystoscopy, resectoscopy
and urethrotomy
instruments

Arthroscopy instrument,
Cystourethroscopy instru meni,
Hysteroscopy instrument,
Nephroscopy instrument,
Resectoscopy instrumenl, Urethrotomy
instrument (ref. FT 008 ElVl Rev. 0 date
05/01/2018)

la

E ectrosurgery nstrument (ref. FT 008
EIV Rev, 0 date 05/01/2018)

Ib

llcfereucc B\r practice: ZIC. \.60526016

ffi

BUBEAU UEBITAS
rGsfiificailion
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