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DIREZIONTE GENEFRALE DEIDISPOSITIVIMEDICHE DEL SERVIZIO FARMACEU TICO
UFFICIO 3

DGDME/ATVP/LA Le.1/2017/837

VISTA la direttiva 93/42/CEE concernente i dispositivi medici:
HAVING REGARD 1o Directive Y3 42 E1C concerning medical devices;
VISTO il Decreto Legislativo n, 4697 ¢ successive modifiche recante il recepimento della dircttiva
93/42/CLEE:
HAVING REGARD 10 the Legiskative Decree n 4697 and its following amendments implementing Directive
YIH2ZEEC,
VISTA la richiesta con numero di prot. 32680-A-31/05/2017. presentata dalla ditta SPES MEDICA S.r.l.,
con sede in Via Bueeari 21, 16153 Genova (GE). P.1 03813040106:
HAVING REGARD 1o the request with reference n. 32680 -A4-31°05 2017, submitted by the Company SPES
MEDICA S.r.l, located in Via Buceari 21, 16133 Genova (GE) Traly, Var n 03813040 106,
CONSIDERATO che la ditta richiedente ha effenuato | versamenti richiesti dal DM, 07 Agosto 2012:
WHEREAS this Company paid the fees required by Ministerial Decree (DM ) Angust 07, 2012
VISTI gli atti d"ulficio:
HAVING REGARD 10 the official deeds;
SEATTESTA

1T IS ATTESTED
Che la ditta SPES MEDICA S.r.l., con sede operativa in Via Luropa ~ Zona Industriale. 84091 Battipaglia
(SA). ¢ il fabbricante ¢ ha marcato CE come dispositivi medici. secondo le procedure previste dalla direttiva
O3/42/CEE i prodotti:
That. according to Directive Y342EEC, the Company SPES MEDICA S.r.l., with manufacturing plant in
Via Evropa  Zona Industricle, S4091 Battipaglia (S4) Laly, is the manutacturer aird has marked CE as
medical deviees the following products.

Dispositivo | — _ Codici

EMELXXXXXX; FARXXXXXX: RECEXXXXXX; CAPNETXXXX; CLXKXXXX:
_ BELTOOOXXX;CAPCABXXXXXX;SKXXXXXXX, CASNETXXXX.

Headcap Accessaries for EEG

_ Support headcap for EEG i B  HEADXXXX, DXXXXXXXKX
EEG Prewired Headcap

DCAPXXOCXX; CAMXXXXXXX, CAPXXXXXXK; CASXXNXXXAX; COSXNXXXKXXX

DISPOSABLE surface electrodes

TABSMXXXXX; DAGDCOO; TCKXXX)(KXXXX DE'\iIX.‘(X‘(K}( DENISXXX‘( DECSAXXXXX;
DAGDXXXXXX; CFMXXXXXXXX; DAEDXXXXXX, CODEXXXXXX; CDXXXXXXX,
J BEXXXXXX; BUPART; DXXXAXXKK)’,,MNCXXXXJ(XK JLFMPZEQEX,,HFCXXXXXXKX [

Reusable Electrode, Cables and

accessorjes for EEG | RESESIASES
" Reusable Surface Electrodas for | | PKEXXXXXXXX. 10XXXXXXX, TXKKXXXX, 2XXXXOXXKX, GORXXXXXXX, LEXXXXXXXX,
EMG and Accessories | BALLXXXXXXX, JUMP2626X, MNCXXXXXXX ; PLGDXXXXXX |
Reusable electrostimulation and 2AEXXXXXX; AXXNNKXK, SXXXXXXYXX; IONOOXXXXX; ELCABANDXXX; LEADPXXXXX;, |
electrotherapy Electrodes their BANDKXXX; RUBXXXXX: BOTTO000, STILXXXX, STISXXXX, SFERSTIX, FELTXXXX,
Accessories FELTHXXX, SKXXKXXXX, STIMXXXX;; SXXXXXXXXX; SFERXXXX; BAXXXXXX; LEXXXXXXXX

=2 =

{_ | | lat
Eiectrodes for electrostimulation l TEONISXXXX: TEONIFXXXX, TEON2SXXXX): TEONZFXXXXX,

andelectrotherapy | | —— —

Reusable Cardiology Electrodes | CLXXXXKX, SUXXXXXX, 218xBSAU aALLxxxxxxx
__their accessories _ADPXXXXX, CROCKXXXX |




Gels ad Creams for EEG - EP- EMG - |
__ [CG recordings

Polysomnography Sensors and their |
_ Accessories |

recordings

Halter for biclogical signal |

NEURGEL250F; NEURGZL250V. EVERISPEL 0: ACCREAM250V; FCGGELSOSPE,
. _ NPREPXXXT

RESPXXXXXXX; BMDSXXX 4XX, AIRFXOOX00; TFEMXXXXX: SNORXXXXX. LIMBXXXXX-

EYEXX000X
BRUXOFFXXXX ; FOREMGXXXX

stimulation and Recording
Electrodes for Pelvic Floor

-

Blunted Needle
__ Surgical nerve locator
Neural stimulation probes

Electromyography Needle
electrodes

Electroencefalography need'le [
electrodes

La ryng_eal_surface_E_Ie_c_tro_de 5 B

PUDXXXX

DISPXXHXX XX

NVXXX

5D X000, SIXXXKXXXXXR )

LSEXXXXXXXXX

DO IDXHXXAXX, DO3IXXXXKXBX, ROIGAXXXXXX, ROIIXXXXXX,
DZIGXXXXRXK DIFIAXXXXXX, DCIIXNXNAXX, TFDMNXXANXX,

MNXXXXPXXK, MNXXXMINXXX, MNXXXXDXKX, MNXXXXDXXXM, MNXXXXDXXS,
PANXODXXMS, MIXXXXHDXXXX, MNXXXXHDXXS, MNXXXXHDXXXXM,
TANXXXXHDXXMS, M NXXXXHPXXX, MNXXOHDINXX, MNXXXXPXXXOOX,

MNZXXXHDINXXXX, MNXAXXPXXS, MNXOXOCD NXXS, MNXXXXHXXX, MNXXXXEXXX,
FTXXMNXXXXD, TTXXMNXXXXD, MNXXXXDXXX/X, MNXXXXDXXX/XM,

| MNXXXXEOX/X, MADXXXOXXDXXX/MS, MlXXXXDXXX/S, MNXXXXDXXX/SS,

MINXXXXDXXXXR, MNXXXXPXXXXR, MNXXXXDXXRS, MNXXXXPXXXXRS,
_ MPIXXXXHDXXXR, MNXXXXHDXXSR.

Needle electrodes for
electroencelography and 1.0.M.
Electroencefalography need'e
electrodes

MNCSXXXXDXX, MNCSXXXXDS, MNCSXXXXDXXR, MNCSXXXXDSR

Hypodermic needles electrode for
injection control
Needle electrodes for
| electroencelography and 1.0.M:
Electroencefalography needle
electrodes MRI compatible
Electruomyography Needle
_electrodes MRI compatible

MIOBOTXXXX, ANEXXXX

MNCSOXDXXMRI, MNCSXXXXDSMRI, MNCSXXXXDXXRMRI, MNCSXXXXDSRMR|

TEDMNooocx MBI TEDRxseonod MR, RO39xxxxxxx MBI

Electroencefalography needle
slectrodes MRI compatible

MMxxxxPxxxMRI, MNxxxDINxxxMRI, MNxxxxDxxxMR1, MNxxxxDxxx MMRI,
MNxxexDxxSMRI, MNxxexDxxMSMRI, MNxxxxH DxxxxMRI, MN<soxcHDxxSMRI,
NxxxxHDxxxxMMRI, MDNxxxxHDAxMSMRI, MNxexxH PooVRL MNxaoadH DINXxMR],
MNxooooonMETL MNxaoaHDINK MR, MNxoooePxxSMRI, MNgoxDINgxSMRI,
MNxxcoH VIR MNsoooFx, FTMNxood, TTxxMNxoxooD, MNoaaD g xMRI,
MNxex Dxxoe/xMMRIL MNxGaoDxex/x/XMRI, Moo Doo/MSMRI, MNxxxxDxxsx/SMRI,
N D/ SSMRIL, MINsGxxDxxxxRMRIE, MNxooPxaoocRMRE MR ooxxDxxRSMR|
MNxx xPxxooxRSMRL, MNxxxxHDxxxRMRI,

MNxxxxHDxxSAMRI

Defibrillation PAD Electrodes

. t_l_ejtr@ pre-timpanico
Elettrodo DTL Sterile

DPXXXX

TEDXXX

DTXXXX

Tali prodotti. in base all*art. 4 della Direttiva 93/42/ECC. sono di libera circolazione ¢ possono essere messi
in commercio in ltalia ¢ in tutto il territorio dell”Unione Europea.
Questo documento ¢ rilasciato in unico originale a richiesta del fabbricante  ai fini di esportazione di
dispositivi medici al di fuori dell’Unione Furopea.
the above mentioned products, according o the art. 4 of Directive 9342 1EC. can freely cirenlate and can
he placed on the market in laly and all over the  Ewropean Union.
This document has been issued in a unigue original version upon request of the mamufacturer in order to
export medical devices o Countries outside European Union.

Non ¢ coiisentita la sua riproduzione o pubblicazione su carta. stampa. supporti elettronici o siti internet.
Ne ¢ consentita la sola esibizione o consegna alle Autorita Doganali o Sanitarie del paese di importazione,
It is not allowed any reproduction or publication of this document by paper. press, electronic bhase or
websies. It is onlv allowed to show or 1o delivery it. upon request of the Customs or Health competent
Authoriries of the importing country.
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