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1. PRODUCT NAME TRANSLATION

Référence BG Cs DA DE EL EN ES FI FR 1T LT
JIbpxay 3a urau Drzak jehly rameno Kpomnmpag Berdvog Adatai laikiklis
B-1301C20N poka F F Nélholder arm F Nadelhalter Arm F Bpayiova F Arm needle holder F | Porta-agujas brazo F | Neulanpidin varsi F | Bras Porte-aiguille F | Porta-aghi braccio F ranka F
JIbprkad 3a Uriiu Kpomnmpag Bekdvog Adatai laikiklis
B-1301C40N pbKa Drzak jehly rameno Nalholder arm Nadelhalter Arm Bpayiova Arm needle holder Porta-agujas brazo Neulanpidin varsi Bras Porte-aiguille Porta-aghi braccio ranka
JIbprkad 3a UrIu Drzak jehly rameno Langer Nadelhalter MaoakpOg KpaTnTpog Arm needle holder | Porta-agujas brazo Pitkd neulanpidin Bras Porte-aiguille Porta-aghi braccio | Ilgas adatai laikiklis
B-1301C40L PBKa ABJIBI dlouhy Nélholder arm lang Arm Berovag Bpoyiova long largo varsi long lungo ranka
JIbprkad 3a Uriu Drzak jehly rameno Kurzer Nadelhalter Kovtog kpatnpog Arm needle holder | Porta-agujas brazo Lyhyt neulanpidin Bras Porte-aiguille Porta-aghi braccio Trumpas adatai
B-1301C40S PpbKa KbC kratky Nalholder arm kort Arm Berovag Bpoyiova short corto varsi court corto laikiklis ranka
JIbpxay 3a uramu Drzak jehly rameno Nadelhalter Arm Kpommpag Berdvog Arm needle holder Porta-agujas brazo Neulanpidin varsi Bras Porte-aiguille Porta-aghi braccio Adatai laikiklis
B-1301D20N pBKa JieMo demo Nalholder arm demo demo Bpayiova demo demo demo demo démo demo ranka demo
Rameno
Pbuna MmononossipHa | monopolarni ntizky | Monopoler saks arm | Monopolare Schere MovomoAkog yakidt Arm Monopolar Tijeras monopolares Monopolaariset Bras Ciseaux Forbici monopolari | Monopolinés Zirklés
B-1304C10N Hoxxuna F F Arm F Bpayiova F Scissors F brazo F sakset varsi F monopolaire F braccio F ranka F
PbuHa MOHOMOJISIPHA Rameno Monopolare Schere MovomoAkog yakidt Arm Monopolar Tijeras monopolares Monopolaariset Bras Ciseaux Forbici monopolari | Monopolinés Zirklés
B-1304C20N HOXKHLIA monopolarni niizky | Monopolar saks arm Arm Bpayiova Scissors brazo sakset varsi monopolaire braccio ranka
Rameno Pitkat
Pbuna MoHonosspHa | monopolarni niizky | Monopolar saks arm | Lange monopolare Mokpté povomoiikdg Arm Monopolar Tijeras monopolares monopolaariset Bras Ciseaux Forbici monopolari Ilgos monopolinés
B-1304C20L HOXKHIIA JBJIra dlouhé lang Schere Arm yolid Bpayiova Scissors long brazo largas sakset varsi monopolaire long braccio lunghe zirklés ranka
Rameno Lyhyet Trumpos
Pbuna MoHOMONIAIpHA | monopolarni ntizky | Monopolzr saks arm | Kurze monopolare Kovt6 povomoiikog Arm Monopolar Tijeras monopolares monopolaariset Bras Ciseaux Forbici monopolari | monopolinés zirklés
B-1304C20S HOXHLIA KbCa kratké kort Schere Arm yahid Bpayiova Scissors short brazo cortas sakset varsi monopolaire court braccio corte ranka
Rameno
Pbuna MoHOMOMIApHA | monopolarni ntizky | Monopolar saks arm | Monopolare Schere MovomoAkog yakid Arm Monopolar Tijeras monopolares Monopolaariset Bras Ciseaux Forbici monopolari | Monopolinés zirklés
B-1304D10N HOXHLA IEMO demo demo Arm demo Bpoyiova demo Scissors demo brazo demo sakset varsi demo monopolaire démo braccio demo ranka demo
Jucexrop Maryland disektor Awywprotig Maryland Disector Maryland | Maryland dissektori Bras Dissecteur Dissettore Maryland Maryland
B-1505C20N Mepunenn F rameno F Maryland arm F Maryland Arm F Bpoyiova F Arm Maryland F brazo F varsi F Maryland F braccio F disektorius ranka F
Jucekrop Maryland disektor Awywprotig Maryland Disector Maryland | Maryland dissektori Bras Dissecteur Dissettore Maryland Maryland
B-1505C40N Mepuienn rameno Maryland arm Maryland Arm Bpoyiova Arm Maryland brazo varsi Maryland braccio disektorius ranka
Jucekrop Maryland disektor Langer Maryland Makpog dtayopiotg Disector Maryland Pitkda Maryland Bras Dissecteur Dissettore Maryland Ilgas Maryland
B-1505C40L MepuieHa Ibrbr rameno dlouhy Maryland arm lang Arm Maryland Bpayiovo Arm Maryland long brazo largo dissektori varsi Maryland long braccio lungo disektorius ranka
Jucexrop Maryland disektor Kurzer Maryland Kovtdg dwaywpiotg Disector Maryland Lyhyt Maryland Bras Dissecteur Dissettore Maryland | Trumpas Maryland
B-1505C40S MepHieH1 Kbe rameno kratky Maryland arm kort Arm Maryland Bpayiova Arm Maryland short brazo corto dissektori varsi Maryland court braccio corto disektorius ranka
Maryland
Jucekrop Maryland disektor Awympiomg Maryland Disector Maryland | Maryland dissektori Bras Dissecteur Dissettore Maryland |  disektorius ranka
B-1505D20N MepuiieHa gemo rameno demo Maryland arm demo | Maryland Arm demo Bpoyiova demo Arm Maryland demo brazo demo varsi demo Maryland démo braccio demo demo
B-1506C40N Kyka ppka F Hacek rameno F Krog arm F Haken Arm F I"dvtlog Bpayiova F Arm Hook F Gancho brazo F Koukku varsi F Bras Crochet F Gancio braccio F Kablys ranka F
B-1506C60N Kyka pbka Hacek rameno Krog arm Haken Arm Tavtlog Bpoyiova Arm Hook Gancho brazo Koukku varsi Bras Crochet Gancio braccio Kablys ranka
Hacek rameno Moakpvg yavtog Gancio braccio
B-1506C60L Kyxka ppka Jipira dlouhy Krog arm lang Langer Haken Arm Bpayiova Arm Hook long Gancho brazo largo | Pitkd koukku varsi Bras Crochet long lungo Ilgas kablys ranka
Hacek rameno Trumpas kablys
B-1506C60S Kyka pbKa KbC kratky Krog arm kort Kurzer Haken Arm | Kovtég yavtlog Bpoyiova Arm Hook short Gancho brazo corto | Lyhyt koukku varsi | Bras Crochet court | Gancio braccio corto ranka
Gancio braccio
B-1506D20N Kyka ppka jemo Hacek rameno demo Krog arm demo Haken Arm demo T'dvtlog Bpayiove demo Arm Hook demo Gancho brazo demo | Koukku varsi demo | Bras Crochet démo demo Kablys ranka demo
Komnsona u npexka | Konzola a rukojet Konsol og hindtag Konsole und Griff Console and handle Consola y mango Konsoli ja kahva Console et poignée | Console e maniglia Konsolé¢ ir desiné
EP-1301 JIsICHA prava hejre rechts Kovaora kat Aafpn de&id right derecho oikea droite destra rankena
Konsona n apwxka | Konzola a rukojet’ Konsol og handtag Konsole und Griff Kovooha kot Aapn Console and handle Consola y mango Konsoli ja kahva Console et poignée | Console e maniglia Konsol¢ ir kairé
EP-1302 JsiBa leva venstre links aploTEPd left izquierdo vasen gauche sinistra rankena
MoHo nonspHbIit Manchon Monopolinis
M-1304 4exol Monopolarni navlek | Monopolar hylster | Monopolare Hiille MovonoAkh OMkn Monopolar sleeve Funda monopolar | Monopolaari holkki monopolaire Guaina monopolare apvalkalas
Manchon de Apsauginis
2090-MDS 3alMTHBIN 4exoll Ochranny navlek Beskyttelseshylster Schutzhiille Onkn mpocTasciog Protection sleeve Funda protectora Suoja holkki protection Guaina di protezione apvalkalas
E-1301 Konsomna Konzola Konsol Konsole Koveoha Console Consola Konsoli Console Console Konsole
Poignée de
P-1301 JIPBXKKa JICHA rukojet’ prava handtag hejre Griff rechts Aapn de&ua Control handle right mango derecho kahva oikea commande droite maniglia destra desiné rankena
Poignée de
P-1302 JIPBKKA JIBa rukojet’ leva handtag venstre Griff links Aofn aplotepd Control handle left mango izquierdo kahva vasen commande gauche maniglia sinistra kairé rankena
"Component Komponente fiir Componente para Composant pour Componente per Rankos
for arm" Komnonent 3a pamo | Komponenta ramene | Komponent til arm Arm E&aptnpoa Bpayiova Component for arm brazo Varren komponentti bras braccio komponentas




SK

Référence LV NL PL PT RO RU SL TR UK
B-1301C20N | Ad - . . ~ p Thlodrzi¢ ramena F o1 P
atu turétajs roka F | Naaldhouder arm F | Uchwyt igly rami¢ F | Porta-agulha brago F Portacui brat F HWrnonepxarens pyka F Drzalo igle roka F Igne tutucu kol F | Tpumay ronku pyka F
B-1301C40N | Adatu turétajs roka Naaldhouder arm Uchwyt igly rami¢ | Porta-agulha brago Portacui brat HWrnonepxareis pyka IhlodrZi¢ ramena Drzalo igle roka igne tutucu kol Tpumay roJiku pyka
Gar$ adatu turétajs Lange naaldhouder Dthugi uchwyt igty Porta-agulha brago JUTMHHBIN UrnoaepKaTenb Dihy ihlodrzié ramena Dolgo drzalo igle JloBruit Tpumay
B-1301C40L roka arm rami¢ longo Portacui brat lung pyka roka Uzun igne tutucu kol TOJIKU pyKa
- . Korte naaldhouder Krotki uchwt iglty | Porta-agulha brago ) Kopotkuii urnozep:xarens Krétky ihlodr#é ramena Kratko drzalo igle N Kopotkuii Tpumau
B-1301C40S | Iss adatu turétajs roka arm ramie curto Portacui brat scurt pyka roka Kisa igne tutucu kol TOJIKH pyKa
Adatu turétajs roka Naaldhouder arm Uchwyt igly rami¢ | Porta-agulha brago Demo ihlodr#i& ramena Drzalo igle roka ) Tpumay roJiku pyka
B-1301D20N demo demo demo demo Portacui brat demo | Urnozpepskarens pyka 1eMo demo Igne tutucu kol demo JIEMO
Monopolaras §kéres | Monopolaire schaar Nozyczki Tesoura monopolar | Foarfeca monopolard | MoHOIOJIsIPHbIC HOKHHIIBI Monopolarne noznice Monopolne $karje | Monopolar makas kol MoHuomnonsipHi
B-1304C10N roka F arm F monopolowe rami¢ F brago F brat F pyka F ramena F roka F F HoXuLi pyka F
Monopolaras §kéres | Monopolaire schaar Nozyczki Tesoura monopolar | Foarfeca monopolard | MoHOIOJISPHbIC HOKHHIIBI Monopolarne noznice Monopolne $karje MouomnonsipHi
B-1304C20N roka arm monopolowe rami¢ brago brat pyka ramena roka Monopolar makas kol HOXHIII pyKa
Garu monopolaras Lange monopolaire Dtugie nozyczki Tesoura monopolar | Foarfeca monopolara | J{nMHHBIE MOHOTOJISIPHBIE DIhé monopolarne Dolge monopolne Uzun monopolar JIoBri MOHONIOJISIPHI
B-1304C20L §keres roka schaar arm monopolowe rami¢ brago longa brat lunga HOXKHHIIBL pyKa noznice ramena Skarje roka makas kol HOXKHIL pyKa
- . . . Kratke monopolarne KOpOT.K ! .
Isas monopolaras Korte monopolaire Krotkie nozyczki Tesoura monopolar | Foarfeca monopolara | KopoTkue MoHonossipabie .. Kratke monopolne Kisa monopolar | MOHOMOJISIPHI HOMKHULI
L . < noznice ramena [
B-1304C20S Skéres roka schaar arm monopolowe rami¢ brago curta brat scurtd HOXKHHIIBI pyKa Skarje roka makas kol pyka
Nozyczki .
[ . . . Demo monopoladrne I .
Monopolaras $kéres | Monopolaire schaar | monopolowe rami¢ | Tesoura monopolar | Foarfeca monopolard | MoHOIOISpHbIE HOKHHIIBI . Monopolne $katje | Monopolar makas kol MounononspHi
noznice ramena :
B-1304D10N roka demo arm demo demo brago demo brat demo pykKa gemo roka demo demo HOXKHII pyKa IeMO
Maryland dissektors | Maryland dissector | Dyssektor Maryland | Dissector Maryland | Dissector Maryland | Mapunenn guccekrop pyka Disektor Maryland Maryland disektor
B-1505C20N roka F arm F rami¢ F brago F brat F F ramena F roka F Maryland kol F Mepinenn pyka F
Maryland dissektors | Maryland dissector | Dyssektor Maryland | Dissector Maryland | Dissector Maryland Disektor Maryland Maryland disektor
B-1505C40N roka arm rami¢ brago brat MbpuieH JUCCEKTOp pyKa ramena roka Maryland kol Mepisnena pyka
Gar§ Maryland Maryland dissector Dtugi dyssektor Dissector Maryland | Dissecteur Maryland Dlhy disektor Maryland Jlosruii Mepinesg
B-1505C40L dissektors roka arm lang Maryland ramig brago longo brat lung JUmuHHBII Mapuien pyka ramena Dolg Maryland roka | Uzun Maryland kol pyka
Tss Maryland Maryland dissector Krotki dyssektor Dissector Maryland | Dissecteur Maryland Kratky disektor Maryland Kopotkuii Mepinenn
B-1505C40S dissektors roka arm short Maryland ramig brago curto brat scurt Kopotkuit Mapunen pyka ramena Kratek Maryland roka| Kisa Maryland kol pyka
Maryland dissektors | Maryland dissector | Dyssektor Maryland | Dissector Maryland | Dissector Maryland | Mapunena auccekrop pyka | Demo disektor Maryland | Maryland disektor
B-1505D20N roka demo arm demo rami¢ demo brago demo brat demo JIeMO ramena roka demo Maryland kol demo | Mepinenn pyka aemo
Monopolarny hak ramena
B-1506C40N Akis roka F Haak arm F Hak rami¢ F Gancho brago F Carlig brat F Kprouok pyka F F Kavelj roka F Kanca kol F T'agok pyka F
B-1506C60N Akis roka Haak arm Hak ramig Gancho brago Carlig brat Kprodok pyka Monopolérny hak ramena Kavelj roka Kanca kol Tauok pyka
Dlhy monopolarny hak
B-1506C60L Gars akis roka Lange haak arm Dtugi hak ramig Gancho brago longo Carlig brat lung JUIMHHBII KPIOYOK pyKa ramena Dolg kavelj roka Uzun kanca kol JloBruii rauok pyka
Kratky monopolarny hak Koporknii rauok
B-1506C60S Tss akis roka Korte haak arm Krotki hak ramig Gancho brago curto Carlig brat scurt KopoTkHii KpIouoK pyka ramena Kratek kavelj roka Kisa kanca kol pyka
Demo monopolarny hak
B-1506D20N Akis roka demo Haak arm demo Hak rami¢ demo Gancho brago demo Carlig brat demo Kprouok pyka nemo ramena Kavelj roka demo Kanca kol demo T"a4ok pyka nemo
Konsoles un laba |Console en handgreep| Konsola i uchwyt Console e punho Consola si maner . s Konzola in rocaj Konsol ve sag Koncoub i pyuka
o Konzola a prava rukovat
EP-1301 roka rechts prawy direito drept KoHcoib 1 pyKOsITKA MpaBast desno tutamak npasa
Konsoles un kreisa |Console en handgreep| Konsola i uchwyt Console e punho Consola si maner Konzola a Favé rukovét Konsol ve sol
EP-1302 roka links lewy esquerdo stang KoHcoib 1 pyKOsITKa JieBast Konzola in ro¢aj levo tutamak Konconb i pyuka siBa
. . Monopolarny navlek . Monononaprnii
M-1304 Monopola vaks Monopolaire hoes Rekaw monopolar Bainha monopolar | Manson monopolara MOoHONOJISAPHBIH Yexoi Monopolarna tulejka Monopolar kilif 4OXOJT
2090-MDS Aizsargvak Beschermh Oslona och Bainha d 3 i i Ochranny nviek i ‘ i
gvaks eschermhoes stona ochronna ainha de prote¢do | Mangon de protectie 3amuTHBIA yexou Zaigitna tulejka Koruyucu kilif 3axUCHUI YOXO0uI
E-1301 Konsoles Console Konsola Console Consold Koncoub Konzola Konzola Konsol Koncoub
P-1301 laba roka handgreep rechts uchwyt prawy punho direito maner drept PYKOSITKa IpaBast Prava ovlddacia rukovat ro¢aj desno sag tutamak pyuKa npasa
P-1302 kreisa roka handgreep links uchwyt lewy punho esquerdo maner stang PYKOSITKa JieBas Lava ovlddacia rukovit ro¢aj levo sol tutamak pyuKa JiBa
"Component Componente para Componenta pentru
" Lo Komponent ramena . .
for arm Rokas komponente | Component voor arm | Komponent ramienia brago brat KoMnoHeHT pyku Komponenta roke Kol bileseni KoMnoHeHT pyku




2. PRESENTATION OF THE DEVICE

The DEX device laparoscopic instruments have application in a variety of minimally invasive procedures
to facilitate grasping, mobilization, dissection, suturing, transection, and electro-cauterization of tissues.

The DEX Device is an electro-mechanical system designed for surgeon to perform minimal invasive
surgeries: laparoscopic surgery. The surgeon will use the system in a similar way than any laparoscopic
instruments and remains in contact with the patient.

The specificity the DEX device, like the predicate device, is in its distal articulation that allows the tip
(scissors, needle holder, forceps, or Hook) to tilt, rotate and open-close. The surgeon commands these
actions by pressing the actuators on the Control handle.

The DEX arms are also compatible with monopolar energy: these are just actives electrodes to be used with
an HF generator compliant with [EC 60601-2-2.

Fig. DEX Device

i 2 ¥ o
The device consists of a Console, a control handle and four Arms instruments; and accessories

Console and Control handle

Fig. Console and control handle

The control unit host the software, designed for product safety and functionally.



Arms instruments

There are four arms available, all articulated:

Fig. Arms
Needle holder Monopolar scissors Monopolar Maryland Monopolar Hook

The Arms can be exchanged manually during the surgery to perform different surgical acts. The scissors,
the Maryland, and the hook support electrocautery monopolar energy.

The arms can only be used for a pre-set maximum number of surgical procedures.The arms and the control
handle are reusable and autoclavable.



3. INTENDED PURPOSE OF THE DEVICE
3.1. INTENDED USE

The DEX device laparoscopic instruments have application in a variety of minimally invasive procedures
to facilitate grasping, mobilization, dissection, suturing, transection, and electro-cauterization of tissues.

3.2. TARGET POPULATION

All patients: Men, women and children that need to have a surgery of the soft tissue with the use of
minimally invasive/ laparoscopic technique.

3.3. INTENDED USER
DEX device is reserved to be use in hospitals by minimal invasive/ laparoscopic surgeons.
3.4. INDICATIONS

For surgery of the soft tissue with the use of minimally invasive/laparoscopic technique in the indications
of ambulatory surgery, gynecology surgery, cardiac, thoracic surgery, pediatric surgery, vascular surgery,
visceraland digestive surgery; urology, ENT.

3.5. CONTRAINDICATIONS

The contraindications related to the use of DEX device are the contraindications of the minimally
invasive/laparoscopic surgery technique.

In case of use is use in conjunction with ESU for monopolar energy, please refer to the ESU IFU for
contraindications.

3.6. POTENTIAL COMPLICATIONS

No potential complications are identified.

3.7. CLINICAL CLAIMS

The purpose of the DEX Device manufactured by DEX Surgical is to be used in addition with regular
instrumentduring laparoscopic surgery. The DEX Device will be used when movements with straight
instruments (regular) become too complicated or to overcome an anatomical complex situation: narrow
spaces, posterior access.

The clinical performances of those DEX Device result strictly from its technical characteristics to correctly
act to reach the claimed clinical benefit.

The technical parameters of the performances of the device that will be used to assess the clinical benefit
are as following:

For the Console/handle set for minimally invasive surgery

Control of the distal mobility:
e Rotation of the motors responding to a command of the Handle to rotate the tip of an arm.
e Rotation of the motors responding to a command of the Handle to open/close the tip of an arm.
e Rotation of the motors responding to a command of the Handle to tilt the tip of an arm.



Ergonomic prehension: Improved postural comfort of the surgeon during laparoscopic surgery with the
help of the articulation of the control handle and the actuation of the tip by motors: rotation of the Handle
to improve thepostural comfort.

For the Articulated arm for minimally invasive surgery
Distal mobility (will also improve postural comfort)

Rotation of the tip responding to a command of the Handle.
Open/close of the tip responding to a command of the Handle.
Tilt of the tip responding to a command of the Handle.

3.8. CLINICAL BENEFIT

The use of this DEX Device manufactured by DEX SURGICAL allows the surgeon to Ease the way to
performsuturing, dissection, tissue manipulation during minimally invasive/laparoscopic surgery.
Especially when the surgeon must perform suturing, dissection, tissue manipulation, tissue coagulation
when usein conjunction with standard ESU.

Therefore, the clinical benefit brought by the DEX Device results of an indirect clinical effect. This indirect
clinicaleffect is based on clinical performances relaying essentially to technical characteristic of the device.



