tradint Kk

Atviro konkurso salygy
1 priedas

UAB ,, Tradintek*

JJasinskio g. 9, LT-01111 Vilnius, tel. nr. (8 5) 2685427, fakso nr. (8 5) 2496084, registro tvarkytojas V]
Registry Centras, jmonés kodas 124942182, PVM mokétojo kodas 1.T249421811

Lietuvos sveikatos moksly universiteto ligoninei Kauno klinikoms,

PASIULYMAS

DEL UROLOGINES ENDOSKOPINES JRANGOS PIRKIMO

2025.01.08 Nr. 250108/kk
Vilnius

1 lentelé

TIEKEJO REKVIZITAI

Tiekéjo pavadinimas /Jeigu dalyvauja iikio subjekty
grupé, surasomi visi dalyviy pavadinimai/

UAB ,,Tradintek*

Tiekéjo adresas /Jeigu dalyvauja itkio subjekty grupé,
surasomi visi dalyviy adresai/

JJasinskio g. 9, Vilnius

Imoneés kodas, PVM mokétojo kodas

Im.k. 124942182

Atsiskaitomosios sgskaitos numeris, bankas, banko
kodas

PVM mokétojo kodas .T249421 il |

Imonés vadovo pareigos, vardas, pavarde

Direktorius Tomas Mickiinaitis

Uz pasitlyma atsakingo asmens vardas, pavarde

Uz sutarties vykdyma atsakingo asmens pareigos,
vardas, pavardé, el. pasto adresas, telefono numeris

Telefono numeris

+37052685427

Fakso numeris

+37052496084

el. paSto adresas

info(@tradintek.com

Siuo pasiiilymu pazymime, kad sutinkame su visomis pirkimo salygomis, nustatytomis:

1) atviro konkurso skelbime, paskelbtame VieSyjy pirkimy jstatymo nustatyta tvarka;

2) kituose pirkimo dokumentuose (jy paaiskinimuose, papildymuose).

PasiraS8ydamas CVP IS priemonémis pateikta pasitilymg saugiu elektroniniu parasu, patvirtinu, kad
dokumenty skaitmeninés kopijos ir elektroninémis priemonémis pateikti duomenys yra tikri.

. 2 lentelé
SUBTIEKEJO REKVIZITAI
Eil c . . . .
Nr-. Subtiekéjo (-y) pavadinimas (-ai), adresas (-ai)
*Pastaba: pildoma, jei tiekéjas ketina pasitelkti subtiekéjq (-us)
3 lentelé

PASIULYMO KAINA

Kainu pasiiilyma uZpildvti pirkimo dokumentu 6 priede ,,Kainu pasiiilymo lentelé*

(dokumentas turi buti pateikiamas redaguojamu formatu)




PATEIKIAMU DOKUMENTU SARASAS

4 lentelé

Failo, kuriame yra

Eil. Pateikty dokumenty pavadinimas Dokumenf?.puslaplq dokumentas,
Nr. skaicius ..
pavadinimas

1. | EBVPD 14 psl. EBVPD

2. | CE sertifikatas Karl Storz 69 psl. CE
sertifikatas KS

3. | CE sertifikatas LG 2 psl. CE
sertifikatas LG

4. | 8 priedas Tiekéjo deklaracija 1 psl. 8 priedas Tiekéjo
deklaracija

5. 7 priedas Deklaracija dél tiekéjo atsakingy asmeny 1 psl. 7 priedas
Deklaracija dél
tiekéjo atsakingy
asmeny

6. Jealiojimas 1 psl. DK 2024

7. | KAINU PASIULYMO LENTELE 6 priedas KAINU
PASIULYMO
LENTELE

8. 4 priedas Techniné specifikacija 5 psl. 4 priedas
TECHNINE
SPECIFIKACIJA

9. Techniniai aprasai 38 psl. Techniniai aprasai

Pastaba. Perkancioji organizacija atmes tiekéjo pasiilyma, kaip neatitinkantj pirkimo dokumentuose

nustatyty reikalavimy, jeigu kartu su pasiiilymu nebus pateikti pirkimo salygu 5.11.2, 5.11.9, 5.11.10
punktuose nurodyti dokumentai.

Pasitilymas galioja iki termino, nustatyto pirkimo dokumentuose.

Primintina, kad pasitilyme nurodytos kainos bei jkainiai, taip pat nuolaidos dvdis ar jkainio bazé, tiekéjo

siillomuy prekiu gamintojai, pavadinimai, modeliai, tieckéjo_siiilomuy prekiu techninés specifikacijos,
nurodomos uzpildant perkancéiosios organizacijos pateiktas lenteles, gaminio naudotojo instrukceija, tiekéjo
siilomu prekiy atitiktj techninés specifikacijos reikalavimams jrodantys dokumentai - broSiuros,
apraSymai, instrukeijos - néra konfidenciali informacija (placiau skaityti').

Pasiiilymo konfidencialia informacija sudaro: (tiekéjai turi nurodyti, kokia pasiiilyme pateikta

informacija yra konfidenciali. Jei pasitilyme néra konfidencialios informacijos, tiekéjas turi nurodyti, kad
konfidencialios informacijos pasitilyme néra.): konfidencialios informacijos pasitilyme néra.

(Tiekejo arba jo jgalioto asmens (Parasas)

pareigy pavadinimas)

Vardas, pavarde

! https://vpt.Irv.It/uploads/vpt/documents/files/mp/konfidenciali_informacija.pdf




Tiekéjo pavadinimas (nurodyti): UAB Tradintek

Eil.N Modelis/katalogo numeris, Mato C . Vl_eneto Kainaviso | Kaina viso
r. gamintojo pavadinimas vnt. Kiekis kaina Eur Eur Eur
(be PVM) | (be PVM) (su PVM)
1 [Urologiné endoskopiné jranga (1 komplektas):
1.1 |Vaizdo monitorius LG 27HK510S, Karl Storz UG520 vnt. 1 4116 4116 4980,36
1.2 |Vaizdo procesorius Karl Storz TC100, 20161201 vnt. 1 10213 10213 12357,73
1.3 |Kameros galva Karl Storz TH110 vnt. 1 6421 6421 7769,41
1.4 |Kameros galvos laikiklis Karl Storz UG612 vnt. 1 273 273 330,33
1.5 |Elektrochirurginis generatorius Karl Storz UH400, UF902, 27806US vnt. 1 15760 15760 19069,6
1.6 |Mobilus vezimélis Karl Storz UG110 vnt. 1 2562 2562 3100,02
Bendra pasiulymo kaina EUR (be PVM): 39345
PVM suma: 8262,45
Bendra pasiulymo kaina EUR (su PVYM):| 47607,45




TSD-1148, VPP-3503

Urologinés endoskopinés jrangos techniné specifikacija (1 kompl.)

Siiilomi parametrai ir

Eil. Parametrai Reikalaujami parametrai ir reikalaujamos oo
Nr. (specifikacija) parametry reikSmés sialomos
parametry reikSmés
1. | Vaizdo monitorius (kiekis 1 vnt.) LG 27HKS510S, Karl Storz
UG520
1.1. | Reikalavimai 1. Skystyjy kristaly (LCD tipo arba lygiavertis) 1. Skystyjy kristaly (IPS
monitoriui monitorius; tipo) monitorius;
2. Istrizainé > 27 coliy; 2. Istrizainé 27 coliy;
3. Skiriamoji geba > 19201080 tasky; 3. Skiriamoji geba
4, Vaizdo formatas 16:9; 1920x1080 taskuy;
5. Sviesumas > 450 cd/m 4. Vaizdo formatas 16:9;
6. Skirtas naudoti medicinoje; 5. Sviesumas 1000 cd/m?;
7. LED tipo arba lygiavertis; 6. Skirtas naudoti
8. Vaizdo perteikimas dviem kanalais: medicinoje;
8.1. Vaizdas vaizde (PIP); 7. LED tipo;
8.2. Vaizdas ne vaizde (POP arba PBP); 8. Vaizdo perteikimas
9. Svoris < 14 kg. dviem kanalais:
8.1. Vaizdas vaizde
(PIP);
8.2. Vaizdas ne vaizde
(PBP);
9. Svoris 7,7 kg.
Techniniai aprasai psl. 1-4
1.2. | Signaly jvestys 1. 3G-SDlI arba 12G-SDI; 1. 3G-SDI;
2. DVI-D. 2. DVI-D.
Techniniai aprasai psl. 2
1.3. | Signaly iSvestys Galimybé i§ monitoriaus vaizdo signalg perduoti Galimybé i§ monitoriaus
papildoma monitoriy vaizdo signalg perduoti i
papildoma monitoriy
Techniniai aprasai psl. 2
1.4. | Komplektacija I komplektacijg jeina reguliuojamo aukscio, I komplektacijg jeina
pasukamas ir palenkiamas/paver¢iamas vaizdo reguliuojamo aukscio,
monitoriaus laikiklis tvirtinamas prie mobilaus pasukamas ir
vezimélio — 1 vnt. palenkiamas/paverc¢iamas
vaizdo monitoriaus laikiklis
tvirtinamas prie mobilaus
vezimélio — 1 vnt.
Techniniai aprasai psl. 5
2. | Vaizdo procesorius (kiekis 1 vnt.) Karl Storz TC100,

20161201




2.1. | Reikalavimai 1. Ne prastesnis negu ,,Full HD* aukstos raiskos 1. ,Full HD* aukstos
vaizdo procesoriui standartas; raiskos standartas;
2. Suintegruotu arba atskiru LED tipo (arba 2. Suatskiru LED tipo
lygiaverciu) Sviesos Saltiniu; Sviesos Saltiniu;
3. Baltos $viesos rezimas; 3. Baltos $viesos rezimas;
4. Automatinis arba rankinis apSvietimo 4. Rankinis apSvietimo
intensyvumo reguliavimas; intensyvumo
5. Valdymas lietimui jautriu ekranu arba kameros reguliavimas;
galvos mygtukais; 5. Valdymas kameros
6. Valdymo meniu lietuviy arba angly kalba; galvos mygtukais;
7. Galimybe¢ didinti endoskopinj vaizda; 6. Valdymo meniu angly
8. Rezimas padidinantis spalvy kontrastg audiniy kalba;
diferenciacijai pagerinti arba vaizdo apvertimo | 7. Galimybé didinti
ir vaizdo sustabdymo funkcijos; endoskopinj vaizda;
9. Ne maziau 3 spalvy arba §viesumo rezimo 8. Vaizdo apvertimo ir
pasirinkimai; vaizdo sustabdymo
10. Galimybé suvesti paciento duomenis; funkcijos;
11. Nuotrauky formatas JPEG (arba lygiavertis). 9. Sviesumo rezimo
pasirinkimai;
10. Galimybé suvesti
paciento duomenis;
11. Nuotrauky formatas
JPEG.
Techniniai aprasai psl. 6-11
2.2. | Signaly iSvestys 1. >1 x HD-SDI arba HD, arba 3G-SDI, arba 1. 1xDVI;
DVI, arba HDMI; 2. 1xDVL
2. >1xDVIarba HDMI. Techniniai aprasai psl. 12
3. | Kameros galva (Kiekis 1 vnt.) Karl Storz TH110
3.1. | Reikalavimai 1. Ne prastesnis negu ,,Full HD* aukstos raiskos 1. ,.Full HD* aukstos
kameros galvai standartas; raiskos standartas;
2. CMOS jutiklis; 2. CMOS jutiklis;
3. Skaitmeninis ar mechaninis priartinimas 3. Skaitmeninis
(vaizdo fokusavimo ziedas arba svirtis); priartinimas (vaizdo
4. Svoris <220 g; fokusavimo Ziedas);
5. Zidinio nuotolis (angl. focal length) > 1,4 mm. | 4. Svoris 130 g;
5. Zidinio nuotolis (angl.
focal length) 16 mm.
Techniniai aprasai psl. 36-38
4. | Kameros galvos laikiklis (kiekis 1 vnt.) Karl Storz UG612
4.1. | Reikalavimai 1. Turi biti suderinamas su sitiloma kameros 1. Suderinamas su siiiloma
kameros galvos galva; kameros galva.
laikikliui 2. Turi tvirtintis prie silomo mobilaus vezimélio. | 2. Tvirtinasi prie sitilomo
mobilaus vezimélio.
Techniniai aprasai psl. 14
5. | Elektrochirurginis generatorius (kiekis 1 vnt.) Karl Storz UH400,

UF902, 27806US




5.1. | Reikalavimai 1. Skirtas endoskopinéms, laparoskopinéms ir 1. Skirtas endoskopinéms,
elektrochirurginiam atviroms operacijoms; laparoskopinéms ir
generatoriui 2. Lietimui jautrus valdymo ekranas; atviroms operacijoms;

3. Monopoliniai, bipoliniai ir darbo druskos 2. Lietimui jautrus valdymo
tirpale reZzimai. Viso ne maziau 16 darbiniy ekranas;
rezimy: 3. Monopoliniai, bipoliniai
3.1. >4 monopoliniai pjovimo rezimai, ir darbo druskos tirpale
3.2. >4 monopolinés koaguliacijos rezimai; rezimai. Viso 43 darbiniy
3.3. > 6 bipolinés koaguliacijos rezimai; rezimy:
3.4. > 2 pulsuojantys monopoliniai rezimai 3.1. 14 monopoliniy
darbui su endoskopu; pjovimo rezimy;
4. Instaliuota galios savireguliacijos funkcija 3.2. 14 monopolinés
(priklausomai nuo pjaunamo audinio varzos); koaguliacijos
5. Galimybé i§saugoti prietaiso atmintyje ne rezimai,
maziau kaip 30 procediry; 3.3. 9 bipolinés
6. Pasyvaus paciento elektrodo kontakto kontrolés koaguliacijos
sistema; rezimai;
7. Galimybé prijungti > 2 monopolinius 3.4. 6 pulsuojantys
instrumentus vienu metu; monopoliniai
8. Galimybé prijungti du valdymo pedalus vienu rezimai darbui su
metu arba naudojamas vienas kojinis jungiklis endoskopu;
su > 2 pedalais; 4. Instaliuota galios
9. Saugumo klasé ne Zemesné nei CF. savireguliacijos funkcija
(priklausomai nuo
pjaunamo audinio
varzos);

5. Galimybé¢ i$saugoti
prietaiso atmintyje 300
procediiry;

6. Pasyvaus paciento
elektrodo kontakto
kontrolés sistema;

7. Galimyb¢ prijungti 2
monopolinius
instrumentus vienu metu;

8. Galimybe¢ prijungti du
valdymo pedalus vienu
metu;

9. Saugumo klas¢ CF.

Techniniai aprasai psl. 15-34

5.2. | Komplektacija 1. Kaojinis jungiklis dviejy pedaly — 1vnt,; 1. Kojinis jungiklis dviejy

2. Paciento pasyvaus elektrodo laidas — 1vnt. pedaly — 1vnt,;

2. Paciento pasyvaus
elektrodo laidas — 1vnt.

Techniniai aprasai psl. 35

6. | Mobilus vezimélis (kiekis 1 vnt.) Karl Storz UG110

6.1. | Reikalavimai 1. Ratukai 4 vnt., ne maziau kaip du i$ jy 1. Ratukai 4 vnt., keturi i$

veziméliui fiksuojami ir antistatiniai; ju fiksuojami ir
2. Ne maziau kaip 2 vnt. lentyny; antistatiniai;
3. > 1 kanalas jrangos laidams paslépti. 2. 2 vnt. lentyny;

3. 1 kanalas jrangos
laidams paslépti.

Techniniai aprasai psl. 13

7. | Zyméjimas CE Bitinas (kartu su pasiiulymu privaloma pateikti Yra, pateiktas.
zenklu zyméjimq CE Zenklu liudijancio galiojancio

dokumento (CE sertifikato arba EB atitikties
deklaracijos) kopijg)




Jrangos pristatymas
ir instaliavimas

Irangos pristatymo, iSkrovimo, pervezimo i
instaliavimo vieta, instaliavimo, po instaliavimo

likusiy jpakavimo medziagy iSvezimo (utilizavimo)

i8laidos jskai¢iuotos j pasitilymo kaing.

Irangos pristatymo,
iSkrovimo, pervezimo j
instaliavimo vieta,
instaliavimo, po instaliavimo
likusiy jpakavimo medziagy
iSvezimo (utilizavimo)
i§laidos jskai¢iuotos i
pasitilymo kaina.

9. | Vartotojy Vartotojy apmokymas naudoti jrangg jskaiCiuotas j | Vartotojy apmokymas
apmokymas pasitlymo kaing. naudoti jrangg jskaiciuotas |

pasitilymo kaina.

10. | Techninio LSMU ligoninés Kauno kliniky Medicininés LSMU ligoninés Kauno
personalo technikos tarnybos inzinieriy apmokymas atlikti kliniky Medicininés
apmokymas jrangos pogaranting techning priezitirg jskaiciuotas | | technikos tarnybos inZinieriy

pasitilymo kaina. apmokymas atlikti jrangos
pogarantine technine
prieziiira jskaiciuotas |
pasitilymo kaina.

11. | Garantinis > 36 ménesiai 36 ménesiai
laikotarpis

12. | Kartu su jranga 1. Naudojimo instrukcija lietuviy ir angly kalba; 1. Naudojimo instrukcija
pateikiama 2. Serviso dokumentacija lietuviy arba angly lietuviy ir angly kalba;
dokumentacija kalba: 2. Serviso dokumentacija

a) Struktiiriné schema ir/arba atskiry bloky lietuviy arba angly kalba:
funkcijy aprasymas; a) Strukttiriné schema
b) Instaliavimo instrukcijos; ir/arba atskiry bloky
¢) Funkcionalumo patikrinimo instrukcijos; funkcijy apraSymas;
d) Aptarnavimo instrukcijos; b) Instaliavimo
e) Gedimy nustatymo instrukcijos; instrukcijos;
f) ISardymo-surinkimo instrukcijos; ¢) Funkcionalumo
g) Atsarginiy daliy katalogas; patikrinimo instrukcijos;
h) Periodinio techninés buklés tikrinimo d) Aptarnavimo
instrukcijos; instrukcijos;
i) Derinimo/kalibravimo instrukcijos (taikoma, e) Gedimy nustatymo
Jjei Sios procediiros yra numatytos sitilomos instrukcijos;
jrangos gamintojo); f) I8ardymo-surinkimo
j) Programiné jranga, serviso slaptazodziai bei instrukcijos;
aparatiriniai ,,raktai“ b), ¢), d), e), h) ir 1) 0) Atsarginiy daliy
punktuose nurodytiems darbams atlikti katalogas;
(taikoma, jei Sios priemonés yra numatytos h) Periodinio techninés
siulomos jrangos gamintojo). buklés tikrinimo
instrukcijos;
i) Derinimo/kalibravimo
instrukcijos (taikoma, jei
Sios procediiros yra
numatytos siitlomos
jrangos gamintojo);
Programiné jranga, serviso
slaptazodziai bei
aparatliriniai ,,raktai“ b), c),
d), e), h) ir i) punktuose
nurodytiems darbams atlikti
(taikoma, jei Sios priemonés
yra numatytos siillomos
jrangos gamintojo).
13. | Galimybé jsigyti Tiekéjas turi uztikrinti galimybe jsigyti sitilomos Tiekéjas uztikrina galimybe

originalias (arba

prekeés originalias (arba joms lygiavertes) atsargines

isigyti sitilomos prekeés




joms lygiavertes)
atsargines dalis

dalis (jy tiekima rinkai) ne trumpiau kaip 5

metus (prasome nurodyti konkrecig trukme) nuo
prekés garantinio laikotarpio pabaigos, i§skyrus
atvejus, kai sitilomos prekés originalios (arba joms
lygiavertés) atsarginés dalys dél objektyviy
priezasCiy negali biiti tiekiamos Lietuvos
Respublikos rinkai (bitinas tiekéjo ir/arba
gamintojo atitinkamas patvirtinimas).

Pastaba: Reikalavimas taikomas

vadovaujantis Lietuvos Respublikos aplinkos
ministro 2022 m. gruodzio 13 d. jsakymu Nr. D1-
401 patvirtinto aplinkos apsaugos kriterijy taikymo,
vykdant zaliuosius pirkimus, tvarkos apraso II
skyriaus 4.4.4.4 punktu.

originalias (arba joms
lygiavertes) atsargines dalis
(jy tiekima rinkai) 5

metus nuo prekés garantinio
laikotarpio pabaigos,
iSskyrus atvejus, kai
sitilomos prekeés originalios
(arba joms lygiavertés)
atsarginés dalys dél
objektyviy priezas¢iy negali
buti tiekiamos Lietuvos
Respublikos rinkai (bitinas
tiekéjo ir/arba gamintojo
atitinkamas patvirtinimas).
Pastaba: Reikalavimas
taikomas

vadovaujantis Lietuvos
Respublikos aplinkos
ministro 2022 m. gruodzio
13 d. jsakymu Nr. D1-401
patvirtinto aplinkos apsaugos
kriterijy taikymo, vykdant
zaliuosius pirkimus, tvarkos
apraso II skyriaus 4.4.4.4
punktu.




Europos bendrasis viesuj irkim
dokul?'nentas (EBVPD) wu p "

I dalis. Informacija apie pirkimo procedura ir perkanciaja
organizacija ar perkantiji subjekta

Informacija apie paskelbima

Skelbimo numeris OL S (tik tarptautiniams pirkimams):

Skelbimo numeris CVP IS (kur rasti?)

Perkanciosios organizacijos / Perkanciojo subjekto tapatybé

Oficialus pavadinimas:
LSMUL KAUNO KLINIKOS
Salis:

Lietuva

Informacija apie pirkimo procedura

Proceduros tipas

Atvira

Pavadinimas:

UROLOGINE ENDOSKOPINE |RANGA

Trumpas aprasymas:

UROLOGINE ENDOSKOPINE |RANGA

Perkanciosios organizacijos ar perkanciojo subjekto (jei taikoma)
priskirtas dokumento numeris:

Il dalis. Informacija apie ekonominés veiklos vykdytoja

. Informacija apie ekonominés veiklos vykdytoja
Tiekéjo pavadinimas arba vardas ir pavardeé (jei fizinis asmuo):
UAB Tradintek
Gatveé ir namo numeris:
J. Jasinskio g. 9



Pasto kodas:

01112

Miestas:

Vilnius

Salis:

Lietuva

Interneto adresas (jei yra):

E. pastas:

Telefonas:

Asmuo ar asmenys rysSiams:

D

PVM mokétojo kodas, jei yra:

LT249421811

Jei PVM mokeétojo kodo néra, nurodykite kita nacionalini identifikacini
numeri (Lietuvoje - imonés koda)

Ar ekonominés veiklos vykdytojas yra labai maza, mazoji ar vidutiné
imoné?

@Taip

ONe

Tik tuo atveju, kai pirkimas rezervuotas: ar ekonominés veiklos
vykdytojas yra globojama darbo grupé (nejgaliujy socialiné imoné),
socialiné imoné? Ar jis vykdys sutarti pagal globojamuy darbo grupiy
(neigaliuju socialiniy imoniy) uzimtumo programas?

OTaip

®Ne

Jei taikoma, ar ekonominés veiklos vykdytojas itrauktas j oficialy
patvirtinty ekonominés veiklos vykdytoju sarasa arba ar jis turi
lygiavertij sertifikata (pvz., pagal nacionaline (iSankstine) kvalifikacijos
vertinimo sistema)? Lietuvos tiekéjai renkasi , ne*

OTaip

ONe



- Be to, uzpildykite trukstama informacija IV dalies A, B, C arba D skirsniuose,
atsizvelgdami | konkrety atvejj TIK jei to reikalaujama atitinkamame skelbime
arba pirkimo dokumentuose:

e) Ar ekonominés veiklos vykdytojas galés pateikti sertifikata deél
socialinio draudimo imokuy ir mokesciu mokéjimo arba pateikti
informacija, kuri leisty perkanciajai organizacijai ar perkanciajam
subjektui ji gauti tiesiogiai naudojantis prieiga prie bet kurios is
valstybiy nariy nemokamos nacionalinés duomenu bazés?

®Taip

ONe

Jei atitinkami dokumentai prieinami elektroniniu budu, nurodykite:
http://www.sodra.lt

Ar ekonominés veiklos vykdytojas pirkimo proceduroje dalyvauja
kartu su kitais? Zymima TAIP, jei pasialyma teikia ukio subjekty grupé
(konsorciumas) pagal jungtinés veiklos sutartj

OTaip

ONe

Jei pirkimas padalintas j dalis, nuoroda i pirkimo dali (-is), dél kurios (-iu)
ekonominés veiklos vykdytojas nori dalyvauti konkurse:

B. Informacija apie ekonomineés veiklos vykdytojo teisinius atstovus #1

- Sis skirsnis pildomas, jeigu tiekéjo vadovas jgalioja kitg asmenj pasirasyti
pasiulymag, bendrauti su pirkimo vykdytoju, jgalioja atstovauti ir pasirasyti
EBVPD, bendrauti su pirkimo vykdytoju del EBVPD pateiktos informacijos,
teikiamy kvalifikacijg ir pasalinimo pagrindy nebuvimg pagrindzianciy
dokumenty, dél pasiulymo ir pan.

Jei taikytina, nurodykite asmens (-y), jgalioto (-y) atstovauti
ekonomineés veiklos vykdytojui Sios pirkimo proceduros tikslais, varda
ir pavarde ir adresa:

Vardas

Pavarde



L]
Gimimo data

Gimimo vieta

Gatve ir namo numeris:

Pasto kodas:

Miestas:
Salis:
Lietuva

E. pastas:

Telefonas:

Pareigos arba statusas:

Prireikus pateikite iSsamia informacija apie atstovavima (forma, aprépti,
paskirti ir t. t.):

C. Informacija apie remimasi kity subjekty pajégumais

Ar siekdamas patenkinti IV dalyje nurodytus atrankos kriterijus ir V
dalyje nurodytus kriterijus bei taisykles (jei tokiy yra) ekonominés
veiklos vykdytojas remiasi kity subjekty pajégumais?

OTaip

®Ne

D. Informacija apie subrangovus, kuriy pajégumais ekonominés veiklos

vykdytojas nesiremia

- (Skirsnj reikia pildyti, tik jei Sios informacijos aiskiai reikalauja perkancioji
organizacija ar perkantysis subjektas.)

Ar ekonominés veiklos vykdytojas ketina kurias nors sutarties dalis
subrangos sutartimi pavesti atlikti treciosioms salims?

4-



OTaip
®Ne

« Jei perkancioji organizacija ar perkantysis subjektas aiSkiai praso Sios
informacijos, Salia informacijos pagal sj skirsnj, pateikite pagal Sios dalies
A ir B skirsnius ir lll dalj reikalaujamg informacijg apie kiekvieng susijusj
subrangova (subrangovy kategorijas).

11 dalis. Pasalinimo pagrindai

. Su baudziamaisiais nuosprendziais susije pagrindai

Direktyvos 2014/24/ES 57 straipsnio 1 dalyje nustatyti Sie pasalinimo
pagrindai

Al. Dalyvavimas nusikalstamos organizacijos veikloje (VP| 46 str. 1 d. 1
p.)

Ar pats ekonominés veiklos vykdytojas ar bet kuris asmuo, kuris yra jo
administracijos, valdymo ar prieziuros organo narys arba turi atstovavimo,
sprendimo ar kontrolés jgaliojimus to ekonominés veiklos vykdytojo atzvilgiu, buvo
nuteistas galutiniu teismo sprendimu uz dalyvavima nusikalstamos organizacijos
veikloje, o nuosprendis priimtas prieS ne daugiau kaip penkerius metus arba kai
nuosprendyje aiskiai nustatytas pasalinimo laikotarpis tebesitesia? Kaip apibrézta
2008 m. spalio 24 d. Tarybos pamatinio sprendimo 2008/841/TVR dél kovos su
organizuotu nusikalstamumu 2 straipsnyje (OL L 300, 2008 11 11, p. 42).

JUsy atsakymas
OTaip
®Ne

Ar Si informacija ES valstybés narés duomeny bazéje nemokamai prieinama
valdzios institucijoms?

OTaip

®Ne

A2. Korupcija (VP] 46 str. 1 d. 2 p.)

Ar pats ekonominés veiklos vykdytojas ar bet kuris asmuo, kuris yra jo
administracijos, valdymo ar prieziuros organo narys arba turi atstovavimo,
sprendimo ar kontrolés jgaliojimus to ekonominés veiklos vykdytojo atzvilgiu, buvo
nuteistas galutiniu teismo sprendimu uz korupcijg, o nuosprendis priimtas prieS ne
daugiau kaip penkerius metus arba kai nuosprendyje aiSkiai nustatytas pasalinimo
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laikotarpis tebesitesia? Kaip apibrézta Konvencijos dél kovos su korupcija, susijusia
su Europos Bendrijy pareigunais ar Europos Sajungos valstybiy nariy pareigunais,
3 straipsnyje (OL C 195, 1997 6 25, p. 1) ir 2003 m. liepos 22 d. Tarybos pamatinio
sprendimo 2003/568/TVR dél kovos su korupcija privaCiame sektoriuje 2 straipsnio
1 dalyje (OL L 192, 2003 7 31, p. 54). | pasalinimo pagrindus taip pat jtraukta
korupcija, kaip apibrézta perkanciosios organizacijos (perkanciojo subjekto) arba
ekonominés veiklos vykdytojo nacionalingje teiséje.

JUsy atsakymas

OTaip

®Ne

Ar Si informacija ES valstybés narés duomeny bazéje nemokamai prieinama
valdzios institucijoms?

OTaip

®Ne

A3. Sukciavimas (VP] 46 str. 1 d. 3 p.)

Ar pats ekonominés veiklos vykdytojas ar bet kuris asmuo, kuris yra jo
administracijos, valdymo ar prieziuros organo narys arba turi atstovavimo,
sprendimo ar kontrolés jgaliojimus to ekonominés veiklos vykdytojo atzvilgiu,
buvo nuteistas galutiniu teismo sprendimu uz sukciavimg, o nuosprendis priimtas
pries ne daugiau kaip penkerius metus arba kai nuosprendyje aiskiai nustatytas
pasalinimo laikotarpis tebesitesia? Pagal Europos Bendrijy finansiniy interesy
apsaugos konvencijos 1 straipsnj (OL C 316, 1995 11 27, p. 48).

Jusy atsakymas
OTaip
®Ne

Ar Si informacija ES valstybés narés duomeny bazéje nemokamai prieinama
valdzios institucijoms?

OTaip

®Ne

A4. Teroristiniai nusikaltimai arba su teroristine veikla susije
nusikaltimai (VP] 46 str. 1 d. 5 p.)

Ar pats ekonominés veiklos vykdytojas ar bet kuris asmuo, kuris yra jo
administracijos, valdymo ar priezitros organo narys arba turi atstovavimo,
sprendimo ar kontrolés jgaliojimus to ekonominés veiklos vykdytojo atzvilgiu,
buvo nuteistas galutiniu teismo sprendimu uz teroristinius nusikaltimus arba
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su teroristine veikla susijusius nusikaltimus, o nuosprendis priimtas priesS ne
daugiau kaip penkerius metus arba kai nuosprendyje aiskiai nustatytas pasalinimo
laikotarpis tebesitesia? Kaip apibrézta 2002 m. birzelio 13 d. Tarybos pamatinio
sprendimo dél kovos su terorizmu 1 ir 3 straipsniuose (OL L 164, 2002 6 22, p. 3).
| pasalinimo pagrindus taip pat jtrauktas nusikalstamos veikos kurstymas, pagalba
ar bendrininkavimas jg vykdant arba késinimasis jg jvykdyti, kaip nurodyta to
pamatinio sprendimo 4 straipsnyje.

JUsy atsakymas
OTaip
®Ne

Ar Si informacija ES valstybés narés duomeny bazéje nemokamai prieinama
valdzios institucijoms?

OTaip

®Ne

A5. Pinigy plovimas arba teroristy finansavimas (VP| 46 str. 1 d. 6 p.)

Ar pats ekonominés veiklos vykdytojas ar bet kuris asmuo, kuris yra jo
administracijos, valdymo ar prieziuros organo narys arba turi atstovavimo,
sprendimo ar kontrolés jgaliojimus to ekonominés veiklos vykdytojo atzvilgiu,
buvo nuteistas galutiniu teismo sprendimu uz pinigy plovima arba teroristy
finansavima, o nuosprendis priimtas prieS ne daugiau kaip penkerius metus

arba kai nuosprendyje aiskiai nustatytas pasalinimo laikotarpis tebesitesia? Kaip
apibrézta 2005 m. spalio 26 d. Europos Parlamento ir Tarybos direktyvos 2005/60/
EB dél finansy sistemos apsaugos nuo jos panaudojimo pinigy plovimui ir teroristy
finansavimui 1 straipsnyje (OL L 309, 2005 11 25, p. 15).

Jusy atsakymas
OTaip
®Ne

Ar Si informacija ES valstybés narés duomeny bazéje nemokamai prieinama
valdzios institucijoms?

OTaip

®Ne

A6. Vaiky darbas ir kitos prekybos Zmonémis formos (VP| 46 str. 1 d. 7
p.)

Ar pats ekonominés veiklos vykdytojas ar bet kuris asmuo, kuris yra jo
administracijos, valdymo ar priezitros organo narys arba turi atstovavimo,
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sprendimo ar kontrolés jgaliojimus to ekonominés veiklos vykdytojo atzvilgiu,
buvo nuteistas galutiniu teismo sprendimu uz vaiky darbg arba kitas prekybos
zmonémis formas, o nuosprendis priimtas prieS ne daugiau kaip penkerius metus
arba kai nuosprendyje aiSkiai nustatytas pasalinimo laikotarpis tebesitesia?

Kaip apibrézta 2011 m. balandzio 5 d. Europos Parlamento ir Tarybos direktyvos
2011/36/ES dél prekybos zmonémis prevencijos, kovos su ja ir auky apsaugos,
pakeiciancios Tarybos pamatinj sprendimg 2002/629/TVR, 2 straipsnyje (OL L 101,
2011 4 15, p. 1).

JUsy atsakymas

OTaip

®Ne

Ar Si informacija ES valstybés narés duomeny bazéje nemokamai prieinama
valdzios institucijoms?

OTaip

®Ne

B. Su mokesciy ar socialinio draudimo imokuy mokéjimu susije pagrindai
Direktyvos 2014/24/ES 57 straipsnio 2 dalyje nustatytos Sios pasalinimo
priezastys

B1l. Mokesciu mokéjimas VPI 46 str. 3 d.

Ar ekonominés veiklos vykdytojas pazeidé savo pareigas, susijusias su mokesciy
mokejimu, tiek Salyje, kurioje yra jsisteiges, tiek perkanciosios organizacijos ar
perkanciojo subjekto valstybéje naréje, jei tai néra jo jsisteigimo salis?

Jusy atsakymas
OTaip
®Ne

Ar Si informacija ES valstybés narés duomeny bazéje nemokamai prieinama
valdzios institucijoms?

OTaip

®Ne

B2. Socialinio draudimo imoky mokeéjimas VP| 46 str. 3 d.

Ar ekonominés veiklos vykdytojas pazeidé savo pareigas, susijusias su socialinio
draudimo jmoky mokéjimu, tiek Salyje, kurioje yra jsisteiges, tiek perkanciosios
organizacijos ar perkanciojo subjekto valstybéje naréje, jei tai néra jo jsisteigimo
Salis?



JUsy atsakymas
OTaip
®Ne

Ar Si informacija ES valstybés narés duomeny bazéje nemokamai prieinama
valdzios institucijoms?

@®Taip

ONe

URL

http://draudejai.sodra.lt/draudeju_viesi_duomenys/

Kodas

191630223

Emitentas

Valstybinio socialinio draudimo fondo valdyba prie Socialinés apsaugos ir darbo
ministerijos

C. Su nemokumu, interesu konfliktu ar profesiniais nusizengimais susije

pagrindai

Direktyvos 2014/24/ES 57 straipsnio 4 dalyje nustatyti Sie pasalinimo
pagrindai

C10. Su kitais ekonominés veiklos vykdytojais sudaryti susitarimai,
kuriais siekta iSkreipti konkurencija (VP| 46 str. 4 d. 1 p.)

Ar ekonominés veiklos vykdytojas su kitais ekonominés veiklos vykdytojais yra
sudares susitarimuy, kuriais siekta iSkreipti konkurencijg atliekamame pirkime?

Jusy atsakymas

OTaip

®Ne

C11. Rimti profesiniai pazeidimai VP| 46 str. 4 d. 7 p., VP| 46 str. 6 d. 3 p.
Pirkimams pradétiems nuo 2022-01-01: Ar ekonominés veiklos vykdytojas yra
padares rimtg profesinj pazeidima, kaip nurodyta zemiau?:

a) yra padares finansinés atskaitomybeés ir audito teisés akty pazeidimg ir

nuo jo padarymo dienos pra€jo maziau kaip vieni metai;Nuo 2022-08-12
pildydamas EBVPD tiekéjas yra informuotas ir supranta, kad finansinés
atskaitomybés ir audito teisés akty pazeidimu taip pat gali buti laikomi
atvejai, kai tiekéjas nepateikia privalomuy finansinés atskaitomybés
dokumenty Registry centrui. ISsamiau: https://vpt.Irv.It/It/naujienos/




finansiniu-ataskaitu-nepateikimas-gali-tapti-kliutimi-dalyvauti-

viesuosiuose-pirkimuose
b) neatitinka minimaliy patikimo mokesciy mokétojo kriterijy, nustatyty Lietuvos

Respublikos mokesciy administravimo jstatymo 401 straipsnio 1 dalyje. Taikant
Sj tiekéjo pasalinimo is pirkimo proceduros pagrindg, vadovaujamasi Lietuvos

Respublikos mokesciy administravimo jstatymo 40t straipsnio 1 dalyje nustatytais

terminais, juos skaiciuojant nuo Mokesciy administravimo jstatymo 40t straipsnio
1 dalyje nurodyty pazeidimy padarymo dienos, taciau visais atvejais Sie terminai
negali buati ilgesni negu 3 metai;

c) yra padares draudimo sudaryti draudziamus susitarimus, jtvirtinto Lietuvos
Respublikos konkurencijos jstatyme ar panasSaus pobudzio kitos valstybés teisés
akte, pazeidimg ir nuo jo padarymo dienos praéjo maziau kaip 3 metai;

d) yra padares bet kokj kitg rimtg profesinj pazeidima, nenurodytg auksciau, nuo
kurio padarymo dienos praéjo maziau kaip vieni metai?

Pirkimams pradétiems iki 2022-01-01: Ar ekonominés veiklos vykdytojas yra pripazintas kaltu dél
sunkaus profesinio nusizengimo kaip nurodyta Zemiau?

I. ar ekonominés veiklos vykdytojas yra padares profesini pazeidima, kai uz finansinés
atskaitomybés ir audito teisés aktuy pazeidimus ekonominés veiklos vykdytojui ar jo
vadovui paskirta administraciné nuobauda ar ekonominé sankcija, nustatytos Lietuvos
Respublikos jstatymuose ar kity valstybiy teisés aktuose, ir nuo sprendimo, kuriuo
buvo paskirta Si sankcija, isiteiséjimo dienos arba nuo dienos, kai asmuo jvykdé
administracini nurodyma, praéjo maziau kaip vieni metai?

Il. Ar ekonominés veiklos vykdytojas yra padares kuri nors viena i$ Zemiau nurodytu
rimty profesiniy pazeidimu(taikoma tik tada kai, ir tik tiek, kiek apibréZzta kituose pirkimo
dokumentuose):

a) profesinés etikos pazeidimas, kai nuo ekonominés veiklos vykdytojo pripazinimo nesilaikanciu
profesinés etikos normy momento praéjo maziau kaip vieni metai;

b) konkurencijos, darbuotojy saugos ir sveikatos, informacijos apsaugos, intelektinés nuosavybés
apsaugos pazeidimas, uz kurj ekonominés veiklos vykdytojui ar jo vadovui yra paskirta
administraciné nuobauda ar ekonominé sankcija, nustatytos Lietuvos Respublikos ar kity valstybiy
jstatymuose, kai nuo sprendimo, kuriuo buvo paskirta Si sankcija, arba nuo dienos, kai asmuo
jvykdé administracinj nurodyma, jsiteiséjimo dienos praéjo maziau kaip vieni metai;

c) draudimo sudaryti draudziamus susitarimus, jtvirtinto Lietuvos Respublikos konkurencijos
jstatyme ar panasaus pobUdzio kitos valstybés teisés akte, pazeidimas, kai nuo sprendimo paskirti
Konkurencijos jstatyme ar kitos valstybés teisés akte nustatytg ekonomine sankcijg jsiteiséjimo

dienos praéjo maziau kaip 3 metai;
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d) ekonominés veiklos vykdytojas, kuris yra fizinis asmuo, arba ekonominés veiklos vykdytojo,
kuris yra juridinis asmuo, kita organizacija ar jos padalinys, vadovas, kitas valdymo ar priezitros
organo narys ar kitas asmuo, turintis (turintys) teise atstovauti ekonominés veiklos vykdytojui ar

ji kontroliuoti, jo vardu priimti sprendima, sudaryti sandorj, arba dalyvis, turintis balsy dauguma
juridinio asmens dalyviy susirinkime, yra pripazintas kaltu dél tycinio bankroto, kaip jis apibréztas
Lietuvos Respublikos jmoniy bankroto jstatyme ar panasSaus pobudzio kity valstybiy teisés aktuose,

kai nuo teismo sprendimo jsiteiséjimo dienos praéjo maziau kaip 3 metai?

JUsy atsakymas

OTaip

®Ne

C12. Interesuy konfliktas dél dalyvavimo pirkimo proceduroje (VPI| 46 str.
4d. 2p.)

Ar ekonominés veiklos vykdytojas zino apie kokius nors interesy konfliktus, kaip
nurodyta nacionalingje teiséje, atitinkamame skelbime ar pirkimo dokumentuose,
kylancius dél jo dalyvavimo pirkimo proceduroje?

JUsy atsakymas

OTaip

®Ne

C13. Tiesioginis arba netiesioginis dalyvavimas rengiant sia pirkimo
procedura (46 str. 4 d. 3 p.)

Ar ekonominés veiklos vykdytojas arba su juo susijusi jmoné konsultavo
perkanciajg organizacijg ar perkantjjj subjekta arba kitaip dalyvavo rengiant
pirkimo procedurg?

Jusy atsakymas

@ Taip

ONe

Pateikite iSsamia informacija apie tai

Perkanciajai organizacijai teiktas komercinis pasitlymas pirkimo objektui.

C14. Sutarties nutraukimas anksciau laiko, zala ar kitos panasios
sankcijos (VP] 46 str. 4 d. 6 p.)

Ar ekonominés veiklos vykdytojas turéjo tokios patirties: ankstesné viesoji
sutartis, ankstesné sutartis su perkanciuoju subjektu arba ankstesné koncesijos
sutartis buvo nutraukta anksciau laiko; arba buvo pareikalauta atlyginti

su ankstesne sutartimi susijusig zalg ar skirtos kitos panasios sankcijos?
Lietuvoje (be kita ko) - ar ekonominés veiklos vykdytojas yra itrauktas i
nepatikimuy tiekéjy sarasa ?
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JUsy atsakymas

OTaip

®Ne

C15. Pripazinimas kaltu dél fakty iSkraipymo, informacijos nuslépimo,
negaléjimas pateikti reikalaujamuy dokumentuy ir su Sia procedura
susijusios konfidencialios informacijos gavimas (46 str. 4 d. 4 p. ir 46 str.
4d.5p.)

Ar ekonominés veiklos vykdytojas yra susijes su vienu is Siy atvejy, kai jis :

a) buvo labai iSkreipes faktus pateikdamas informacijg (pateikes melaginga
informacija), reikalingg patikrinti, ar néra pagrindy pasalinti, arba patikrinti
atitiktj atrankos kriterijams;

b) slépé tokig informacija;

c) delsé pateikti patvirtinamuosius dokumentus, kuriy reikalavo perkancioji
organizacija ar perkantysis subjektas,

d) siekeé daryti neteisétg jtakg perkanciosios organizacijos ar perkanciojo subjekto
sprendimy priemimo procesui, kad gauty konfidencialios informacijos, del kurios
per pirkimo procedlra jgyty nepagristg pranasuma, arba tycia teikti klaidinancios
informacijos, kuri gali turéti esminés jtakos sprendimams dél pasalinimo, atrankos
ar sutarties skyrimo?

JUsy atsakymas
OTaip
®Ne

D. ISimtinai nacionaliniai pasalinimo pagrindai

ISimtinai nacionaliniai pasalinimo pagrindai, nurodyti atitinkamame
skelbime ar pirkimo dokumentuose.

D1. ISimtinai nacionaliniai pasalinimo pagrindai (VP] 46 str. 1 d. 4 p.)
Pirkimams pradétiems nuo 2022-01-01:

pats ekonominés veiklos vykdytojas ar bet kuris asmuo, kuris yra jo
administracijos, valdymo ar priezitros organo narys arba turi atstovavimo,
sprendimo ar kontrolés jgaliojimus to ekonominés veiklos vykdytojo atzvilgiu,
buvo nuteistas galutiniu teismo sprendimu uz nusikalstama bankrota,
o nuosprendis priimtas prieS ne daugiau kaip penkerius metus arba kai
nuosprendyje aiSkiai nustatytas pasalinimo laikotarpis tebesitesia?
Pirkimams pradétiems iki 2022-01-01:

Ar ekonominés veiklos vykdytojas yra susijes su vienu i$ Siy atvejy, kai:
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a) jis neatitinka minimaliy patikimo mokesciuy mokétojo kriteriju, nustatyty Lietuvos
Respublikos mokesciy administravimo jstatymo 40! straipsnio 1 dalyje ir dél to laikomas padariusiu
Siurksty profesinj pazeidima.

b) pats ekonominés veiklos vykdytojas ar bet kuris asmuo, kuris yra jo administracijos, valdymo ar
prieziliros organo narys arba turi atstovavimo, sprendimo ar kontrolés jgaliojimus to ekonominés
veiklos vykdytojo atzvilgiu, buvo nuteistas galutiniu teismo sprendimu uz nusikalstama
bankrota, o nuosprendis priimtas prie$ ne daugiau kaip penkerius metus arba kai nuosprendyje
aiSkiai nustatytas pasalinimo laikotarpis tebesitesia?

JUsy atsakymas

OTaip

®Ne

Ar Si informacija ES valstybés narés duomeny bazéje nemokamai prieinama
valdzios institucijoms?

OTaip

®Ne

IV dalis. Atrankos kriterijai

a. Visy atrankos kriteriju bendra nuoroda

Dél atrankos kriteriju ekonominés veiklos vykdytojas pareiskia, kad
Jis atitinka visus reikalaujamus atrankos kriterijus

Jusy atsakymas

@ Taip

ONe

Baigti

IV dalis. Baigiamieji pareiskimai

Ekonominés veiklos vykdytojai oficialiai pareiSkia, kad II-V dalyse pateikta
informacija yra tiksli ir teisinga ir kad ji pateikta visiskai suvokiant didelio fakty
iSkreipimo padarinius.
Ekonominés veiklos vykdytojai oficialiai pareiSkia, kad pareikalavus gali
nedelsdami pateikti nurodytus sertifikatus ir kity formy jrodomuosius
dokumentus, isskyrus tuos atvejus, kai:
a) perkancioji organizacija ar perkantysis subjektas turi galimybe atitinkamus
patvirtinamuosius dokumentus tiesiogiai gauti naudodamiesi prieiga prie bet
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kurios iS valstybiy nariy nemokamos nacionalinés duomeny bazés (su sglyga,
kad ekonominés veiklos vykdytojas pateiké reikalingg informacijg (interneto
adresg, iSduodanciagjg institucijg ar jstaiga, tikslias dokumenty nuorodas),
kuri perkanciajai organizacijai ar perkanciajam subjektui leidzia tai padaryti
(pareikalavus dél tokios prieigos turi buti pridétas atitinkamas sutikimas), arba
b) perkancioji organizacija ar perkantysis subjektas yra gavusi ir turi aktualius
susijusius dokumentus iS ankstesniy (kity) pirkimo procedary.
Ekonominés veiklos vykdytojai oficialiai sutinka perkancigjai organizacijai ar
perkanciajam subjektui, nurodytam | dalyje, leisti susipazinti su dokumentais,
kuriais patvirtinama informacija, pateikta Sio Europos bendrojo vieSujy pirkimy
dokumento Il ir IV dalyse, kiek tai susije su pirkimu, nurodytu | dalyje.

Data, vieta ir, jei reikia ar buatina, parasas (-ai):

Data

08-01-2025

Vieta

Vilnius

Parasas

-14-
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Tpp print page
Elektroninio dokumento nuorasas

VALSTYBES |[MONE REGISTRY CENTRAS
Studenty g. 39, 08106 Vilnius, tel. +370 5 268 8262, el. p. info@registrucentras.It

KOMPETENTINGUY INSTITUCIJY TVARKOMU JUNGTINIY DUOMENUY APIE VIESUYJY
PIRKIMY PROCEDUROJE DALYVAUJANT| TIEKEJA (JURIDIN] ASMEN])

PAZYMA

2025-04-16 Nr. 764342

Tiekéjo pavadinimas

Tiekéjo kontaktiné informacija:
mobilusis telefonas
elektroninio pasto adresas

Buhalterio (buhalteriy) ar kito (kity) asmens
(asmenuy), turin€io (turin€iy) teise suradyti ir
pasiradyti tiekejo apskaitos dokumentus,
vardas, pavardé

Juridiniy asmeny registras:
kodas

teisiné forma

teisinis statusas

buveiné (adresas)

Vadovo, kito valdymo ar priezitros organo nario
ar kito asmens, turincio (turingiy) teise atstovauti
tiekéjui ar jj kontroliuoti, jo vardu priimti
sprendimg, sudaryti sandorj, vardas, pavardé
jregistravimo data

Lietuvos Respublikos finansy ministerijos:
duomenys apie tiekéjo atsiskaityma su
valstybes, savivaldybiy biudzetais ir valstybés
pinigy fondais

Duomeny suformavimo data

Valstybinio socialinio draudimo fondo

o ministerijos:
duomenys apie tiekéjo atsiskaityma su
Valstybinio socialinio draudimo fondu
Duomeny suformavimo data

|tariamyjy, kaltinamyjy_ir nuteistyjy
registras:

duomenys apie tiekéjg

duomenys apie tiekéjo vadova, kitg valdymo ar
priezidros organo narj ar kitg (kitus) asmenj
(asmenis), turintj (turincius) teise atstovauti

Uzdaroji akciné bendrové "TRADINTEK"

info@tradintek.com

124942182

Uzdaroji akciné bendrove
Teisinis statusas nejregistruotas
Vilnius, Birzisky g. 125, LT-11112
TOMAS MICKUNAITIS

1999-07-15

Atsiskaites

2025-04-15

Nejsiskolines

2025-04-15

Dél uzdarosios akcinés bendrovés "TRADINTEK",
kodas 124942182, per pastaruosius 5 metus néra
priimtas ir jsiteiséjes apkaltinamasis teismo
nuosprendis uz nusikalstamas veikas, nurodytas
Lietuvos Respublikos vieSyjy pirkimy jstatymo 46
straipsnio 1 dalyje ir 3 dalyje. Néra paskirta
baudziamojo poveikio priemoné - uzdraudimas
juridiniam asmeniui dalyvauti vieSuosiuose pirkimuose
pagal Viesuyjy pirkimy jstatymo 46 straipsnio 2-1 dalj.

Tomui Mickﬁnaiéiuiq per
pastaruosius 5 metus néra priimtas ir jsiteisejes

apkaltinamasis teismo nuosprendis ir jis neturi
neiSnykusio ar nepanaikinto teistumo uz

web2.kada.lan/tpp_pazymal/printPage.jsp?uzsid=814708&varid=2434358 12
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tiekéjui ar jj kontroliuoti, jo vardu priimti
sprendima, sudaryti sandorj

duomenys apie tiekéjo buhalterj (buhalterius) ar
kitg (kitus) asmenj (asmenis), turintj (turincius)
teise surasyti ir pasiradyti tiekéjo apskaitos
dokumentus

Duomeny suformavimo data

Pazymg iSspausdino:

Tpp print page
nusikalstamas veikas, nurodytas Lietuvos Respublikos
viesuyjy pirkimy jstatymo 46 straipsnio 1 dalyje.

per
pastaruosius 5 metus nera priimtas ir jsiteisejes
apkaltinamasis teismo nuosprendis ir jis neturi
neiSnykusio ar nepanaikinto teistumo uz
nusikalstamas veikas, nurodytas Lietuvos Respublikos
viesyjy pirkimy jstatymo 46 straipsnio 1 dalyje.

2025-04-16

Asmeny registravimo centro Juridiniy asmeny registro
Vilniaus skyriaus Vilniaus 2 Juridiniy asmeny registro —
duomeny tvarkymo grupés

Registratore

A V.
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@ LG

Life's Good

LG Full HD Surgical Monitor

@ Optimal Image Quality for Fine Surgery

\

6. Skirtas naudoti

medicinoje;

©

sRGB 115%

IPS

Hardware
Calibration Ready

True Color
Pro

5 p—
e O

1P
32
1P32

1P
35
P35

o

Brightness
Stabilization

Wide Viewing
ngle

Flicker Safe

27HK510S

Full HD' IPS Display with sRGB 115%(Deep Red)

The Full HD IPS display with sSRGB 115% (Deep Red) is designed to fit with
other Full HD surgical devices. It enables surgeons to view accurate,
realistic images by maximizing compatibility and clearer, brighter color
reproduction, especially in the red color spectrum.

08

CIE 1931
G 9
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06
05

04

* 15% Larger Space

o1

00

01 02 03 04 05 06 07 08

*FHD: 19201080

IP35 & IP32 : Dustproof & Water Resistance

To ensure protection against contact with substances such as blood or
bodily fluids, LG surgical monitors are cleanable and durable, with ratings
of IP35 on the front and IP32 on the back, securing them from any
direction.

IP35(Front) e IP32(Back)

&) @)

Dustproof ~ Waterproof

@ Designed for Use in the Operating Room

DICOM Part 14 & Brightness Stabilization

The LG surgical monitor carefully measures and sets every grayscale tone
as well to create a monitor compliant with DICOM Part 14 and ensure the
most accurate outcome. And, its stabilized brightness settings quickly
adapt to the surgical procedure and local lighting conditions.

Non Brightness Stabilization

Brightness Stabilization* (conventional display)*

*DICOM: Digital Imaging and Communications in Medicine.

Anti-Reflection & Protection Glass

The LG surgical monitor with protection glass provides a more durable
display by safeguarding the monitor from water and bodily fluids and
making it easier to clean. The improved anti-reflection ability enables a
brighter, sharper display for optimal image quality.

Ml Long-lasting Eye Comfort
Flicker Safe

Flicker Safe reduces the onscreen flicker level to almost zero, which helps
minimize eye strain and eye fatigue. By combining Flicker Safe with the
proven picture quality of IPS technology, users can comfortably work
throughout the day.

*This result based on internal LGE lab tests.

\ Flicker Value

Conventional

LG Surgical Monitor

»

100 80 60 40 20

Brightness/Frequency
[(Brightness/High)«(Dark/Low)]



@LG

Life's Good

27HK510S
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2. |strizainé 27 coliy; |

|

1. Skystujy kristaly (IPS

IPS tipo) monitorius;

> 27"(169)

Vaizdo formatas 16:9;

—71920x1080 «_

03144 mmx 03114 mm —~~—3: Skiriamoji geba

1920%1080 tasky;

10bit / SRGB 115% (Deep Red)

178/178

5

viesumas 1000 cd/m2; |—> 1000cd/m? (Typ.)

Protection Glass

1000:1 (Typ.)

14ms (Typ.)

1. 3G-SDI;
2. DVI-D.

N HDMI (1.4) x 1,S-Video x 1, Composite x 1, 3G-SDI x 1,
DVI-I x 1 (Compatible with D-sub & Component via adapter)

3G-SDIx 1,DVI-Dx 1

HDMI, DVI-D: 30~83kHz / 56~61Hz, D-suNO~83kHz /56~61Hz

Dynamic Sync Mode (Thru Myde)
1 upstream, 1 downstream (For Calibgation)

UsB 30 Galimybeé i% monitoriaus
100-240Vac, 50/60Hz \—Naizdo signalg perduoti j
120W apildomag monitoriy;
0.3W
Support

IP35 /P32 (Front / Back), 8H Glass, IKO6

Gamma 1.8 / Gamma 2.0 / Gamma 2.2
Gamma 2.4 / Gamma 2.6
DICOM Gamma curve

IEC(IEC60601-1/IEC606071-1-2), FCC(FCC part 15 Class A),
CB, ANSI/AAMI ES 60601-1, CSA CAN/CSA-C22.2 NO. 60601-1,
RoHS, REACH, WEEE, CE MDD(Class 1)

Power Cord, DVI-I to D-Sub Adapter, DVI-D cable,
HDMI cable, Adapter, CD/book manual

P 7.7kg

*The monitor stand is not included with the surgical monitor.

LG Electronics Inc.
http://www.ge.com

Copyright © 2018 LG Electronics. All Rights Reserved.

9. Svoris 7,7 kg.




Firefox

lof 5

https://www.lg.com/uk/business/monitor/medical-display-device/surgic...

https://www.lg.com/uk/business/monit
or/medical-display-device/surgical-
monitors/27hk510s-w/
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All Spec

DISPLAY

Aspect Ratio
16:9

7. LED tipo;

Backlight Technology
LED

Brightness (Typ.)
1000cd/m?

Colour Bit

10bit

Colour Gamut (Typ.)
sRGB 115% (Area),

sRGB over 99% (Coverage)

Contrast Ratio with DFC
Mega

Peak Brightness (Min.)
650cd/m? (Peak)

Pixel Pitch (H x V)
0.3114mm x 0.3114mm

Response Time (GTG)
14ms (Off-setting), 5ms (Faster-setting)

Size (cm)

68.58

Viewing Angle (CR=10)
178°(Right/Left), 178°(Up/Down)

FEATURE

Hot Key
Yes (2keys)

Black Stabilizer
Yes

HW Calibration
Yes (True Color Pro)

Backlight Dimming Technology
Global Dimming

Backlight Type
Edge

Brightness (Stabilization)
600cd/m’

Colour Depth (Number of Colours)
1.07B

Contrast Ratio (Typ.)
100011

Panel Type
IPS

Peak Brightness (Typ.)
800cd/m? (Peak)

Resolution

1920 x 1080

Size (Inch)
27

Surface Treatment
Protection Glass (1.6t, Anti-Reflection, Anti-

fingerprint)

Brightness stabilization
Yes

Factory Calibration

Yes (Delta E<5, Gamma 1.8~2.6/DICOM curve)

DICOM Compliant
Yes

2023-06-26 14:55



https://www.lg.com/uk/business/monitor/medical-
display-device/surgical-monitors/27hk510s-w/

@ 27 L6 Ful D SugicalMonite X | +

C @ O B &= nttpsy/wwwlg.com/uk/business/monitor/medical-display-device/surgical-monitors/27hk510s-w/ B we

27" LG Full HD Surgical Monitor
Contact Us
Features  Gallery  Specs  Support  Resource  Find a Dealer

FEATURE

Hot Key Brightness stabilization Black Stabilizer Factory Calibration
Yes (2keys) Yes Yes Yes (Delta E<5, Gamma 1.8~2.6/DICOM curve)
HW Calibration DICOM Compliant. Colour Temperature Flicker safe
Yes (True Color Pro) Yes 6500K/7500K/9300K Yes
Manual (5000K ~ 10000K)
0SD Language rer @ [ L Picture Mode
17 Language Nes (2PBP) Yes (SDR )Custom, Mono, sRGB,EBU, REC709,

SMPTE-C, DICOM, Calibration 1, Calibration 2

Failover Input Switch Smart Energy Saving Super Resolution+ Uniformity
Yes Yes Yes Yes

8. Vaizdo perteikimas dviem
kanalais:

8.1. Vaizdas vaizde (PIP);
8.2. Vaizdas ne vaizde (PBP);




Available Accessories

Earth Leakage
UG410 Monitor,
200-240V

Earth Leakage
UG400 Monitor,
100-120 V

for mounting to equipment carts,
control panel dimensions:

44 x 80 x 29 mm (w x h x d),

for use with Isolation Transformer
UG310

for mounting to equipment carts,
control panel dimensions:

44 x 80 x 29 mm (w x h x d),

for use with Isolation Transformer
UG300

Monitor Holder

UG501 Adaptor

for central mounting of monitor holding
arms on the rear attachment points of
the COR equipment carts UGxxx for
use with UG500, UG510 and UG520

UG540 Monitor Swivel Arm

| komplektacijg jeina reguliuojamo
aukscio, pasukamas ir
palenkiamas/paverciamas vaizdo
monitoriaus laikiklis tvirtinamas prie
mobilaus vezimélio — 1 vnt.

height and side adjustable, can be
positioned on the left or on the right
side, swivel range 180°, reach 780 mm,
from center 1170 mm, loading capacity
max. 15 kg, with monitor mount

VESA 75/100

UG500 nitor Holder

/

height adjustable, swiveling and tilting,
swivel range approx. 360°, loading
capacity max. 18 kg, with monitor
mount VESA 75/100

/

UG520 Monitor Holding Arm,

long

height and side adjustable, tilting,
swivel range approx. 320°, reach
760 mm, loading capacity max. 15 kg,
with monitor mount VESA 75/100

UG510 Monitor Holding Arm

height and side adjustable, tilting,
can be mounted either on the left or
on the right side, swivel range up to
approx. 320°, reach 530 mm, loading
capacity max. 15 kg, with monitor
mount VESA 75/100

© KARL STORZ 96212018 UNITS 2.1 02/2021/EW-E



PRODUCT LAUNCH
TELECAM C3

1. Introduction: Background of the TELECAM C3

Whereas the IMAGE1 S™ system provides high-end imaging with options like 3D, 4K, fluorescence
imaging, and hybrid applications, and small, compact solutions like the C-MAC® and the TELE PACK+ work
well on specific applications and in areas with limited available space, there is also a need for solid, tower-
based camera systems with good imaging that can be connected to a wide range of rigid and flexible
endoscopes.

In the past, the TELECAM DX II/SL Il met this need. However, since these camera systems are based on SD
technology and have been on the market for a very long time, it was time to upgrade them to FULL HD to
meet current imaging standards. System compatibility has also been greatly expanded to cover additional
fields of application.

TELECAM C3
A Camera Control Unit Created for Rigid, Flexible and Single-Use Endoscopy

2. TELECAM C3 Lo FUID? ELiEm
raiSkos standartas;
2.1 Technical features
20233020/20213020 TC100
TELECAM DX Il/SL 1l TELECAM C3
Power supply 100-240 VAC 100-240 VAC /
Line frequency 50/60 Hz 50/60 Hz /
Resolution Horizontal resolution 1920 x 1080 px (FHD)
> 450 lines 10. Galimybé suvesti paciento
sSD /duomenis;
Control Keyboard, camera head Keyboard, camera head buttons
buttons ’\
Compatibility TELECAM camera heads X-LINE 5 Valdymas kameros
g gtfmdard & pendulum o TH110/TH111 galvos mygtukais;

o TH115/TH116

o0 CCD video endoscopes

o HD video endoscopes
C-LINE

o TH130

o C-LINE

0 Single-use endoscopes
Memory - USB memory interface

CCD video endoscopes

Internal memory size (~50GB)

Image format - JPEG \_|11. Nuotrauky formatas JPEG.

Video format - MPEG-4 ‘

© KARL STORZ 98285002 TP TELECAM C3 1.0 03/2021/PL-E Confidential — for internal use only!




LED Cold Light Fountains

POWER LED 175 SCB, LED NOVA 150

201614 01-1
Cold Light Fountain POWER LED
175 SCB

with integrated KARL STORZ-SCB,
high-performance LED module and
one KARL STORZ light outlet

SIM@IRY

KARL STORZ — ENDOSKOPE

2. Su atskiru LED tipo
Sviesos Saltiniu;

20161201 /_

Cold Light Fountain
LED NOVA 150

high-performance LED module,
with one KARL STORZ light outlet

including: Mains Cord Mains Cord
SCB Connecting Cable
Specifications: — —

4. Rankinis apSvietimo
lllumination technology LED intensyvumo reguliavimas;
Color temperature approx. 6400 K
Average lamp service life 30,000 h

automatic via SCB
Light intensity adjustment manual via SCB manual
manual via membrane keyboard
Unit communication KARL STORZ Communication Bus _
(2x SCB)
Power consumption 110 VA 60 VA
Power supply 110 — 240 VAC 100 - 240 VAC
Power frequency 50/60 Hz

Dimensions w x h x d 305 x 110 x 233 mm

305 x 84 x 238 mm

Weight 4 kg 2.3 kg
Cleaning wipe disinfection

Protection class 1

Degree of safety CF

142

10-18

TP-KF 4



STG‘RZ Products & Solutions Gustomer Service

KARL STORZ — ENDOSKOPE

Home page » Online Catalog - Human Medicine

Product details

- Laser-free LED light source for white light excitation
- Constant light intensity throughout the entire service life
- Low temperature development

- Very low volume

Online Catalog About us

Item no: 20161201

LED Nova 150

Quantity:

G IR D
On the offer list -4

Scope of delivery

20161220 LED Nova 150, without accessories (1)

400A power cord, length 300 cm (1)

3. Baltos Sviesos rezimas;




PRODUCT LAUNCH
TELECAM C3

2.2 Features and benefits

The TELECAM C3is a FULL HD camera control unit (CCU) to be used with a basic endoscopy system. This
CCU can be connected to a wide range of rigid, flexible, and single-use KARL STORZ endoscopes, making
it usable in practically every medical discipline. The TELECAM C3 can be used in private practices as well as
in surgical environments.

1. FULLHDCCU
2. Combination of X-LINE and C-LINE: compatible with rigid, flexible, and single-use KARL STORZ

endoscopes 10. Galimybé suvesti paciento

Allows patient data input <—— [duomenis;

4.  Store data to internal memory (up to 50 GB) or an external storage device

Improved* menu navigation thanks to newly developed navigation interface (see also TELE PACK+)

* in comparison with previous model

Regarding 1. FULL HD CCU

The TELECAM C3 is the perfect CCU for a FULL HD imaging chain. When paired with the appropriate
camera heads and video endoscopes, the TELECAM C3 provides image quality equivalent to that of the
IMAGE1 S™ with the TC200 and the TC301. A FULL HD signal can be transmitted to monitors and
documentation systems via the DVI output. An appropriate light source for the application in question
completes the imaging chain.

TELECAM C3 IMAGE1 S™

© KARL STORZ 98285002 TP TELECAM C3 1.0 03/2021/PL-E Confidential — for internal use only!




PRODUCT LAUNCH
TELECAM C3

The Function Space provides additional functions that are not assigned to the Quick Menu. Furthermore, the
Function Space allows access to the Setup menu, where the general TELECAM C3 settings can be
modified.

6.Valdymo meniu angly kalba; I

The following/buttons and functions can be found in the Quick Menu and the Function Space:

Orientation: The displayed image can be flipped vertically or horizontally

R and rotated 180° here.
\—|8. Vaizdo apvertimo funkcija; |
Orientation

Camera brightness: The brightness of the camera can be set here.
9. Sviesumo rezimo pasirinkimai; |

Enhance: The digital fiberscope filter can be set to 2 levels (A, B).

Exit: You can exit the quick menu here.

Freeze: You can freeze the image here. During this time, the live image is

shown in the top right-hand corner of the monitor. |8.Vaizdo Sustabdymo funkcija;

Light: Here the light source can be turned on/off.

Print now: Immediately prints all images in the queue.

Light source: The light source settings can be displayed and modified here.

Image capture: Still images can be captured here.

© KARL STORZ 98285002 TP TELECAM C3 1.0 03/2021/PL-E Confidential — for internal use only!
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PRODUCT LAUNCH
TELECAM C3

Video: A video recording can be started here.

.'f Training Mode: A circle can be displayed in the center of the image here.
The Training Mode can be used specifically for endoscopy training.

Training Mode

White Balance: White Balance is executed here.

v

Zoom: This enables digital magnification of the display.

7. Galimybé didinti
endoskopinj vaizda;

Display language: The language of the user interface can be selected here.

Keyboard language: The keyboard language of the on-screen keyboard
can be selected here.

DVI signal output: Here, you can select the image refresh rate between
50 Hz and 60 Hz for the DVI output.

Date & time: The date, time, and display format can be set here.

_ﬁ Patient management: The settings for handling patient data can be
managed here.
Module information: All the necessary information on the system and the
connected camera heads and video endoscopes can be called up here.

© KARL STORZ 98285002 TP TELECAM C3 1.0 03/2021/PL-E Confidential — for internal use only!
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PRODUCT LAUNCH

TELECAM C3

Functionality

o Filter (fiberscope A+B)

o Filter (fiberscope A+B)
o0 Printer 549M
o Internal memory

Weight

~2.7 kg

~2.75kg

Dimensions (w x h x d)

305 mm x 88 mm x 254 mm

305 mm x 77 mm x 339 mm

1.1 x DVI;
2.1 x DVI.

Connections FBAS signal to BNC socket 2 x DVI-D output (FULL HD)
2 x S-Video (Y/C)
2 x stereo 3.5 mm jack USB to ACC
USB footswitch socket
RJ45 service interface
On/Off switch USB 2.0

Potential equalization

Front view of the TELECAM C3

2% DVI out

Power socket

LAN interface

! 4xUSB 20

Rear view of the TELECAM C3

Please note: the TELECAM C3 does not feature a KS HIVE connection.

© KARL STORZ 98285002 TP TELECAM C3 1.0 03/2021/PL-E

Confidential — for internal use only!




Sample Model Variations from the COR Equipment Cart Series

uG210

uG110

Equipment Cart, wide, small, rides on 4 antistatic
dual wheels equipped with locking brakes, mains
switch on cover, energy beam with integrated
electrical subdistributors with 6 sockets,

grounding plugs,
Dimensions:
Equipment cart: 830 x 1265 x 730

mm (w x h x d),

Shelf: 630 x 25 x 510 mm (w x h x d),

Caster diameter: 150 mm
including:

Base Module, equipment cart, wide

Cover, equipment cart, wide

Beam Package, equipment cart, small

Shelf, wide
2x Drawer Unit with Lock, wide
2x Equipment Rail, long

1. Ratukai 4 vnt., keturi i$ jy
fiksuojami ir antistatiniai;

2. 2 vnt. lentyny;

3. 1 kanalas jrangos laidams
paslépti.

-

Equipment Cart, narrow, small, rides on

4 antistatic dual wheels equipped with locking
brakes, mains switch on cover, energy beam
with integrated electrical subdistributors with

6 sockets, grounding plugs,
Dimensions:

Equipment cart: 660 x 1265 x 730
Shelf: 450 x 25 x 510 mm (w x h x
Caster diameter: 150 mm
including:

mm (w X h x d),
d),

Base Module, equipment cart, narrow

Cover, equipment cart, narrow

Beam Package, equipment cart, small

2x Shelf, narrow
Drawer Unit with Lock, narrow
2x Equipment Rail, long

© KARL STORZ 96212018 UNITS 2.1 02/2021/EW-E
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Available Accessories

UGE10 Sliding Tray Holder, max. load 20 kg,
narrow Dimensions: 450 x 510 mm (w x d)
UG611 Sliding Tray Holder, max. load 20 kg,
wide Dimensions: 630 x 510 mm (w x d)
1. Suderinamas su
siiloma kameros galva.
—=|2. Tvirtinasi prie sidlomo
mobilaus vezimélio.
| _Il‘
‘3 | > < for storing camera heads, with
detachable inlays, compatible with
el Camera Holder all KARL STORZ endoscopy camera
L ‘ heads
LI | ]
UG613 Holder, for support for mounting Bottle Stand Holder
element 20300033
for improved stability in combination
. with a monitor holding arm,
Heisie Counterweight Plate Dimensions: 356 x 6 x 478 mm
(wx hxd)
for improved stability in combination
UG615 Auxiliary with a monitor holding arm,
Counterweight Plate Dimensions: 290 x 6 x 478 mm
(wx hxd)
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STQ‘RZ Beschreibung Description Descripcion
KARL STORZ — ENDOSKOPE
3 Beschreibung 3 Description 3 Descripcion
3.1 Anzeige- und Bedienelemente 3.1 Display and control elements 3.1 Elementos de indicacion y de

Die Aktivierungsbalken (@ - @)
leuchten gelb oder blau auf, sobald ein
Instrument an der zugehorigen Buchse
aktiviert wird.

While activating an instrument,

the activation bar (D - @) of the
corresponding socket illuminates yellow
or blue.

La barra de activacion (@ - @) se
enciende de color amarillo 0 azul tan
pronto como se activa un instrumento
en el conector correspondiente.

3.1.1 Bedienelemente der Vorderseite

ORL

S autocon Il 400
KARL STORZ — ENDOSKOPE
PROGRAM NAME E

®

Standby button

(ON — surrounded by a white light)

Symbol ‘Standby button’

Neutral electrode isolated from ground for HF
Symbol ‘CF type applied part with defibrillatio
protection’

Symbol ‘Observe instruction manual’
Touch screen with mode selection buttons
Activation bar upper unipolar socket
Activation bar lower unipolar socket
Activation bar upper bipolar socket
Activation bar lower bipolar socket

Standby-Taster
(EIN = weiB umleuchtet)

Symbol »Standby Taster«
Neutralelektrode bei HF von Erde isoliert

Symbol »Defibrillationsgeschiitztes
Anwendungsteil des Typs CF«

Symbol »Gebrauchsanweisung befolgen«
Touchscreen mit Aktivierungstasten der Modi
Aktivierungsbalken obere unipolare Buchse
Aktivierungsbalken untere unipolare Buchse
Aktivierungsbalken obere bipolare Buchse
Aktivierungsbalken untere bipolare Buchse

CICICICICICINCICIC NS
CICICISICICENCICIC NG

3.1.1 Control elements on the front panel

mando

3.1.1 Elementos de mando de la parte

PP 0 68®d O

delantera

2. Lietimui jautrus
valdymo ekranas;

imbolo “Pulsador standby”
Electrodo neutro para AF aislado de tierra

Simbolo “Pieza de aplicacion protegida contra
desfibrilacion de la clase CF”

Simbolo “Consultar el Manual de instrucciones”

Pantalla tactil con teclas de activacion de los
modos

Barra de activacion del conector unipolar superior
Barra de activacion del conector unipolar inferior
Barra de activacion del conector bipolar superior
Barra de activacion del conector bipolar inferior
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3.1. 14 monopoliniy
KARL STORZ — ENDOSKOPE

pjovimo rezimuy;
|

5.6 Modus-Ubersicht 5.6 Mode overview

Im Folgenden erhalten Sie eine Ubersicht tber die An overview of the current types that ¢
mit dem HF-Gerat ausfuhrbaren Stromarten. executed with the HF device is shg

5.6 Vista general de los modos

A continuacion se expone una vista general de los
below. tipos de corriente que pueden ejecutarse con el

3.4. 6 pulsuojantys
monopoliniai rezimai
darbui su endoskopu

5.6.1 Unipolare Modi

5.6.1 Unipolar modes

aparato de AF.

5.6.1 Modos unipolares

Bildzeichen Modus | Bezeichnung Cutting mode Designation Pictograma de Denominacion
Schneiden symbol modo Corte
{ Laparoskopie { Laparoscopy { Laparoscopia
/ Standard / Standard / Estandar
Mikro Micro Micro
Resektion Resection Reseccion

7

Sl

Resektion C-Cut®

n

gt i

y

Resection C-Cut®

o

R & =

7

Reseccién C-Cut®

{
\
)
y
A

Supraloop

{
\
)

-

Supraloop

{
\
y
3
)

Supraloop

Trocken

Dry

Seco

Gastro Loop 1

RN

|

Gastro Loop 1

Gastro Loop 1

Gastra |l oop 2

SN

K

Gastro Loop 2

RRKE

Gastro Loop 2

.

Gastro Loop 3

.

Gastro Loop 3

.

Gastro Loop 3

|

Gastro Knife 1

|

Gastro Knife 1

|

Gastro Knife 1
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Bildzeichen Modus
Schneiden

Bezeichnung

Cutting mode
symbol

Designation

Pictograma de
modo Corte

Denominacion

%7

Gastro Knife 2

;‘@i

Gastro Knife 2

&

Gastro Knife 2

%

Gastro Knife 3

“’4/

Gastro Knife 3

"j@f

Gastro Knife 3

3.2. 14 monopolinés

koaguliacijos rezimuy;

¥

¥

BN

¥

; Argon* , Argon* ; Argén*
[ \L= [\ [\l
ildz Bezeichnung Coagulation mode | Designation Pictograma de Denominacion
Koagulieren symbol modo Coagulacion
Laparoskopie Laparoscopy Laparoscopia
/. S S
e —le _—te
7 Moderat 7 Moderate 7 Moderado
. . A
Nt A et
Forciert coag Forced coag Coag. forzada
/‘/' Resektion e Resection /‘/' Reseccion
/ Spray Spray / Spray
- > - >

N

W7
X

Forciert mixed

*/
N\

Forced mixed

N

S

Forzado mezclado

Forciert cutting

Forced cutting

Corte forzado

Gastro Coag

Gastro Coag

Gastro Coag

s
3/
7
4
o

Argon flexibel*

7
7
3/
7
{4
o

Argon flexible*

7
/
b
/4
e

Argon flexible*
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Bildzeichen Modus | Bezeichnung Coagulation mode | Designation Pictograma de Denominacion
Koagulieren symbol modo Coagulacion
4 Argon flex. Puls* 4 Argon flex. pulse* 4 Argon flex. puls*
/ /
-—k -—k -—k
4 Argon offen* 4 Argon open* K Argdn abierto*
é' év
Cardiac Thorax .- Cardiac Thorax .- Cardiaco torax
7L L
Cardiac Mammaria e Cardiac Mammary = Cardiaco mamaria
et ]
SimCoag SimCoag SimCoag
@ * Diese Modi sind in nur Verbindung mit @ * These modes can only be activated in @ * Estos modos solamente pueden activarse

en combinacion con un coagulador de argon.
Si asi lo desea, nuestro Servicio Técnico le
informara con mucho gusto de las posibles
combinaciones disponibles.

einem Argon-Beamer aktivierbar.
Unser Service informiert Sie gerne
Uber die zur Verfligung stehenden
Kombinationsmoglichkeiten.

combination with an Argon beamer.

Our service team will be happy to provide
you with information on the available
combination options.
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3.3. 9 bipolinés

koaguliacijos rezimai;

5.6.2 Bipolare Modi

5.6.2 Bipolar modes

5.6.2 Modos bipolares

Bildzeichen | Bezeichnung Cutting Designation Pictograma | Denominacion
Modus mode de modo
Schneiden symbol Corte

Bip. Schneiden Bip. cutting Corte bip.

A

Bipolare Schere

Bipolar scissors

M A

Tijeras bipolares

Bip. Resektion

Bip. resection

Reseccion bip.

"

Bip. Vaporisation

BRNA

Bip. vaporization

Vaporizacion bip.

Bildzeichen | Bezeichnung Coagulation | Designation Pictograma | Denominacién
“iviodus mode de modo
Koagulieren symbol Coagulacion
7 RoBi® > RoBi® 7 RoBi®

ol Ll 5

Laparoskopie Laparoscopy Laparoscopia
1/ " "

Standard Standard Estandar

Bip. Resektion

Bip. resection

Reseccion bip.

-
4
»

Bip. Vaporisation

-
4
L3

Bip. vaporization

-
4
»

Vaporizacion bip.

BiVascularSafe*

BiVascularSafe*

BiVascularSafe*

N N
\

BiVascularSafe Open Surgery*

NN
\

BiVascularSafe Open Surgery*

NN
\

BiVascularSafe Open Surgery*
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Bildzeichen | Bezeichnung
Modus
Koagulieren

Coagulation | Designation

Pictograma | Denominacion
de modo
Coagulacion

Standard AUTO
e

Standard AUTO

Standard AUTO
e

Bipolare Schere
-

Tijeras bipolares
—

,‘/
/ Mikro
R

Micro

mode
symbol
B
Bipolar scissors
—
B

Micro
B

Forciert

7,

Forced

e

/,.' Forzada
ke

@ * Diese Modi sind verflgbar bei der
Gerateversion UH 401 und UH401U.

Die Angaben Uber Einstellwerte,
Applikationsstellen, Applikationsdauer und den
Gebrauch der Instrumentarien beruhen auf
klinischen Erfahrungen. Es handelt sich jedoch
lediglich um Richtwerte, die von dem Operateur
auf ihre Anwendbarkeit gepruft werden mussen.
Abhangig von den individuellen Gegebenheiten
kann es erforderlich sein, von den Angaben
abzuweichen. Infolge von Forschung und
klinischen Erfahrungen ist die Medizin standigen
Entwicklungen unterworfen. Auch daraus kann
sich ergeben, dass eine Abweichung von den hier
enthaltenen Angaben sinnvoll sein kann.

@ * These modes are available for the device
versions UH401 and UH401U.

The information and data regarding settings,
application points, application duration and
instrument use are based on clinical practice.
However, these are only basic guidelines which
must be tested for suitability by the operator.
Depending on individual conditions, it may be
necessary to deviate from the provided data.
Medical practice is continuously evolving as a
result of R&D and clinical experience. This may
also make deviations from the provided data
necessary.

@ * Estos modos estan disponibles con las
versiones del aparato UH 401 y UH401U.

Los datos relativos a valores de ajuste, lugares
de aplicacion, duracion de la aplicacion y empleo
de instrumental estan basados en experiencias
clinicas. No obstante, constituyen meros valores
orientativos y el cirujano ha de comprobar que
sean aplicables. En funcion de las circunstancias
especfficas, puede resultar necesario desviarse
de estos datos. La medicina esta sujeta a un
desarrollo constante como consecuencia de

la investigacion y de la experiencia clinica.

Ello también puede tener como resultado que
posiblemente sea recomendable desviarse de los
datos aqui indicados.
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4. Instaliuota galios
savireguliacijos funkcija
(priklausomai nuo
pjaunamo audinio
\varzos);

5.7 Unipolare Modi Schneiden
5.7.1 Laparoskopie

Dieser Modus wird in der Laparoskopie und Arthro-
skopie zum unipolaren Schneiden verwendet.

Anwendungsgebiete
Laparoskopie, Arthroskopie
Geeignete Instrumente

o Arthroskopie-Elektroden
e | aparoskopie-Elektroden

5.7.2 Standard

In diesem Modus wird ein leistungsstarker
HF-Strom mit geringem Crestfaktor fir Schnitte in
biologischem Gewebe eingesetzt.

Bietichtibogenregeiung des ARC CONTROt passt
die Leistungsabgabe bei Gewebeunterschieden
und Veranderungen von Schnittflache oder
-geschwindigkeit auf das erforderliche Minimum an.

Anwendungsgebiete

Schneiden mit niedrigem elektrischem
Gewebewiderstand, z. B. Muskelgewebe oder
vaskularisiertes Gewebe

Schneiden oder Praparieren von feinen Strukturen
Geeignete Instrumente

e Nadelelektroden

* Messerelektroden

e Spatelelektroden

e Schlingenelektroden

5.7 Unipolar cutting modes
5.7.1 Laparoscopy

This mode is used in laparoscopy and arthroscopy
for unipolar cutting.

Application areas
Laparoscopy, arthroscopy
Suitable instruments

e Arthroscopy electrodes
e | aparoscopy electrodes

5.7.2 Standard

In this mode a high-performance HF current with
a low crest factor is used for cutting biological
tissue.

ARC CONTROL adjusts the power output to the
minimum required level in response to variations
in tissue type and changes in the cutting area or
speed.

Application areas

Cutting tissue with low electrical resistance, such
as muscle tissue or vascular tissue.

Cutting or preparing fine structures

Suitable instruments
* Needle electrodes

¢ Knife electrodes

e Spatula electrodes
e | oop electrodes

5.7 Modos unipolares Corte
5.7.1 Laparoscopia

Este modo se emplea con fines de corte unipolar
en laparoscopia y artroscopia.

Campos de aplicacion
Laparoscopia, artroscopia
Instrumentos apropiados

e Electrodos para artroscopia
e Electrodos para laparoscopia

5.7.2 Estandar

En este modo se emplea una corriente de AF de
gran potencia con factor de cresta muy reducido
para practicar cortes en tejido bioldgico.

La regulacion del arco voltaico del ARC CONTROL
adapta la potencia suministrada, reduciéndola al
minimo necesario, a las diferentes caracteristicas
del tejido y los cambios en cuanto a la superficie o
la velocidad de corte.

Campos de aplicacion

Corte de tejidos con baja resistencia eléctrica
como, p. €., tejido muscular o vascularizado.

Corte o preparacion de estructuras finas

Instrumentos apropiados
e FElectrodos de aguja

e Electrobisturies

e Electrodos de espatula

e Electrodos de asa
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5.7.7 Trocken

Dieser Modus dient zum unipolaren trockenen
Schneiden. Durch die Erzeugung eines gro3en
geregelten Lichtbogens kann eine deutlich tiefere
Koagulation erreicht werden.

Anwendungsgebiete

Herzchirurgie, Blutstillung von zurtickweichenden
BlutgefaBen im Bereich des Sternums
Geeignete Instrumente

* Messerelektroden

5.7.8 Gastro Loop 1

slow

Dieser Modus wird im Bereich der
Gastroenterologie eingesetzt. Mit
Polypektomieschlingen wird geschnitten und
koaguliert. Die Lichtbogenregelung erzeugt
den Schnitteffekt bei gleichzeitig minimierter
Leistungsabgabe. Der Modus besteht aus
einer Pulsfolge von Schneidstrom und
Koagulationsphase. Mit der eher langsamen
Pulsfolge von 1 Schneidimpuls pro Sekunde ist
dieser Modus fur besonders vorsichtiges Arbeiten
geeignet.

Anwendungsgebiete

Abtragen von Polypen mit Polypektomieschlingen
Uber flexible Endoskope

Geeignete Instrumente
e Polypektomieschlingen

5.7.7 Dry

This mode is used for unipolar dry cutting. A
large, controlled arc is generated, which allows
significantly deeper coagulation to be obtained.

Application areas

Cardiac surgery and blood coagulation in
retracting blood vessels in the sternum region.
Suitable instruments

e Knife electrodes

5.7.8 Gastro Loop 1

slow

® This mode is used in gastroenterology.
Polypectomy snares are used for cutting and
coagulation. Arc control generates the cutting
effect with simultaneously minimized output
power. This mode consists of a series of cutting
current pulses followed by a coagulation phase.
With a relatively slow pulse rate of 1 cutting pulse
per second, this mode is suitable for especially
cautious work.

Application areas

Polyp removal using polypectomy snares and
flexible endoscopy.

Suitable instruments
e Polypectomy snares

5.7.7 Seco

Este modo sirve para practicar un corte seco
unipolar. Generando un arco voltaico regulado de
gran tamano puede obtenerse una coagulacion
notablemente mas profunda.

Campos de aplicacion

Cirugia cardiaca, hemostasia de vasos sanguineos
con retraccion en el drea del esterndn.
Instrumentos apropiados

e Electrobisturies

5.7.8 Gastro Loop 1

slow

Este modo se emplea en la especialidad de
gastroenterologia. Para cortar y coagular se
utilizan asas para polipectomia. La regulacion
del arco voltaico genera el efecto de corte,
suministrando al mismo tiempo la minima
potencia necesaria. El modo consta de una serie
de impulsos de corriente de corte y fase de
coagulacion. Con la serie de impulsos mas bien
lenta, de 1 impulso de corte por segundo, este
modo es idéneo para operaciones que requieran
particular cuidado.

Campos de aplicacion

Extirpacion de pdlipos con asas para polipectomia
utilizadas con endoscopios flexibles

Instrumentos apropiados
e Asas para polipectomia
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5.7.9 Gastro Loop 2

Dieser Modus wird im Bereich der
Gastroenterologie eingesetzt.

Mit Polypektomieschlingen wird geschnitten

und koaguliert. Die Lichtbogenregelung

erzeugt den Schnitteffekt bei gleichzeitig
minimierter Leistungsabgabe. Der Modus
besteht aus einer Pulsfolge von Schneidstrom
und Koagulationsphase. Mit der dynamischen
Pulsfolge von 1,5 Schneidimpulsen pro Sekunde
ist dieser Modus fur getibte Anwender geeignet.

Anwendungsgebiete

Abtragen von Polypen mit Polypektomieschlingen
Uber flexible Endoskope, dynamische Pulsfolge fur
gelbte Anwender

Geeignete Instrumente
* Polypektomieschlingen

5.7.10 Gastro Loop 3

fast

Dieser Modus wird im Bereich der Gastroentero-
logie eingesetzt. Mit Polypektomieschlingen wird
geschnitten und koaguliert. Die Lichtbogenregelung
erzeugt den Schnitteffekt bei gleichzeitig minimierter
Leistungsabgabe. Der Modus besteht aus einer
Pulsfolge von Schneidstrom und Koagulationsphase.
Mit der dynamischen und schnellen Pulsfolge von
2,2 Schneidimpulsen pro Sekunde ist dieser Modus
fUr sehr versierte Anwender geeignet.

Anwendungsgebiete

Abtragen von Polypen mit Polypektomieschlingen
Uber flexible Endoskope, dynamische schnelle
Pulsfolge fur versierte Anwender

Geeignete Instrumente
e Polypektomieschlingen

5.7.9 Gastro Loop 2

This mode is used in gastroenterology.

Polypectomy snares are used for cutting and
coagulation. Arc control generates the cutting
effect with simultaneously minimized output power.
This mode consists of a series of cutting current
pulses followed by a coagulation phase. With

a dynamic pulse rate of 1.5 cutting pulses per
second this mode is suited to experienced users.

Application areas

Polyp removal using polypectomy snares and
flexible endoscopy, with dynamic pulse rate for
experienced users.

Suitable instruments
e Polypectomy snares

5.7.10 Gastro Loop 3

fast

This mode is used in gastroenterology.
Polypectomy snares are used for cutting and
coagulation. Arc control generates the cutting effect
with simultaneously minimized output power. This
mode consists of a series of cutting current pulses
followed by a coagulation phase. With a dynamic
and fast pulse rate of 2.2 cutting pulses per second,
this mode is suitable for advanced users.

Application areas

Polyp removal using polypectomy snares and
flexible endoscopy, with dynamic fast pulse rate
for advanced users.

Suitable instruments
e Polypectomy snares

5.7.9 Gastro Loop 2

Este modo se emplea en la especialidad de
gastroenterologia.

Para cortar y coagular se utilizan asas para poli-
pectomia. La regulacion del arco voltaico genera el
efecto de corte, suministrando al mismo tiempo la
minima potencia necesaria. El modo consta de una
serie de impulsos de corriente de corte y fase de
coagulacion. Al suministrar una frecuencia dinamica
de 1,5 impulsos de corte por segundo, este modo
es idéneo para usuarios experimentados.

Campos de aplicacion

Extirpacion de pdlipos con asas para polipectomia
utilizadas con endoscopios flexibles, frecuencia
dinamica para usuarios experimentados

Instrumentos apropiados
e Asas para polipectomia

5.7.10 Gastro Loop 3

fast

Este modo se emplea en la especialidad de gastroen-
terologia. Para cortar y coagular se utilizan asas para
polipectomia. La regulacion del arco voltaico genera
el efecto de corte suministrando al mismo tiempo la
minima potencia necesaria. El modo consta de una
repeticion de impulsos de fase de corriente de corte
y coagulacion. Al suministrar una frecuencia dinamica
y répida de 2,2 impulsos de corte por segundo, este
modo es idéneo para usuarios muy experimentados.

Campos de aplicacion

Extirpacion de polipos con asas para polipectomia
utilizadas con endoscopios flexibles, frecuencia
dinamica rapida para usuarios muy experimentados

Instrumentos apropiados
e Asas para polipectomia
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5.7.11 Gastro Knife 1

slow j
Dieser Modus wird im Bereich der Gastro-
enterologie eingesetzt. Mit Instrumenten fur die
Papillotomie und endoskopische Resektionen wird
geschnitten und koaguliert. Die Lichtbogenregelung
erzeugt den Schnitteffekt bei gleichzeitig minimierter
Leistungsabgabe. Dieser Modus besteht aus einer
Pulsfolge von Schneidstrom und Koagulations-
phase. Mit der eher langsamen Pulsfolge von
1,3 Schneidimpulsen pro Sekunde ist dieser Modus
flr besonders vorsichtiges Arbeiten geeignet.

Anwendungsgebiete

Einschneiden von Papillen mit einem Papillotom
Uber flexible Endoskope, Resektion mit
Nadelmessern, langsame Pulsfolge fur vorsichtiges
Arbeiten.

Geeignete Instrumente
e Papillotome
e Nadelmesser

5.7.12 Gastro Knife 2

medium I

Dieser Modus wird im Bereich der
Gastroenterologie eingesetzt. Mit Instrumenten
fUr die Papillotomie und endoskopische
Resektionen wird geschnitten und koaguliert. Die
Lichtbogenregelung erzeugt den Schnitteffekt
bei gleichzeitig minimierter Leistungsabgabe.
Dieser Modus besteht aus einer Pulsfolge von
Schneidstrom und Koagulationsphase.

Mit der dynamischen Pulsfolge von

1,8 Schneidimpulsen pro Sekunde ist dieser
Modus fUr gelibte Anwender geeignet.

5.7.11 Gastro Knife 1

slow j
This mode is used in gastroenterology.
Instruments for papillotomy and endoscopic
resections are used for cutting and coagulation.
Arc control generates the cutting effect with
simultaneously minimized output power. This
mode consists of a series of cutting current pulses
followed by a coagulation phase. With a relatively

slow pulse rate of 1.3 cutting pulses per second,
this mode is suitable for especially cautious work.

Application areas

Papilla incision using a papillotome and flexible
endoscopy, resection with needle knives; slow
pulse rate for cautious work.

Suitable instruments
e Papillotomes
e Needle knives

5.7.12 Gastro Knife 2

medium j

@This mode is used in gastroenterology.

Instruments for papillotomy and endoscopic
resections are used for cutting and coagulation.
Arc control generates the cutting effect with
simultaneously minimized output power. This
mode consists of a series of cutting current pulses
followed by a coagulation phase.

With a dynamic pulse rate of 1.8 cutting pulses
per second, this mode is suitable for experienced
users.

5.7.11 Gastro Knife 1

slow I
Este modo se emplea en la especialidad de gas-
troenterologia. Para practicar el corte y la coagu-
lacion se utilizan instrumentos para papilotomia y
resecciones endoscopicas. La regulacion del arco
voltaico genera el efecto de corte, suministrando al
mismo tiempo la minima potencia necesaria. Este
modo consta de una serie de impulsos de corriente
de corte y fase de coagulacion. Al suministrar una
frecuencia mas bien lenta, de 1,3 impulsos de corte
por segundo, este modo es idéneo para operacio-
nes que requieran particular cuidado.

Campos de aplicacion

Corte de papilas con un papilétomo utilizado con
endoscopios flexibles, reseccion con bisturies

de aguja, frecuencia lenta de impulsos para
operaciones que requieran particular cuidado.

Instrumentos apropiados
e Papilétomos
e Bisturies de aguja

5.7.12 Gastro Knife 2

medium I

Este modo se emplea en la especialidad de gas-
troenterologia. Para practicar el corte y la coagu-
lacion se utilizan instrumentos para papilotomia y
resecciones endoscopicas. La regulacion del arco
voltaico genera el efecto de corte, suministrando
al mismo tiempo la minima potencia necesaria.
Este modo consta de una serie de impulsos de
corriente de corte y fase de coagulacion.

Al suministrar una frecuencia dinamica de

1,8 impulsos de corte por segundo, este modo es
idoneo para usuarios experimentados.
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Anwendungsgebiete

Einschneiden von Papillen mit einem Papillotom
Uber flexible Endoskope, Resektion mit
Nadelmessern, dynamische Pulsfolge fur getibte
Anwender.

Geeignete Instrumente
e Papillotome
¢ Nadelmesser

5.7.13 Gastro Knife 3

fast [
Dieser Modus wird im Bereich der
Gastroenterologie eingesetzt. Mit Instrumenten
fur die Papillotomie und endoskopische
Resektionen wird geschnitten und koaguliert. Die
Lichtbogenregelung erzeugt den Schnitteffekt
bei gleichzeitig minimierter Leistungsabgabe.
Dieser Modus besteht aus einer Pulsfolge von
Schneidstrom und Koagulationsphase. Mit
der dynamischen und schnellen Pulsfolge von
2,2 Schneidimpulsen pro Sekunde ist dieser
Modus fUr sehr versierte Anwender geeignet.

Anwendungsgebiete

Einschneiden von Papillen mit einem Papillotom
Uber flexible Endoskope, Resektion mit
Nadelmessern, dynamische schnelle Pulsfolge fur
versierte Anwender.

Geeignete Instrumente
e Papillotome
e Nadelmesser

Application areas

Papilla incision using a papillotome and flexible
endoscopy, resection with needle knives; dynamic
pulse rate for experienced users.

Suitable instruments
e Papillotomes
e Needle knives

5.7.13 Gastro Knife 3

Y4

® This mode is used in gastroenterology.

Instruments for papillotomy and endoscopic
resections are used for cutting and coagulation.
Arc control generates the cutting effect with
simultaneously minimized output power. This
mode consists of a series of cutting current pulses
followed by a coagulation phase. With a dynamic
and fast pulse rate of 2.2 cutting pulses per
second, this mode is suitable for advanced users.

Application areas

Papilla incision using a papillotome and flexible
endoscopy, resection with needle knives; dynamic
fast pulse rate for advanced users.

Suitable instruments
e Papillotomes
¢ Needle knives

Campos de aplicacion

Corte de papilas con un papilétomo utilizado con
endoscopios flexibles, reseccion con bisturies

de aguja, frecuencia dinamica de impulsos para
usuarios experimentados.

Instrumentos apropiados
e Papilétomos
e Bisturies de aguja

5.7.13 Gastro Knife 3

fast I
Este modo se emplea en la especialidad de gas-
troenterologia. Para practicar el corte y la coagu-
lacion se utilizan instrumentos para papilotomia y
resecciones endoscopicas. La regulacion del arco
voltaico genera el efecto de corte, suministrando
al mismo tiempo la minima potencia necesaria.
Este modo consta de una serie de impulsos
de corriente de corte y fase de coagulacion. Al
suministrar una frecuencia dinamica y rapida de
2,2 impulsos de corte por segundo, este modo es
idoneo para usuarios muy experimentados.

Campos de aplicacion

Corte de papilas con un papilétomo utilizado con
endoscopios flexibles, reseccion con bisturies de
aguja, frecuencia dinamica rapida de impulsos
para usuarios experimentados.

Instrumentos apropiados
e Papilétomos
e Bisturies de aguja
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5.9.3 Bip. Resektion —>

Dieser bipolare Modus wird in der Gynakologie
und in der Urologie bei der Resektion

mit Schlingenelektroden unter leitfahiger
Spulflussigkeit (Kochsalzlésung) eingesetzt. Die
Lichtbogenregelung erzeugt den Schnitteffekt bei
gleichzeitig minimierter Leistungsabgabe. ARC-
Control bewirkt unverzigliches Schneiden und
vermeidet ein Verkleben der Elektrode.

@ Auf die Verwendung von NaCl als
Spulflissigkeit achten.

Wahrend der Anwendung eine Dauerspulung
durchfuhren.

AusschlieBlich leitfahiges Gleitgel verwenden, da
ansonsten Schadigungen der Harnrohre auftreten
kénnen.

Daueraktivierungen vermeiden.

Anwendungsgebiete

Hysteroskopie, Transurethrale Resektion
Prostata (TUR-P), Operative Behandlung von
Blasentumoren (TUR-BT).

Geeignete Instrumente
e Resektoskop (bipolar)
e Resektionsschlinge

@ Optimale Ergebnisse sind ausschlieBlich bei
der Verwendung des codierten KARL STORZ
Resektionskabels moglich.

5.9.3 Bip. resection

This bipolar mode is used in gynecology and in
urology for resection with loop electrodes under
conductive irrigant solution (saline). Arc control

generates the cutting effect with simultaneously
minimized output power. ARC Control facilitates
direct cutting and prevents electrode adhesion.

@ Make sure that NaCl is used as an irrigation
medium.

Secure a continuous irrigation during the
application.

Always use conductive lubricants to avoid
damages of the urethra.

Avoid continuous activations.

Application areas

Hysteroscopy, transurethral prostate resection

(TUR-P), surgical treatment of bladder tumors

(TUR-BT).

Suitable instruments

e Resectoscope (bipolar)

e Resection loop

@ Optimum results are possible only when
using the coded KARL STORZ resection
cable.

5.9.3 Reseccion bip.

Este modo bipolar se utiliza en ginecologia y uro-
logia para practicar una reseccion con electrodos
de asa usando liquido de irrigacion conductivo
(solucion fisioldgica salina). La regulacion del arco
voltaico genera el efecto de corte, suministrando
al mismo tiempo la minima potencia necesaria.
ARC Control produce cortes inmediatos y evita
que el electrodo quede adherido.

@ Asegurese de que se utiliza NaCl como
liquido de irrigacion.

Asegurese de que la irrigacion es continua durante

la aplicacion.

Utilice siempre lubricantes conductivos para evitar

lesiones en la uretra.

Evite activaciones continuas.

Campos de aplicacion

Histeroscopia, reseccion transuretral de la prostata
(RTU-P), tratamiento quirdrgico de tumores
vesicales (RTU-TV).

Instrumentos apropiados
e Resectoscopio (bipolar)
e Asa de reseccion

@ Para obtener resultados éptimos es
indispensable utilizar el cable de reseccion
KARL STORZ codificado.
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5.9.4 Bip. Vaporisation

Dieser bipolare Modus wird in der Gynakologie
und in der Urologie bei der Vaporisation
eingesetzt. Bei Gewebekontakt findet unmittelbar
die ZUndung des Lichtbogens statt was eine
zUgige Gewebevaporisation mit geringer
Warmeausbreitung in die Umgebung ermdglicht.

@ Auf die Verwendung von NaCl als
Spulflissigkeit achten.
Wahrend der Anwendung eine Dauerspulung
durchfuhren.
AusschlieBlich leitfahiges Gleitgel verwenden,
da ansonsten Schadigungen der Harnrdhre
auftreten konnen.
Daueraktivierungen vermeiden.

Anwendungsgebiete

Hysteroskopie, Transurethrale Resektion
Prostata (TUR-P), Operative Behandlung von
Blasentumoren (TUR-BT), Vaporisation des
Prostatagewebes (TUR-VAP).

Geeignete Instrumente

e Resektoskop (bipolar)

e Vaporisations-Elektrode

Bipolare Scheren nur mit den Stromformen

Bipolare Schere Schneiden bzw. Koagulieren
betreiben.

5.10 Bipolare Modi Koagulieren
5.10.1 RoBi®

Dieser Modus speziell flir RoBi® wird zur
Koagulation in Verbindung mit bipolaren
laparoskopischen Instrumenten eingesetzt.

5.9.4 Bip. vaporization

This bipolar mode is used in gynecology and
urology with vaporization. Upon tissue contact
the arc is ignited directly resulting in rapid tissue
vaporization with minimal heat emission to the
surrounding area.

@ Make sure that NaCl is used as an irrigation
medium.
Secure a continuous irrigation during the
application.
Always use conductive lubricants to avoid
damages of the urethra.
Avoid continuous activations.

Application areas

Hysteroscopy, transurethral prostate resection
(TUR-P), surgical treatment of bladder tumors
(TUR-BT), vaporization of prostate tissue (TUR-
VAP).

Suitable instruments
e Resectoscope (bipolar)
e \aporization electrode

Bipolar scissors should only be operated with
the current type bipolar scissors for cutting or
coagulation.

5.10 Bipolar coagulation modes
5.10.1 RoBi®

This mode designed specially for RoBi® is used
for coagulation in combination with bipolar
laparoscopic instruments.

5.9.4 Vaporizacion bip.

Este modo bipolar se utiliza para la vaporizacion
en ginecologia y urologia. Al entrar en contacto
con tejido, inmediatamente tiene lugar la
formacién del arco voltaico, lo que permite

una rapida vaporizacion del tejido con escasa
dispersion de calor en el entorno.

@ Asegurese de que se utiliza NaCl como
liquido de irrigacion.
Asegurese de que la irrigacion es continua
durante la aplicacion.
Utilice siempre lubricantes conductivos para
evitar lesiones en la uretra.

Evite activaciones continuas.
Campos de aplicacion

Histeroscopia, reseccion transuretral de la prostata
(RTU-P), tratamiento quirdrgico de tumores
vesicales (RTU-TV), vaporizacion de tejido de la
prostata (RTU-VAP).

Instrumentos apropiados
e Resectoscopio (bipolar)
e Electrodo de vaporizacion

Utilice tijeras bipolares solamente con los tipos
de corriente Corte o Coagulacion bipolar Tijeras
bipolares.

5.10 Modos de coagulacién bipolar
5.10.1 RoBi®

Este modo especifico para RoBi® se utiliza para
la coagulacion en combinacion con instrumentos
laparoscépicos bipolares.
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5.11.12 Basis-Programme (Prozeduren)
Prozeduren sind Programme, in denen Parame-
ter wie Spannung und Leistung, fur fachgebiets-
spezifische, medizinische Eingriffe festgelegt sind.
Sie kénnen entweder eigene Prozeduren/
Programme erstellen (sieche Abschnitt

5.11.8) oder auf von KARL STORZ definierte
Prozeduren zurlckgreifen. Diese Prozeduren

sind unterschiedlichen Fachgebieten, wie

z.B. Urologie, Laparoskopie usw. zugeordnet
und beginnen mit der Nummer 0100.
StandardmaBig (Auslieferungszustand) sind

alle fachgebietsspezifischen KARL STORZ
Prozeduren/Programme sowie ein Standard-
Programm freigeschaltet (sichtbar). Diese
Programme sowie neu erstellte kdnnen nicht
verandert oder geldscht werden (auBer die ent-
sprechende Einstellung im MenU Service-Program
Restrictions — Abschnitt 5.11.4 — wurde geandert).
In diesem MenU kdnnen Sie auch die Fachgebiets-
prozeduren »anwendergerecht« ein-/ausblenden.

Zur Auswahl siehe Abschnitt 5.11.6 MenU
»Programmec.

®

Beim AUTOCON® IIl 400 sind die werkseitig
eingestellten vordefinierten Prozeduren/Programme
in folgende Benutzergruppen eingeteilt:
e Fachgebiet Urologie (0100-0105; siehe Abb. 51
bis 56)
e Fachgebiet Gynakologie (0200-0208;
siehe Abb. 57 bis 64)
e Fachgebiet Laparoskopie (0300-0303;
siehe Abb. 65 bis 68);
Prozedur 03083: BiVascularSafe nur bei Modellen
UH 401 und UH401U mdglich

e Fachgebiet Gastroenterologie (0400-0401;
siehe Abb. 69 bis 70)

o _Anwendungsbereich offene Chirurgie

Der Prozedurname ist jeweils in der
Statuszeile angezeigt (siehe Abschnitt 5.2.2).

5.11.12 Basic programs (procedures)
Procedures are programs in which parameters
such as voltage and output are determined for
specialist medical interventions.

You can either create your own procedures/
programs (see section 5.11.8) or use procedures
defined by KARL STORZ. These procedures are
assigned to different disciplines, e.g. urology,
laparoscopy and start with the number 0100. All
specialist KARL STORZ procedures/programs
and a standard program are enabled (visible) as
standard (upon delivery). These programs and
newly created ones cannot be changed or deleted
(unless the corresponding setting in the menu
Service — Program Restrictions, section 5.11.4,
has been changed). In this menu you can display/
hide the specialist procedures to suit your needs.

For selection see section 5.11.6 Menu ‘Programs’.

The procedure name is displayed in the
status bar (see section 5.2.2).

The predefined procedures/programs set in the

factory for the AUTOCON® Il 400 are divided into

the following user groups:

e Specialization urology (0100-0105; see Fig. 51
to 56)

e Specialization gynecology (0200-0208;

see Fig. 57 to 64)

Specialization laparoscopy (0300-0303;

see Fig. 65 to 68);

Procedure 0303: BiVascularSafe only possible
with models UH401 and UH401U

®° Specialization gastroenterology (0400-0401;
see Fig. 69 to 70)

* Application open surgery

(0500-0501; siehe Abb. 71 bis 72)
Prozedur 0501: BiVascularSafe nur bei Modellen
UH 401 und UH 401U mdoglich

e Fachgebiet Padiatrie (0600; siehe Abb. 73)

~~ (0500-0501; see Fig. 71 to 72)
Procedure 0501: BiVascularSafe only possible
with models UH 401 and UH401U

e Specialization pediatrics (0600; see Fig. 73)

5.11.12 Programas basicos
(procedimientos)
Los procedimientos son programas en los que
parametros tales como tensién y potencia se han
determinado de forma fija para intervenciones
médicas en especialidades especificas.
Usted puede generar sus propios procedimientos/
programas (véase la seccién 5.11.8) o utilizar los
procedimientos definidos por KARL STORZ. Estos
procedimientos estan asignados a diferentes espe-
cialidades, tales como urologia, laparoscopia, etc., y
comienzan con el nimero 0100. De forma estandar
(estado de suministro) estan habilitados (visibles)
todos los procedimientos/programas KARL STORZ
especificos de especialidades, asi como un progra-
ma estandar. Estos programas, asi como otros crea-
dos nuevos, no pueden ser modificados o borrados
(salvo que se haya modificado el ajuste correspon-
diente en el menu Servicio — Restricciones de pro-
grama — seccién 5.11.4 -). En este menu también
puede insertar/ocultar los procedimientos de espe-
cialidades conforme a los deseos del usuario.

Con respecto a la seleccion, véase la seccion
5.11.6 del menu “Programas”.

@ El nombre del procedimiento aparece

indicado en cada caso en la linea de estado
(véase la seccion 5.2.2).

Los procedimientos/programas predefinidos ajus-

tados de fabrica en el AUTOCON® IIl 400 estan

distribuidos en los siguientes grupos de usuario:

e Especialidad de urologia (0100-0105; véanse

las figs. 51-56)

e Especialidad de ginecologia (0200-0208;
véanse las figs. 57-64)

e Especialidad de laparoscopia (0300-0303;
véanse las figs. 65-68);

Procedimiento 0303: BiVascularSafe solamente
puede aplicarse en los modelos UH401 y UH401U

e Especialidad de gastroenterologia (0400-0401;
véanse las figs. 69-70)

e Campo de aplicacion de cirugia abierta (0500-
0501; véanse las figs. 71-72) Procedimiento
0501: BiVascularSafe solamente puede
aplicarse en los modelos UH 401 y UH 401U

e Especialidad de pediatria (0600; véase la fig. 73)
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9. Saugumo klaseé CF.

10 Technische Daten

10.1 Technische Daten fiir
AUTOCONZ® Ill 400

10 Technical data

10.1 Technical data for
AUTOCON?® IIl 400

10 Datos técnicos

10.1 Datos técnicos de
AUTOCONE® Il 400

Isolationsart/Klassifikation

Insulation type / Classification

Tipo de aislamiento/clasificacion

IEC 60601-1-2: 2007,
IEC 60601-2-2: 2009,
ISO 14971: 2007,
ISO 13485: 2003 +
Cor.1 2009

IEC 60601-1-2: 2007,
IEC 60601-2-2: 2009,
ISO 14971: 2007,
ISO 13485: 2003 +
Cor.1 2009

EMV IEC 60601-1-2 EMC IEC 60601-1-2 CEM CEI 60601-1-2

Schutzklasse nach | Protection class acc. to | | Clase de proteccion |

IEC 60601-1 IEC 60601-1 segun CEl 60601-1

Typ des CF Applied part type CF Tipo de pieza de CF

Anwendungsteils nach according to aplicacion segun

|IEC 60601-1 IEC 60601-1 CEI 60601-1

W 60601-1: Standard compliance | IEC 60601-1: Conformidad con las | CEl 60601-1:

2005+A1:2012, 2005+A1:2012, normas 2005+A1:2012,

CEI 60601-1-2: 2007,
CEl 60601-2-2: 20009,
ISO 14971: 2007,
ISO 13485: 2003 +
Corr.1 2009

Klassifizierung
nach Anhang IX
der EG-Richtlinie
93/42/EWG

llb

Classification according
to Annex IX of the EC
Directive 93/42/EEC

llb

Clasificacion segun b
el Anexo IX de la
Directiva Europea

93/42/CEE

Dieses Medizin-
produkt ist nach der
Medizinprodukte-
Richtlinie (MDD)
93/42/EWG mit
CE-Kennzeichen
versehen.

C€ o123

@ Die dem CE-Kennzeichen nachgestellte

Kennnummer weist die zustandige Benannte

Stelle aus.

This medical device
bears the CE mark
in accordance with
the Medical Device
Directive (MDD)
93/42/EEC.

C€ o123

Este producto médico c E

esta provisto del

simbolo CE segun 01 23
la Medical Device
Directive (MDD)

93/42/CEE.

The code number after the CE mark
indicates the responsible notified body.

@ El nimero de identificacion pospuesto al
simbolo CE designa el organismo notificado
competente.
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Netzeingang 220-240V | 100 - 127 V Power input 220-240V | 100 - 127 V Entrada de 220-240V | 100 - 127 V
(UH 400/ (UH 400U/ (UH 400/ (UH 400U/ corriente (UH 400/ (UH 400U/
UH 401) UH 401U) UH 401) UH 401U) UH 401) UH 401U)

Min. Leistungs- 3W/40 VA | 3W/40 VA Min. power 3W/40 VA |3 W/40 VA Consumo de 3W/40 VA |3 W/40 VA

aufnahme consumption potencia min.

Min. 200 mA 400 mA Min. current 200 mA 400 mA Consumo de 200 mA 400 mA

Stromaufnahme consumption corriente min.

Max. Leistungs- 700 W/ 700 W/ Max. power 700 W/ 700 W/ Potencia consumi- | 700 W/ 700 W/

aufnahme 1150 VA 1150 VA consumption 1150 VA 1150 VA da max. (a 400 W) | 1150 VA 1150 VA

(bei 400 W) (at 400 W) Consumo de 5A 10 A

Max. Strom- 5A 10A Max. power 5A 10A corriente max. @100 V

aufnahme @100V consumption @100V (a 400 W) 8A@127 V

(oei 400 W) 8A@127V | | (at 400 W) 8A@127V | Fisible (el recambio | 2 x5 AH | 2 x 10 AH

Netzsicherung (nur | 2 x 5 AH 2 x 10 AH Line fuse (to be 2 x5AH 2x 10 AH debe ser llevado lento, 250 V | lento, 250 V

durch autorisiertes | trage, 250V | trage, 250V changed only by slow-blow, slow-blow, a cabo exclusiva-

Servicepersonal zu authorized service | 250 V 250 V mente por personal

wechseln) personnel) de servicio técnico

Eingangs- 198 V bis 90 V bis Input voltage range | 198 V to 90 V to autorizado)

spannungsbereich | 264 V 139,7V 264 V 139.7V Margen de tension | 198 V hasta | 90 V hasta

Netzfrequenz 50/60 Hz | 50/60 Hz Power frequency | 50/60 Hz | 50/60 Hz de entrada 264V 139,7V

Anschluss fur v v Connection for v % Frecuencia de red | 50/60 Hz 50/60 Hz

Potentialausgleich potential equalization Conexion v 4

equipotencial

Abmessungen und Gewicht

Dimensions and weight

Dimensiones y peso

Dimensiones del
producto (al x an x pr)

177 x 447 x 457 mm

Produktabmessungen | 177 x 447 x 457 mm Device dimensions 177 X 447 x 457 mm
(HxBxT) (HxWxD)

Nettogewicht 12,5 kg Net weight 12.5 kg
Verpackungsangaben/ | 498 x 530 x 650 mm Packaging information/ | 498 x 530 x 650 mm

-abmessungen Karton

dimensions

Peso neto

12,5 kg

5. Galimybé iSsaugoti
prietaiso atmintyje 300
proceddry;

Indicaciones/dimensio-

498 x 530 x 650 mm

(HxBxT) (HXWxD) nes del embalaje caja
Bruttogewicht 18,2 kg Gross weight 18.2 kg de cartn (al x an x pr)
Peso bruto 18,2 kg

Programme Programs
Anzahl der Programmplatze 300 I Number of programs in the 300 HACCIIED

. device Numero de programas 300
Vorgegebene Fixprogramme Ja
Individuell programmierbar Ja Default programs, factory set Yes Programas fijos predefinidos Si
Anzeige von Informationen auf Ja Individually programmable Yes Programable individualmente Si
dem Display Information shown on the display | Yes Indicacion de informacién en pantalla | Si
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—

Uberwachung der Neutralelektrode

>

Neutral electrode monitoring

Control del electrodo neutro

EASY: El
pplication System

o

EASY: Electrode
Application System

Yes

EASY: Electrode
Application System

Si

6. Pasyvaus paciento
elektrodo kontakto
kontrolés sistema;

Widerstand zwischen
den Teilflachen
geteilter Elektroden

Warnsignal bei
Gefahrdung in
Verbindung mit

optisch, akustisch

Neutralelektroden

Tone Warnton,
Aktivierungstone,
Tastenton,
Startmelodie

Warnanzeige als Text Textmeldung mit

im Display weiterfUhrenden
Informationen

Warning signal for
hazardous conditions
in connection with
neutral electrodes

Visual, acoustic

superficies parciales
de los electrodos
neutros de dos piezas

Anzeige einteilige, Hauptmenu Display of one-piece Main menu and neutral Indicacion electrodo Menu principal y
geteilte und Baby- und Neutral- or split or Baby electrode selection de una pieza, de dos seleccién de electrodo
Elektrode elektrodenauswahl electrode piezas y Baby neutro
Anzeige des Mittels Farb- und Contact resistance Using color and Indicacion en pantalla | mediante indicador
Ubergangs- Kontaktindikator between individual contact indicator de la resistencia cromatico y de
widerstandes zwischen sections of split neutral de paso entre las contacto
den Teilflachen von electrodes shown on superficies parciales
geteilten Neutral- display de los electrodos
elektroden im Display Lead resistance shown | Yes neutros de dos piezas
Anzeige des Ja on the display when Indicacion en pantalla | Si
Leitungswiderstandes a non-split neutral de la resistencia de
bei Verwendung electrode is used conexion al utilizar
einteiliger . . electrodos neutros de
Neutralelektroden im Mapmum permissible | 300 Q una pieza
Display resstan(;e between . : : -

the sections of a split Resistencia max. 300 Q
Max. zulassiger 300 Q electrode permitida entre las

Tones

Warning, activation
and button tones, start
melody

Sefal de advertencia
en caso de peligro
en relacion con
electrodos neutros

visual, acustica

Warning message on
the display

Text message with
further information

Tonos Tono de advertencia,
tonos de activacion,
tono de teclas,
melodia de inicio

Indicacion de Mensaje de texto

advertencia en forma
de texto en pantalla

con informacion
complementaria

103




STORZ

KARL STORZ— ENDOSKOPE

Technische Daten

Technical data

Datos técnicos

Sicherheitseinrichtungen

Safety features

Dispositivos de seguridad

ISSys: Integriertes
Sicherheits-System

Ja

ISSys (Integrated
Safety System)

Yes

Lichtbogenregelung

ARC CONTROL

Arc control

ARC CONTROL

Permanente

Textmeldung mit

Uberwachung der weiterfihrende
HF-Leckstrome und Informatio
Fehlermeldung
Uberwachung a
der Dosierung,
Fehlermeldungim
Display.
manenter Ja
Selbsttest
Permanente Ja

Statusanzeige im
Display

varzos);

4. Instaliuota galios

Anzeige von
Bedienfehlern im
Display

Textmeldung mit
weiterflihrenden
Informationen

savireguliacijos funkcija
(priklausomai nuo
pjaunamo audinio

Anzeige von Textmeldung mit
Systemfehlern im weiterflihrenden
Display Informationen
Sicherheitstechnische | Automatische
Kontrolle (STK) Erinnerungsfunktion
(optional)
Gebrauchsanweisung | Papierform

Continuous monitoring
of HF leakage current
and error message

Text message with
further information

ISSys: Sistema Si

Integrado de

Seguridad

Regulacion del arco ARC CONTROL

voltaico

Monitorizacion
permanente de las
corrientes de fuga de
AF y mensaje de error

Mensaje de texto
con informacién
complementaria

Dosage monitoring Yes
with error message on

the display

Continuous self-test Yes
Continuous status Yes

indication on the
display

Operating errors
shown on the display

Text message with
further information

System errors shown
on the display

Text message with
further information

Supervision de la Si
dosificacion, mensaje

de error en pantalla

Test automatico Si
permanente

Indicacion permanente | Si

del estado en pantalla

Safety inspection

Automatic reminder
function (optional)

Indicacion de errores
de manejo en pantalla

Mensaje de texto
con informacion
complementaria

Instruction manual

Hard copy

Indicacion de errores
de sistema en pantalla

Mensaje de texto
con informacion
complementaria

Control técnico de
seguridad (CTS)

Funcion automatica de
recordatorio (opcional)

Manual de

instrucciones

Formato papel
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Kiihlung Cooling Refrigeracion

Konvektion Ja Convection Yes Conveccion Si

LUfter Ja Temperature- Yes Ventilador con control | Sf

temperaturgesteuert controlled fan de temperatura

Betriebsart Operating mode Modo de servicio

Betriebsart Intermittierend Operating mode Intermittent 10 s/30 s Modo de servicio Intermitente 10/30 s.
10/30 Sek. (an/aus) (on/off) (con./desc.)

Kenndaten Specifications Datos caracteristicos

Max. Monopolar- 400 W (an 200 Q) Max. monopolar 400 W (at 200 Q) Potencia max. 400 W (a 200 Q)

Leistung power monopolar

Max. Bipolar-Leistung | 400 W (an 75 Q) Max. bipolar power 400 W (at 75 Q) Potencia méax. bipolar | 400 W (a 75 Q)

Ausgangsfrequenz

350 kHz / 1 MHz

Qutput frequency

350 kHz / 1 MHz

Frecuencia de salida

350 kHz / 1 MHz

7. Galimybé prijungti 2
monopolinius instrumentus
vienu metu;

Unipolar Buchsen

2x (FuBschaltung und

Unipolar sockets

2x (footswitch and
fingerswitch)

Conectores unipolares

2 (interruptores de
pedal y de dedo)

Bipolar Buchsen

3x (FuBschaltung und

Bipolar sockets

3x (footswitch and

Conectores bipolares

3 (interruptores de

Fingerschaltung) fingerswitch) pedal y de dedo)
Anschluss fur 2X Connection for 2X Conexion para 2
FuBschalter footswitch interruptor de pedal
AUTOSTART Ja / AUTOSTART Yes AUTOSTART Si
Optionen BiVascularSafe Options BiVascularSafe Opciones BiVascularSafe
(UH401 und UHAO1U) (UH401 and UH401U) (UH401 y UH401U)
Lieferumfang Scope of supply Inspection protocol Volumen de suministro | Protocolo de

(siehe Kapitel 3.3)

PrUfprotoko/

(see section 3.3)

(véase el capitulo 3.3)

comprobacion

metu;

8. Galimybeé prijungti du
valdymo pedalus vienu
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Optional Accessories 51 { W [@ZZ

for AUTOCON?®IIl 400 High-End and AUTOCON®III 300 KARL STORZ — ENDOSKOPE

1. Kojinis jungiklis dviejy
pedaly — 1lvnt.;

For use with AUTOCON?® 1l 300 and AUTOCON® Ill 400

UF 901 ne-Pedal HF Footswitch, with button for

switchover function, for use with HF generators

UF 902 Two-Pedal HF Footswitch, with button for switchover
function, for use with HF generators

2. Paciento pasyvaus

</_elektrodo laidas — 1vnt.

27806 US Neutral Electrode Connecting Cable, for use
with Neutral Electrode 27802

27802 Neutral Electrode, contact surface divided into two,
A-=-169 cm?, for single use, package of 50, for use with
AUTOCON® 50/200/350, AUTOCONZ®II 400 all versions,
AUTOCON?®III 400 and AUTOCONE®IIl 300, Connecting
Cable 27806 US required

26520043 Electrode Handle, with 2 buttons for activating the
unipolar generator, yellow button: unipolar cutting,
blue button: unipolar coagulation, Connecting
Cable 26 5200 45 required

26520045 High Frequency Cable, for Electrode Handle 26 5200 43,
length 400 cm, for use with AUTOCON?® Ill 400 and
AUTOCON?® [l 300

u 42 LAP-UNITS 38

5-161



TP HX-Kamerakopf 1.0 07/2015/PL-E

PRODUCT LAUNCH ,,M‘M
HX CAMERA HEAD W

1. ,Full HD" aukstos raiSkos standartas;

Data sheet for HX camera heads

e Resolution: FULL HD

e Scanning method: Progressive scan

¢ Image format: 16:9 5. Zidinio nuotolis (angl.
e Focal length: 16 mm focal length) 16 mm.

e Dimensions: (I x w x h): 100 mm x 3
e Weight: TH 110 and TH 112: 130 g

TH 111 and TH 113: 142 g

e CDS:
o0 Manual wipe disinfection
o Sterilization:
— Ethylene oxide (EtO) 100%

— ASP Sterrad®: 100S ("long" + "short" cycle), NX ("Standard"), 100NX ("Standard" +
"DUO" cycle)

— Steris® AMSCO: V-PRO 1, V-PRO 1 Plus, V-PRO maX
— Steris®: SYSTEM 1E (US only), SYSTEM 1 (outside US)
o High-level disinfection: Cidex 14-Day, Resert XL HLD

e No SPIES™ technologies for standard version

WL CLARA CHROMA SPECTRA AF PDD
HX °
HX-P °
HX FI ° ° ° ° °
HX-P Fl ° ° © e >

/—|3. Skaitmeninis priartinimas
Digital zoom

CF defib safety rating
e Ergonomic design
Freely programmable camera head buttons

21



TP HX-Kamerakopf 1.0 07/2015/PL-E

PRODUCT LAUNCH
HX CAMERA HEAD

3. Advantages at a glance

Ergonomics:

User-friendliness and ergonomics were key
considerations in the development of the

HX series. Its size and weight have been
significantly reduced when compared with the
3-chip series. Ergonomics are achieved by
reducing size and weight but also by adapting
form and function to user needs. We kept the
proven control system via three camera head

buttons. The focus ring is optimally adapted to
the anatomﬁbf the hand and is easy to reach.

Haptics was
aspect. A hig
quality, robu

another important development
Jjh-quality metal casing conveys
stness, and longevity.

Ziedas)

3. (vaizdo fokusavimo




TP HX-Kamerakopf 1.0 07/2015/PL-E

PRODUCT LAUNCH MM
] (
HX CAMERA HEAD w O’M

5. Product positioning

HX CAMERA HEAD (ONE-CHIP) H3 SPIES™ CAMERA HEAD
(THREE-CHIP, ZOOM)

Much smaller and more lightweight than H3-Z (270 g), H3-P (226 g)
the three-chip camera heads

HX and HX FI (130 g), HX-P and

HX-P FI (142 g)

One-chip system Three-chip system

Fixed focus, digital zoom Digital zoom and optical parfocal zoom
(no optical zoom in pendulum version)

HX and HX-P: no SPIES™ technologies All SPIES™ technologies available
available

H3-Z FI ICG-compatible

Future HX-FI camera heads
AF/PDD-compatible

EtO, Steris®, Sterrad® EtO, Steris®, Sterrad®, autoclavable
(for TH 104)

Can be connected to the IMAGE1 X-LINK™  Can be connected to the
IMAGE1 H3-LINK™ and IMAGE 1 HUB™

Brilliant image quality in FULL HD Brilliant image quality in FULL HD
1920 x 1080 (progressive scan) 1920 x 1080 (progressive scan)
CMOS technology CCD technology

Lower price than H3 heads

(The comparative advantages of the individual heads are highlighted in yellow.)

[2. CMOS jutikiis; |
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ZERTIFIKAT e CERTIFICATE ¢

EC Certificate Product Service

Full Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex Il excluding (4)
(Devices in Class lla, llb or Ill)

No. G118 04 84462 012

Manufacturer: KARL STORZ SE & Co. KG
Dr.-Karl-Storz-Stralte 34
78532 Tuttlingen
GERMANY

Facility(ies): KARL STORZ SE & Co. KG
Dr.-Karl-Storz-Stralle 34, 78532 Tuttlingen, GERMANY

Product - medical and surgical instruments
Category(ies): - active surgical instruments
- implantable clamps for ligation of tubings and vessels
- bone implants (non active)
- rigid and flexible endoscopes for diagnostics and
therapy
- active medical devices and surgical auxiliary devices
- cameras, devices and auxiliary devices for imaging
procedure with non ionizing radiation
[for a detailled list of product groups class Il a and
higher we refer to the KARL STORZ internal
document C2.3.1 (in the current updated version)]

The Certification Body of TUV SUD Product Service GmbH declares that the aforementioned
manufacturer has implemented a quality assurance system for design, manufacture and final
inspection of the respective devices / device categories in accordance with MDD Annex II. This
quality assurance system conforms to the requirements of this Directive and is subject to
periodical surveillance. For marketing of class Ill devices an additional Annex Il (4) certificate is
mandatory. See also notes overleaf.

Report No.: 713129927
Valid from: 2018-07-17
Valid until: 2023-07-16

Date, 2018-07-03

TUV SUD Product Service GmbH is Notified Body with identification no. 0123

Page 1 of 1

TUV SUD Product Service GmbH - Zertifizierstelle - RidlerstraRe 65 - 80339 Miinchen - Germany TOV
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ZERTIFIKAT @ CERTIFICATE

EC Sertiﬁkatas Gaminio aptarnavimas

VisisSko kokybés uztikrinimo sistema

Direktyva 93/42/EEC dél Medicinos prietaisy (MDD), Priedas 11
i8skyrus (4)

(Prietaisy klasés Ila, IIb arba III)

Nr.GI 18 04 84462 012

Dr.-Karl-Storz-Stralie 34
78532 Tuttlingen
Vokietija

KARL STORZ SE& Co, KG
Gamykla(OS) Dr.-Karl-Storz-Strafe 34,

78532 Tuttlingen
Vokietija

Gaminio - medicfnini:-li ir c‘hi.rl.n:giniai instn!mentai;
s o - aktyvius chirurginiai instrumentai;

kategOl‘lJ a(j 0S) - implantuojami fiksatoriai vamzdeliy ir kraujagysliy
ligavimui;
- kauly implantai (neaktyvus);
- diagnostikai ir gydymui skirti standieji ir lankstieji
endoskopai;
- aktyviis medicinos prietaisai bei pagalbiniai
chirurginiai prietaisai;
- kameros, prietaisai bei pagalbiniai prietaisai
vaizdavimo procediiroms be jonizuojancios
spinduliuotés atlikti [detaly Ila ir aukStesnés klasés
gaminiy grupiy sarasa galima rasti vidiniame
kompanijos KARL STORZ C2.3.1 dokumente
(dabartinéje atnaujintoje dokumento versijoje)]

Sertifikavimo jstaiga ,TUV SUD Product Service GmbH* pareiskia, kad aukS¢iau minétas
gamintojas jdiegé atitinkamy prietaisy/prietaisy kategorijy projektavimo, gamybos bei
galutinio patikrinimo kokybés uztikrinimo sistema pagal II prieda MDD. Si kokybés
uztikrinimo sistema atitinka Sitos Direktyvos reikalavimus ir turl biiti periodiskai tikrinama.
Klasés III prietaisy realizavimui biitinas II (4) priedo sertifikatas. Zr. pastabas kitoje lapo
puséje.

Ataskaitos Nr.: 713129927
Galioja nuo: 2018-07-17
Galioja iki: 2023-07-16
Data 2018-07-03 /Parasas/

,TUV SUD Product Service GmbH* yra notifikuotoji istaiga,

identifikacijos Nr. 0123 ]
Psl. 1§ 1 TV

., TUV SUD Product Service GmbH* * Zertifizierstelle * Ridlerstralie 65 * 80339
Miinchen * Vokietija



TUV SUD Product Service GmbH - Ridlerstrae 65 - 80339 Miinchen - Deutschland

KARL STORZ SE & Co. KG
Dr.-Karl-Storz-Strale 34
78532 Tuttlingen

Germany

Your Ref/Name Our Ref/Name Tel. /E-Mail Fax

84462_2023_06_MDD  713300646-1 +49 89 50084-652 n.a.
ID 2023-236 marie-astrid.viard@tuvsud.com

Notified Body Confirmation Letter
Reference: 713300646-1

To whom it may concern,

Product Service

Mehr Wert.
Mehr Vertrauen.
Date Page
28. June 2023 1 von 66

Confirmation of the status of a formal application, written agreement, and appropriate surveillance
in the framework of Regulation EU 2023/607 amending Regulations (EU) 2017/745 and (EU)
2017/746 as regards the transitional provisions for certain medical devices and in vitro diagnostic

medical devices.

This letter confirms that, TUV SUD Product Service GmbH, a Notified Body (NB) designated against Reg-
ulation (EU) 2017/745 (MDR) and identified by the number 0123 on NANDO, has received a formal appli-
cation in accordance with Section 4.3, first subparagraph of Annex VIl of MDR and has signed a written
agreement in accordance with Section 4.3, second subparagraph of Annex VII of MDR with the following

manufacturer.

KARL STORZ SE & Co. KG
Dr.-Karl-Storz-StralRe 34
78532 Tuttlingen

Germany

SRN Number: DE-MF-000005723

Sitz: Miinchen

Handelsregister Miinchen HRB 85742

UniCredit Bank AG - BIC HYVEDEMMXXX  Aufsichtsrat:

IBAN DE13 7002 0270 0048 8522 11 Holger Lindner (Vorsitzender)
USt-IdNr. DE129484267 Geschéftsfihrung:
Informationen gemaR § 2 Abs. 1 DL-InfoV ~ Walter Reithmaier (Sprecher)
unter www.tuvsud.com/impressum Patrick van Weljj

Telefon: +49 89 50084-747
www.tuvsud.com/ps

TOV®

TUV SUD Product Service GmbH
Niederlassung Miinchen

Ridlerstralle 65
80339 Miinchen
Deutschland
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Product Service

The devices covered by the formal application and the written agreement mentioned above are identified
in the Tables below, see attachment:

- Table 1 identifies the devices which an MDR application has been received, written agreement
concluded and for which the TUV SUD Product Service GmbH is also responsible for appropriate
surveillance of the corresponding devices under the applicable Directive.

- Table 2 identifies the devices for which an MDR application has been received and a written agree-
ment concluded, but the TUV SUD Product Service GmbH 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
93/42/EEC (MDD) that expired after 26 May 2021 and before 20 March 2023, without having been with-
drawn, 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 in ac-
cordance with Article 59(1) of the MDR or
- provided evidence that a competent authority of a Member State had granted an exemption from
the applicable conformity assessment procedure in accordance with Article 97(1) of the MDR re-
spectively,

by the 20 Mar 2023 for the relevant devices.

The transition timelines that apply to the devices covered by this letter, subject to the manufacturer’'s con-
tinued compliance to the other conditions specified in Article 120.3c of MDR (as amended by EU
2023/607), are shown below:
e 26 May 2026 for Class Ill custom-made implantable devices
+ 31 December 2027 for Class Ill devices and Class IIb implantable devices excluding Well-estab-
lished 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 lla, Class | devices placed on the market in
sterile condition or have a measuring function
¢ 31 December 2028 for devices not requiring the involvement of a notified body under MDD but
requiring it under MDR (e.g., class | devices that qualify as re-usable surgical instruments)

On behalf of the Notified Body,

TUV SUD Product Service GmbH TUV SUD Product Service GmbH
Medical and Health Services

Signatur:

E-Mail:

ssment Responsible (CARE) ody - Deputy
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-

Product Service

Table 1: Devices covered by this letter and for which the TUV SUD Product Service GmbH is also
responsible for appropriate surveillance of the corresponding devices under the applicable Di-

rective

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

Accessories for Insufflat-
ors

Active controlling systems,
components of software
(SCB)

MDR Device classification
(as proposed by the manu-
facturer and verified at the
pre-/ application stage)
COIN/A

or

O Class llb implantable non-
WET device

X Class lIb excluding Class
IIb implantable non-WET

O Class lla

[ Class | devices placed on
the market in sterile condition
O Class | devices with a
measuring function

O Class | devices that qualify
as re-usable surgical instru-
ments

O Class lll implantable cus-
tom-made device

ON/A

or

O Class llb implantable non-
WET device

Class llIb excluding Class
IIb implantable non-WET

O Class lla

O Class | devices placed on
the market in sterile condition
O Class | devices with a
measuring function

O Class | devices that qualify
as re-usable surgical instru-
ments

[ Class lll implantable cus-
tom-made device

If the MDR device is a sub-
stitute device, identifica-
tion of the corresponding
MDD/AIMDD device

X N/A

or
[ Identification of the corre-

sponding device under
MDD/AIMDD

N/A
or
O Identification of the corre-

sponding device under
MDD/AIMDD

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

O N/A

or

X Certification as follows:
Certificate #: G1 084462
0012 Rev.01; NB # 0123

or

O N/A - Device did not re-
quire a Notified Body certifi-
cate under Directives

or

[0 Evidence that a competent
authority of a Member State
had granted acc. MDR,
Art.59 (1) or Art.97 (1)
Evidence #1; CA#

Evidence #2; CA#

O N/A

or

Certification as follows:
Certificate #: G1 084462
0012 Rev.01; NB # 0123

or

[0 N/A - Device did not re-
quire a Notified Body certifi-
cate under Directives

or

[0 Evidence that a competent
authority of a Member State
had granted acc. MDR,
Art.59 (1) or Art.97 (1)



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

EM Navigation

Foot Switch for Laser

Seite 4 von 67

MDR Device classification

(as proposed by the manu-
facturer and verified at the
pre-/ application stage)

OON/A

or

O Class llb implantable non-
WET device

X Class lIb excluding Class
IIb implantable non-WET

O Class lla

[ Class | devices placed on
the market in sterile condition
O Class | devices with a
measuring function

O Class | devices that qualify
as re-usable surgical instru-
ments

O Class lll implantable cus-
tom-made device

ON/A

or

O Class llb implantable non-
WET device

Class lIb excluding Class
IIb implantable non-WET

O Class lla

O Class | devices placed on
the market in sterile condition
O Class | devices with a
measuring function

[ Class | devices that qualify
as re-usable surgical instru-
ments

[ Class lll implantable cus-
tom-made device

If the MDR device is a sub-
stitute device, identifica-
tion of the corresponding
MDD/AIMDD device

X N/A
or
[ Identification of the corre-

sponding device under
MDD/AIMDD

N/A
or
O Identification of the corre-

sponding device under
MDD/AIMDD

il

Product Service

MDD/AIMDD Certificate
Reference(s) of the devices
under MDR application,
and the NB Identification
Evidence #1; CA#

Evidence #2; CA#

O N/A

or

X Certification as follows:
Certificate #: G1 084462
0012 Rev.01; NB # 0123

or

O N/A - Device did not re-
quire a Notified Body certifi-
cate under Directives

or

[J Evidence that a competent
authority of a Member State
had granted acc. MDR,
Art.59 (1) or Art.97 (1)
Evidence #1; CA#

Evidence #2; CA#

O N/A

or

Certification as follows:
Certificate #: G1 084462
0012 Rev.01; NB # 0123

or

[0 N/A - Device did not re-
quire a Notified Body certifi-
cate under Directives

or

[0 Evidence that a competent
authority of a Member State
had granted acc. MDR,
Art.59 (1) or Art.97 (1)
Evidence #1; CA#

Evidence #2; CA#



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

Foot Switches for Motor
Control Unit

Foot Switches for Pumps

HF Instruments with mova-
ble jaws
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MDR Device classification
(as proposed by the manu-
facturer and verified at the
pre-/ application stage)
OON/A

or

O Class llb implantable non-
WET device

X Class lIb excluding Class
IIb implantable non-WET

O Class lla

[ Class | devices placed on
the market in sterile condition
O Class | devices with a
measuring function

O Class | devices that qualify
as re-usable surgical instru-
ments

O Class lll implantable cus-
tom-made device

ON/A

or

O Class llb implantable non-
WET device

Class lIb excluding Class
IIb implantable non-WET

O Class lla

O Class | devices placed on
the market in sterile condition
O Class | devices with a
measuring function

O Class | devices that qualify
as re-usable surgical instru-
ments

[ Class lll implantable cus-
tom-made device

OON/A

or

If the MDR device is a sub-
stitute device, identifica-
tion of the corresponding
MDD/AIMDD device

X N/A

or
[ Identification of the corre-

sponding device under
MDD/AIMDD

N/A
or
O Identification of the corre-

sponding device under
MDD/AIMDD

N/A

or

il

Product Service

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

O N/A

or

Certification as follows:
Certificate #: G1 084462
0012 Rev.01; NB # 0123

or

O N/A - Device did not re-
quire a Notified Body certifi-
cate under Directives

or

[J Evidence that a competent
authority of a Member State
had granted acc. MDR,
Art.59 (1) or Art.97 (1)
Evidence #1; CA#

Evidence #2; CA#

O N/A

or

Certification as follows:
Certificate #: G1 084462
0012 Rev.01; NB # 0123

or

O N/A - Device did not re-
quire a Notified Body certifi-
cate under Directives

or

[0 Evidence that a competent
authority of a Member State
had granted acc. MDR,
Art.59 (1) or Art.97 (1)
Evidence #1; CA#

Evidence #2; CA#

O N/A

or



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

HF Instruments without
movable jaws/ HF Elec-
trodes

HF Suction/ Irrigation In-
struments
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MDR Device classification

(as proposed by the manu-
facturer and verified at the
pre-/ application stage)

O Class llb implantable non-
WET device

X Class lIb excluding Class
IIb implantable non-WET

O Class lla

[ Class | devices placed on
the market in sterile condition
O Class | devices with a
measuring function

O Class | devices that qualify
as re-usable surgical instru-
ments

O Class lll implantable cus-
tom-made device

ON/A

or

O Class llb implantable non-
WET device

Class lIb excluding Class
IIb implantable non-WET

O Class lla

O Class | devices placed on
the market in sterile condition
O Class | devices with a
measuring function

O Class | devices that qualify
as re-usable surgical instru-
ments

[ Class lll implantable cus-
tom-made device

OON/A

or

O Class llb implantable non-
WET device

If the MDR device is a sub-
stitute device, identifica-
tion of the corresponding
MDD/AIMDD device

[ Identification of the corre-

sponding device under
MDD/AIMDD

N/A
or
O Identification of the corre-

sponding device under
MDD/AIMDD

N/A

or

il

Product Service

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

Certification as follows:
Certificate #: G1 084462
0012 Rev.01; NB # 0123

or

O N/A - Device did not re-
quire a Notified Body certifi-
cate under Directives

or

[J Evidence that a competent
authority of a Member State
had granted acc. MDR,
Art.59 (1) or Art.97 (1)
Evidence #1; CA#

Evidence #2; CA#

O N/A

or

Certification as follows:
Certificate #: G1 084462
0012 Rev.01; NB # 0123

or

O N/A - Device did not re-
quire a Notified Body certifi-
cate under Directives

or

[0 Evidence that a competent
authority of a Member State
had granted acc. MDR,
Art.59 (1) or Art.97 (1)
Evidence #1; CA#
Evidence #2; CA#

O N/A

or

Certification as follows:



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

HF Generators

HF Foot Switches

Seite 7 von 67

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

X Class lIb excluding Class
IIb implantable non-WET

O Class lla

O Class | devices placed on
the market in sterile condition
O Class | devices with a
measuring function

O Class | devices that qualify
as re-usable surgical instru-
ments

O Class lll implantable cus-
tom-made device

ON/A

or

O Class llb implantable non-
WET device

Class lIb excluding Class
IIb implantable non-WET

O Class lla

O Class | devices placed on
the market in sterile condition
O Class | devices with a
measuring function

O Class | devices that qualify

as re-usable surgical instru-
ments

[ Class lll implantable cus-
tom-made device

OON/A

or

[ Class llb implantable non-
WET device

Class lIb excluding Class
IIb implantable non-WET

If the MDR device is a sub-
stitute device, identifica-
tion of the corresponding
MDD/AIMDD device

[ Identification of the corre-
sponding device under
MDD/AIMDD

X N/A
or
O Identification of the corre-

sponding device under
MDD/AIMDD

N/A
or
[ Identification of the corre-

sponding device under
MDD/AIMDD

il

Product Service

MDD/AIMDD Certificate
Reference(s) of the devices
under MDR application,
and the NB Identification
Certificate #: G1 084462
0012 Rev.01; NB # 0123

or

[0 N/A - Device did not re-
quire a Notified Body certifi-
cate under Directives

or

[J Evidence that a competent
authority of a Member State
had granted acc. MDR,
Art.59 (1) or Art.97 (1)
Evidence #1; CA#

Evidence #2; CA#

O N/A

or

Certification as follows:
Certificate #: G1 084462
0012 Rev.01; NB # 0123

or

O N/A - Device did not re-
quire a Notified Body certifi-
cate under Directives

or

[0 Evidence that a competent
authority of a Member State
had granted acc. MDR,
Art.59 (1) or Art.97 (1)
Evidence #1; CA#

Evidence #2; CA#

O N/A
or
Certification as follows:

Certificate #: G1 084462
0012 Rev.01; NB # 0123



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

HF Working Elements /
working inserts

Insufflators
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MDR Device classification
(as proposed by the manu-
facturer and verified at the
pre-/ application stage)

O Class lla

O Class | devices placed on
the market in sterile condition
O Class | devices with a
measuring function

O Class | devices that qualify
as re-usable surgical instru-
ments

O Class lll implantable cus-
tom-made device

ON/A

or

O Class llb implantable non-
WET device

Class lIb excluding Class
IIb implantable non-WET

O Class lla

O Class | devices placed on
the market in sterile condition
O Class | devices with a
measuring function

O Class | devices that qualify
as re-usable surgical instru-
ments

O Class lll implantable cus-
tom-made device

OON/A

or

[ Class llb implantable non-
WET device

Class llIb excluding Class

IIb implantable non-WET

O Class lla

O Class | devices placed on

the market in sterile condition

If the MDR device is a sub-
stitute device, identifica-
tion of the corresponding
MDD/AIMDD device

X N/A
or
O Identification of the corre-

sponding device under
MDD/AIMDD

N/A
or
[ Identification of the corre-

sponding device under
MDD/AIMDD

il

Product Service

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

[0 N/A - Device did not re-
quire a Notified Body certifi-
cate under Directives

or

[J Evidence that a competent
authority of a Member State
had granted acc. MDR,
Art.59 (1) or Art.97 (1)
Evidence #1; CA#

Evidence #2; CA#

O N/A

or

X Certification as follows:
Certificate #: G1 084462
0012 Rev.01; NB # 0123

or

O N/A - Device did not re-
quire a Notified Body certifi-
cate under Directives

or

[0 Evidence that a competent
authority of a Member State
had granted acc. MDR,
Art.59 (1) or Art.97 (1)
Evidence #1; CA#

Evidence #2; CA#

O N/A

or

Certification as follows:
Certificate #: G1 084462

0012 Rev.01; NB # 0123

or



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

Laser Devices

Lithotripsy Probes
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MDR Device classification
(as proposed by the manu-
facturer and verified at the
pre-/ application stage)

O Class | devices with a
measuring function

O Class | devices that qualify
as re-usable surgical instru-
ments

O Class lll implantable cus-
tom-made device

ON/A

or

O Class llb implantable non-
WET device

Class lIb excluding Class
IIb implantable non-WET

O Class lla

O Class | devices placed on
the market in sterile condition
O Class | devices with a
measuring function

O Class | devices that qualify
as re-usable surgical instru-
ments

O Class lll implantable cus-
tom-made device

OON/A

or

[ Class llb implantable non-
WET device

Class lIb excluding Class

IIb implantable non-WET

O Class lla

O Class | devices placed on

the market in sterile condition

If the MDR device is a sub-
stitute device, identifica-
tion of the corresponding
MDD/AIMDD device

X N/A
or
[ Identification of the corre-

sponding device under
MDD/AIMDD

N/A
or
[ Identification of the corre-

sponding device under
MDD/AIMDD

il

Product Service

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

[0 N/A - Device did not re-
quire a Notified Body certifi-
cate under Directives

or

[0 Evidence that a competent
authority of a Member State
had granted acc. MDR,
Art.59 (1) or Art.97 (1)
Evidence #1; CA#

Evidence #2; CA#

O N/A

or

X Certification as follows:
Certificate #: G1 084462
0012 Rev.01; NB # 0123

or

O N/A - Device did not re-
quire a Notified Body certifi-
cate under Directives

or

[0 Evidence that a competent
authority of a Member State
had granted acc. MDR,
Art.59 (1) or Art.97 (1)
Evidence #1; CA#

Evidence #2; CA#

O N/A

or

Certification as follows:
Certificate #: G1 084462

0012 Rev.01; NB # 0123

or



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

Suction/ Irrigation Pumps

Tubing Sets Insufflators
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MDR Device classification
(as proposed by the manu-
facturer and verified at the
pre-/ application stage)

O Class | devices with a
measuring function

O Class | devices that qualify
as re-usable surgical instru-
ments

O Class lll implantable cus-
tom-made device

ON/A

or

O Class llb implantable non-
WET device

Class lIb excluding Class
IIb implantable non-WET

O Class lla

O Class | devices placed on
the market in sterile condition
O Class | devices with a
measuring function

O Class | devices that qualify
as re-usable surgical instru-
ments

O Class lll implantable cus-
tom-made device

OON/A

or

[ Class llb implantable non-
WET device

Class lIb excluding Class

IIb implantable non-WET

O Class lla

O Class | devices placed on

the market in sterile condition

If the MDR device is a sub-
stitute device, identifica-
tion of the corresponding
MDD/AIMDD device

X N/A
or
O Identification of the corre-

sponding device under
MDD/AIMDD

N/A
or
[ Identification of the corre-

sponding device under
MDD/AIMDD

il

Product Service

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

[0 N/A - Device did not re-
quire a Notified Body certifi-
cate under Directives

or

[J Evidence that a competent
authority of a Member State
had granted acc. MDR,
Art.59 (1) or Art.97 (1)
Evidence #1; CA#

Evidence #2; CA#

O N/A

or

X Certification as follows:
Certificate #: G1 084462
0012 Rev.01; NB # 0123

or

O N/A - Device did not re-
quire a Notified Body certifi-
cate under Directives

or

[0 Evidence that a competent
authority of a Member State
had granted acc. MDR,
Art.59 (1) or Art.97 (1)
Evidence #1; CA#

Evidence #2; CA#

O N/A

or

Certification as follows:
Certificate #: G1 084462

0012 Rev.01; NB # 0123

or



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

Cannulas

Instruments with movable
jaws
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MDR Device classification
(as proposed by the manu-
facturer and verified at the
pre-/ application stage)

O Class | devices with a
measuring function

O Class | devices that qualify
as re-usable surgical instru-
ments

O Class lll implantable cus-
tom-made device

ON/A

or

O Class llb implantable non-
WET device

[0 Class lIb excluding Class
IIb implantable non-WET
Class lla

O Class | devices placed on
the market in sterile condition
O Class | devices with a
measuring function

O Class | devices that qualify
as re-usable surgical instru-
ments

O Class lll implantable cus-
tom-made device

OON/A

or

[ Class llb implantable non-
WET device

[0 Class lIb excluding Class
IIb implantable non-WET
Class lla

O Class | devices placed on
the market in sterile condition

If the MDR device is a sub-
stitute device, identifica-
tion of the corresponding
MDD/AIMDD device

X N/A
or
O Identification of the corre-

sponding device under
MDD/AIMDD

N/A
or
[ Identification of the corre-

sponding device under
MDD/AIMDD

il

Product Service

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

[0 N/A - Device did not re-
quire a Notified Body certifi-
cate under Directives

or

[J Evidence that a competent
authority of a Member State
had granted acc. MDR,
Art.59 (1) or Art.97 (1)
Evidence #1; CA#

Evidence #2; CA#

O N/A

or

X Certification as follows:
Certificate #: G1 084462
0012 Rev.01; NB # 0123

or

O N/A - Device did not re-
quire a Notified Body certifi-
cate under Directives

or

[0 Evidence that a competent
authority of a Member State
had granted acc. MDR,
Art.59 (1) or Art.97 (1)
Evidence #1; CA#

Evidence #2; CA#

O N/A

or

Certification as follows:
Certificate #: G1 084462

0012 Rev.01; NB # 0123

or



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

Instruments without mova-
ble jaws

ENT Balloon Catheter
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MDR Device classification
(as proposed by the manu-
facturer and verified at the
pre-/ application stage)

O Class | devices with a
measuring function

O Class | devices that qualify
as re-usable surgical instru-
ments

O Class lll implantable cus-
tom-made device

ON/A

or

O Class llb implantable non-
WET device

[0 Class lIb excluding Class
IIb implantable non-WET
Class lla

O Class | devices placed on
the market in sterile condition
O Class | devices with a
measuring function

O Class | devices that qualify
as re-usable surgical instru-
ments

O Class lll implantable cus-
tom-made device

OON/A

or

[ Class llb implantable non-
WET device

[0 Class lIb excluding Class
IIb implantable non-WET
Class lla

O Class | devices placed on
the market in sterile condition

If the MDR device is a sub-
stitute device, identifica-
tion of the corresponding
MDD/AIMDD device

X N/A
or
[ Identification of the corre-

sponding device under
MDD/AIMDD

N/A
or
[ Identification of the corre-

sponding device under
MDD/AIMDD

il

Product Service

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

[0 N/A - Device did not re-
quire a Notified Body certifi-
cate under Directives

or

[J Evidence that a competent
authority of a Member State
had granted acc. MDR,
Art.59 (1) or Art.97 (1)
Evidence #1; CA#

Evidence #2; CA#

O N/A

or

X Certification as follows:
Certificate #: G1 084462
0012 Rev.01; NB # 0123

or

O N/A - Device did not re-
quire a Notified Body certifi-
cate under Directives

or

[0 Evidence that a competent
authority of a Member State
had granted acc. MDR,
Art.59 (1) or Art.97 (1)
Evidence #1; CA#

Evidence #2; CA#

O N/A

or

Certification as follows:
Certificate #: G1 084462

0012 Rev.01; NB # 0123

or



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

Fiberscopes with channel

Fiberscopes without chan-
nel
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MDR Device classification
(as proposed by the manu-
facturer and verified at the
pre-/ application stage)

O Class | devices with a
measuring function

O Class | devices that qualify
as re-usable surgical instru-
ments

O Class lll implantable cus-
tom-made device

ON/A

or

O Class llb implantable non-
WET device

[0 Class lIb excluding Class
IIb implantable non-WET
Class lla

O Class | devices placed on
the market in sterile condition
O Class | devices with a
measuring function

O Class | devices that qualify
as re-usable surgical instru-
ments

O Class lll implantable cus-
tom-made device

OON/A

or

[ Class llb implantable non-
WET device

[0 Class lIb excluding Class
IIb implantable non-WET
Class lla

O Class | devices placed on
the market in sterile condition

If the MDR device is a sub-
stitute device, identifica-
tion of the corresponding
MDD/AIMDD device

X N/A
or
O Identification of the corre-

sponding device under
MDD/AIMDD

N/A
or
[ Identification of the corre-

sponding device under
MDD/AIMDD

il

Product Service

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

[0 N/A - Device did not re-
quire a Notified Body certifi-
cate under Directives

or

[J Evidence that a competent
authority of a Member State
had granted acc. MDR,
Art.59 (1) or Art.97 (1)
Evidence #1; CA#

Evidence #2; CA#

O N/A

or

X Certification as follows:
Certificate #: G1 084462
0012 Rev.01; NB # 0123

or

O N/A - Device did not re-
quire a Notified Body certifi-
cate under Directives

or

[0 Evidence that a competent
authority of a Member State
had granted acc. MDR,
Art.59 (1) or Art.97 (1)
Evidence #1; CA#

Evidence #2; CA#

O N/A

or

Certification as follows:
Certificate #: G1 084462

0012 Rev.01; NB # 0123

or



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

Flexible Videoscopes with
channel

Flexible Videoscopes with-
out channel
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MDR Device classification
(as proposed by the manu-
facturer and verified at the
pre-/ application stage)

O Class | devices with a
measuring function

O Class | devices that qualify
as re-usable surgical instru-
ments

O Class lll implantable cus-
tom-made device

ON/A

or

O Class llb implantable non-
WET device

[0 Class lIb excluding Class
IIb implantable non-WET
Class lla

O Class | devices placed on
the market in sterile condition
O Class | devices with a
measuring function

O Class | devices that qualify
as re-usable surgical instru-
ments

O Class lll implantable cus-
tom-made device

OON/A

or

[ Class llb implantable non-
WET device

[0 Class lIb excluding Class
IIb implantable non-WET
Class lla

O Class | devices placed on
the market in sterile condition

If the MDR device is a sub-
stitute device, identifica-
tion of the corresponding
MDD/AIMDD device

X N/A
or
O Identification of the corre-

sponding device under
MDD/AIMDD

N/A
or
[ Identification of the corre-

sponding device under
MDD/AIMDD

il

Product Service

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

[0 N/A - Device did not re-
quire a Notified Body certifi-
cate under Directives

or

[J Evidence that a competent
authority of a Member State
had granted acc. MDR,
Art.59 (1) or Art.97 (1)
Evidence #1; CA#

Evidence #2; CA#

O N/A

or

X Certification as follows:
Certificate #: G1 084462
0012 Rev.01; NB # 0123

or

O N/A - Device did not re-
quire a Notified Body certifi-
cate under Directives

or

[0 Evidence that a competent
authority of a Member State
had granted acc. MDR,
Art.59 (1) or Art.97 (1)
Evidence #1; CA#

Evidence #2; CA#

O N/A

or

Certification as follows:
Certificate #: G1 084462

0012 Rev.01; NB # 0123

or



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

Laser Fibers

Light Carrier (adaptable)
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MDR Device classification
(as proposed by the manu-
facturer and verified at the
pre-/ application stage)

O Class | devices with a
measuring function

O Class | devices that qualify
as re-usable surgical instru-
ments

O Class lll implantable cus-
tom-made device

ON/A

or

O Class llb implantable non-
WET device

[0 Class lIb excluding Class
IIb implantable non-WET
Class lla

O Class | devices placed on
the market in sterile condition
O Class | devices with a
measuring function

O Class | devices that qualify
as re-usable surgical instru-
ments

O Class lll implantable cus-
tom-made device

OON/A

or

[ Class llb implantable non-
WET device

[0 Class lIb excluding Class
IIb implantable non-WET
Class lla

O Class | devices placed on
the market in sterile condition

If the MDR device is a sub-
stitute device, identifica-
tion of the corresponding
MDD/AIMDD device

X N/A
or
[ Identification of the corre-

sponding device under
MDD/AIMDD

N/A
or
[ Identification of the corre-

sponding device under
MDD/AIMDD

il

Product Service

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

[0 N/A - Device did not re-
quire a Notified Body certifi-
cate under Directives

or

[J Evidence that a competent
authority of a Member State
had granted acc. MDR,
Art.59 (1) or Art.97 (1)
Evidence #1; CA#

Evidence #2; CA#

O N/A

or

X Certification as follows:
Certificate #: G1 084462
0012 Rev.01; NB # 0123

or

O N/A - Device did not re-
quire a Notified Body certifi-
cate under Directives

or

[0 Evidence that a competent
authority of a Member State
had granted acc. MDR,
Art.59 (1) or Art.97 (1)
Evidence #1; CA#

Evidence #2; CA#

O N/A

or

Certification as follows:
Certificate #: G1 084462

0012 Rev.01; NB # 0123

or



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

Light Sources

Handpieces/ Motors
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MDR Device classification
(as proposed by the manu-
facturer and verified at the
pre-/ application stage)

O Class | devices with a
measuring function

O Class | devices that qualify
as re-usable surgical instru-
ments

O Class lll implantable cus-
tom-made device

ON/A

or

O Class llb implantable non-
WET device

[0 Class lIb excluding Class
IIb implantable non-WET
Class lla

O Class | devices placed on
the market in sterile condition
O Class | devices with a
measuring function

O Class | devices that qualify
as re-usable surgical instru-
ments

O Class lll implantable cus-
tom-made device

OON/A

or

[ Class llb implantable non-
WET device

[0 Class lIb excluding Class
IIb implantable non-WET
Class lla

O Class | devices placed on
the market in sterile condition

If the MDR device is a sub-
stitute device, identifica-
tion of the corresponding
MDD/AIMDD device

X N/A
or
[ Identification of the corre-

sponding device under
MDD/AIMDD

N/A
or
[ Identification of the corre-

sponding device under
MDD/AIMDD

il

Product Service

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

[0 N/A - Device did not re-
quire a Notified Body certifi-
cate under Directives

or

[J Evidence that a competent
authority of a Member State
had granted acc. MDR,
Art.59 (1) or Art.97 (1)
Evidence #1; CA#

Evidence #2; CA#

O N/A

or

X Certification as follows:
Certificate #: G1 084462
0012 Rev.01; NB # 0123

or

O N/A - Device did not re-
quire a Notified Body certifi-
cate under Directives

or

[0 Evidence that a competent
authority of a Member State
had granted acc. MDR,
Art.59 (1) or Art.97 (1)
Evidence #1; CA#

Evidence #2; CA#

O N/A

or

Certification as follows:
Certificate #: G1 084462

0012 Rev.01; NB # 0123

or



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

Morcellator blades

Morcellator handpieces

Seite 17 von 67

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

O Class | devices with a
measuring function

O Class | devices that qualify
as re-usable surgical instru-
ments

O Class lll implantable cus-
tom-made device

ON/A

or

O Class llb implantable non-
WET device

[0 Class lIb excluding Class
IIb implantable non-WET
Class lla

O Class | devices placed on
the market in sterile condition
O Class | devices with a
measuring function

O Class | devices that qualify
as re-usable surgical instru-
ments

O Class lll implantable cus-
tom-made device

OON/A

or

[ Class llb implantable non-
WET device

[0 Class lIb excluding Class
IIb implantable non-WET
Class lla

O Class | devices placed on
the market in sterile condition

If the MDR device is a sub-
stitute device, identifica-
tion of the corresponding
MDD/AIMDD device

X N/A
or
O Identification of the corre-

sponding device under
MDD/AIMDD

N/A
or
[ Identification of the corre-

sponding device under
MDD/AIMDD

il

Product Service

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

[0 N/A - Device did not re-
quire a Notified Body certifi-
cate under Directives

or

[0 Evidence that a competent
authority of a Member State
had granted acc. MDR,
Art.59 (1) or Art.97 (1)
Evidence #1; CA#

Evidence #2; CA#

O N/A

or

X Certification as follows:
Certificate #: G1 084462
0012 Rev.01; NB # 0123

or

O N/A - Device did not re-
quire a Notified Body certifi-
cate under Directives

or

[0 Evidence that a competent
authority of a Member State
had granted acc. MDR,
Art.59 (1) or Art.97 (1)
Evidence #1; CA#

Evidence #2; CA#

O N/A

or

Certification as follows:
Certificate #: G1 084462

0012 Rev.01; NB # 0123

or



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

Motor Control Unit

Optics (Telescopes) with
channel

Seite 18 von 67

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

O Class | devices with a
measuring function

O Class | devices that qualify
as re-usable surgical instru-
ments

O Class lll implantable cus-
tom-made device

ON/A

or

O Class llb implantable non-
WET device

[0 Class lIb excluding Class
IIb implantable non-WET
Class lla

O Class | devices placed on
the market in sterile condition
O Class | devices with a
measuring function

O Class | devices that qualify
as re-usable surgical instru-
ments

O Class lll implantable cus-
tom-made device

OON/A

or

[ Class llb implantable non-
WET device

[0 Class lIb excluding Class
IIb implantable non-WET
Class lla

O Class | devices placed on
the market in sterile condition

If the MDR device is a sub-
stitute device, identifica-
tion of the corresponding
MDD/AIMDD device

X N/A
or
O Identification of the corre-

sponding device under
MDD/AIMDD

N/A
or
[ Identification of the corre-

sponding device under
MDD/AIMDD

il

Product Service

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

[0 N/A - Device did not re-
quire a Notified Body certifi-
cate under Directives

or

[J Evidence that a competent
authority of a Member State
had granted acc. MDR,
Art.59 (1) or Art.97 (1)
Evidence #1; CA#

Evidence #2; CA#

O N/A

or

X Certification as follows:
Certificate #: G1 084462
0012 Rev.01; NB # 0123

or

O N/A - Device did not re-
quire a Notified Body certifi-
cate under Directives

or

[0 Evidence that a competent
authority of a Member State
had granted acc. MDR,
Art.59 (1) or Art.97 (1)
Evidence #1; CA#

Evidence #2; CA#

O N/A

or

Certification as follows:
Certificate #: G1 084462

0012 Rev.01; NB # 0123

or



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

Optics (Telescopes) with-
out channel

Rigid Videoscopes with
channel
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MDR Device classification
(as proposed by the manu-
facturer and verified at the
pre-/ application stage)

O Class | devices with a
measuring function

O Class | devices that qualify
as re-usable surgical instru-
ments

O Class lll implantable cus-
tom-made device

ON/A

or

O Class llb implantable non-
WET device

[0 Class lIb excluding Class
IIb implantable non-WET
Class lla

O Class | devices placed on
the market in sterile condition
O Class | devices with a
measuring function

O Class | devices that qualify
as re-usable surgical instru-
ments

O Class lll implantable cus-
tom-made device

OON/A

or

[ Class llb implantable non-
WET device

[0 Class lIb excluding Class
IIb implantable non-WET
Class lla

O Class | devices placed on
the market in sterile condition
O Class | devices with a
measuring function

O Class | devices that qualify
as re-usable surgical instru-
ments

If the MDR device is a sub-
stitute device, identifica-
tion of the corresponding
MDD/AIMDD device

X N/A
or
O Identification of the corre-

sponding device under
MDD/AIMDD

N/A
or
[ Identification of the corre-

sponding device under
MDD/AIMDD

il

Product Service

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

[0 N/A - Device did not re-
quire a Notified Body certifi-
cate under Directives

or

[J Evidence that a competent
authority of a Member State
had granted acc. MDR,
Art.59 (1) or Art.97 (1)
Evidence #1; CA#

Evidence #2; CA#

O N/A

or

X Certification as follows:
Certificate #: G1 084462
0012 Rev.01; NB # 0123
or

O N/A - Device did not re-

quire a Notified Body certifi-
cate under Directives

O N/A

or

Certification as follows:
Certificate #: G1 084462
0012 Rev.01; NB # 0123

or
[0 N/A - Device did not re-

quire a Notified Body certifi-
cate under Directives



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

Rigid Videoscopes without
channel

Semiflexible endoscopes
with channel

Shaver/ Drills
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MDR Device classification

(as proposed by the manu-
facturer and verified at the
pre-/ application stage)

O Class lll implantable cus-

tom-made device

OON/A

or

O Class llb implantable non-
WET device

[0 Class lIb excluding Class
IIb implantable non-WET

X Class lla

[ Class | devices placed on
the market in sterile condition
O Class | devices with a
measuring function

O Class | devices that qualify
as re-usable surgical instru-
ments

O Class lll implantable cus-
tom-made device

OON/A

or

O Class llb implantable non-
WET device

[0 Class lIb excluding Class
IIb implantable non-WET
Class lla

[ Class | devices placed on
the market in sterile condition
O Class | devices with a
measuring function

O Class | devices that qualify
as re-usable surgical instru-
ments

O Class lll implantable cus-
tom-made device

ON/A

or

O Class llb implantable non-
WET device

If the MDR device is a sub-
stitute device, identifica-
tion of the corresponding
MDD/AIMDD device

X N/A

or

[ Identification of the corre-

sponding device under
MDD/AIMDD

N/A
or
[ Identification of the corre-

sponding device under
MDD/AIMDD

N/A

or

il

Product Service

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

O N/A

or

X Certification as follows:
Certificate #: G1 084462
0012 Rev.01; NB # 0123

or
O N/A - Device did not re-

quire a Notified Body certifi-
cate under Directives

O N/A

or

X Certification as follows:
Certificate #: G1 084462
0012 Rev.01; NB # 0123

or
O N/A - Device did not re-
quire a Notified Body certifi-
cate under Directives

or

[J Evidence that a competent
authority of a Member State
had granted acc. MDR,
Art.59 (1) or Art.97 (1)
Evidence #1; CA#

Evidence #2; CA#

O N/A

or

Certification as follows:



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

Sheaths

Suction/ Irrigation Instru-
ments
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MDR Device classification
(as proposed by the manu-
facturer and verified at the
pre-/ application stage)

O Class lIb excluding Class
IIb implantable non-WET

X Class lla

O Class | devices placed on
the market in sterile condition
O Class | devices with a
measuring function

O Class | devices that qualify
as re-usable surgical instru-
ments

O Class lll implantable cus-
tom-made device

OON/A

or

O Class llb implantable non-
WET device

[0 Class lIb excluding Class
IIb implantable non-WET
Class lla

[ Class | devices placed on
the market in sterile condition
O Class | devices with a
measuring function

O Class | devices that qualify
as re-usable surgical instru-
ments

O Class lll implantable cus-
tom-made device

ON/A

or

O Class llb implantable non-
WET device

[0 Class lIb excluding Class
IIb implantable non-WET

If the MDR device is a sub-
stitute device, identifica-
tion of the corresponding
MDD/AIMDD device

O Identification of the corre-
sponding device under
MDD/AIMDD

X N/A
or
[ Identification of the corre-

sponding device under
MDD/AIMDD

N/A
or
[ Identification of the corre-

sponding device under
MDD/AIMDD

il

Product Service

MDD/AIMDD Certificate
Reference(s) of the devices
under MDR application,
and the NB Identification
Certificate #: G1 084462
0012 Rev.01; NB # 0123

or

[0 N/A - Device did not re-
quire a Notified Body certifi-
cate under Directives

or

[0 Evidence that a competent
authority of a Member State
had granted acc. MDR,
Art.59 (1) or Art.97 (1)
Evidence #1; CA#

Evidence #2; CA#

O N/A

or

X Certification as follows:
Certificate #: G1 084462
0012 Rev.01; NB # 0123

or

O N/A - Device did not re-
quire a Notified Body certifi-
cate under Directives

or

[J Evidence that a competent
authority of a Member State
had granted acc. MDR,
Art.59 (1) or Art.97 (1)
Evidence #1; CA#

Evidence #2; CA#

O N/A
or
Certification as follows:

Certificate #: G1 084462
0012 Rev.01; NB # 0123



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

Trocars

Working Elements/ Work-
ing Inserts
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MDR Device classification
(as proposed by the manu-
facturer and verified at the
pre-/ application stage)

X Class lla

O Class | devices placed on
the market in sterile condition
O Class | devices with a
measuring function

O Class | devices that qualify
as re-usable surgical instru-
ments

O Class lll implantable cus-
tom-made device

OON/A

or

O Class llb implantable non-
WET device

[0 Class lIb excluding Class
IIb implantable non-WET
Class lla

[ Class | devices placed on
the market in sterile condition
O Class | devices with a
measuring function

O Class | devices that qualify
as re-usable surgical instru-
ments

O Class lll implantable cus-
tom-made device

ON/A

or

O Class llb implantable non-
WET device

[0 Class lIb excluding Class
IIb implantable non-WET
Class lla

O Class | devices placed on
the market in sterile condition

If the MDR device is a sub-
stitute device, identifica-
tion of the corresponding
MDD/AIMDD device

X N/A
or
[ Identification of the corre-

sponding device under
MDD/AIMDD

N/A
or
[ Identification of the corre-

sponding device under
MDD/AIMDD

il

Product Service

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

[0 N/A - Device did not re-
quire a Notified Body certifi-
cate under Directives

or

[0 Evidence that a competent
authority of a Member State
had granted acc. MDR,
Art.59 (1) or Art.97 (1)
Evidence #1; CA#

Evidence #2; CA#

O N/A

or

X Certification as follows:
Certificate #: G1 084462
0012 Rev.01; NB # 0123

or

O N/A - Device did not re-
quire a Notified Body certifi-
cate under Directives

or

[J Evidence that a competent
authority of a Member State
had granted acc. MDR,
Art.59 (1) or Art.97 (1)
Evidence #1; CA#

Evidence #2; CA#

O N/A

or

Certification as follows:
Certificate #: G1 084462

0012 Rev.01; NB # 0123

or



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

Adhesive bandage

Covers
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MDR Device classification
(as proposed by the manu-
facturer and verified at the
pre-/ application stage)

O Class | devices with a
measuring function

O Class | devices that qualify
as re-usable surgical instru-
ments

O Class Illl implantable cus-
tom-made device

OON/A

or

O Class llb implantable non-
WET device

O Class llb excluding Class
IIb implantable non-WET

O Class lla

Class | devices placed on
the market in sterile condition
O Class | devices with a
measuring function

O Class | devices that qualify
as re-usable surgical instru-
ments

O Class lll implantable cus-
tom-made device

ON/A

or

O Class llb implantable non-
WET device

[ Class llb excluding Class
IIb implantable non-WET

O Class lla

Class | devices placed on
the market in sterile condition

If the MDR device is a sub-
stitute device, identifica-
tion of the corresponding
MDD/AIMDD device

X N/A
or
[ Identification of the corre-

sponding device under
MDD/AIMDD

N/A
or
[ Identification of the corre-

sponding device under
MDD/AIMDD

il

Product Service

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

[0 N/A - Device did not re-
quire a Notified Body certifi-
cate under Directives

or

[0 Evidence that a competent
authority of a Member State
had granted acc. MDR,
Art.59 (1) or Art.97 (1)
Evidence #1; CA#

Evidence #2; CA#

O N/A

or

X Certification as follows:
Certificate #: G2S 084462
0013 Rev.01; NB # 0123

or

O N/A - Device did not re-
quire a Notified Body certifi-
cate under Directives

or

[J Evidence that a competent
authority of a Member State
had granted acc. MDR,
Art.59 (1) or Art.97 (1)
Evidence #1; CA#

Evidence #2; CA#

O N/A
or
Certification as follows:

Certificate #: G2S 084462
0013 Rev.01; NB # 0123

or



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

Covers for Touchscreen

Covers for camera
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MDR Device classification
(as proposed by the manu-
facturer and verified at the
pre-/ application stage)

O Class | devices with a
measuring function

O Class | devices that qualify
as re-usable surgical instru-
ments

O Class Illl implantable cus-
tom-made device

OON/A

or

O Class llb implantable non-
WET device

O Class llb excluding Class
IIb implantable non-WET

O Class lla

Class | devices placed on
the market in sterile condition
O Class | devices with a
measuring function

O Class | devices that qualify
as re-usable surgical instru-
ments

O Class lll implantable cus-
tom-made device

ON/A

or

O Class llb implantable non-
WET device

[ Class llb excluding Class
IIb implantable non-WET

O Class lla

Class | devices placed on
the market in sterile condition

If the MDR device is a sub-
stitute device, identifica-
tion of the corresponding
MDD/AIMDD device

X N/A
or
[ Identification of the corre-

sponding device under
MDD/AIMDD

N/A
or
[ Identification of the corre-

sponding device under
MDD/AIMDD

il

Product Service

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

[0 N/A - Device did not re-
quire a Notified Body certifi-
cate under Directives

or

[0 Evidence that a competent
authority of a Member State
had granted acc. MDR,
Art.59 (1) or Art.97 (1)
Evidence #1; CA#

Evidence #2; CA#

O N/A

or

X Certification as follows:
Certificate #: G2S 084462
0013 Rev.01; NB # 0123

or

O N/A - Device did not re-
quire a Notified Body certifi-
cate under Directives

or

[J Evidence that a competent
authority of a Member State
had granted acc. MDR,
Art.59 (1) or Art.97 (1)
Evidence #1; CA#

Evidence #2; CA#

O N/A
or
Certification as follows:

Certificate #: G2S 084462
0013 Rev.01; NB # 0123

or



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

Surgical plume evacuation
system filter

Guide probes
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MDR Device classification
(as proposed by the manu-
facturer and verified at the
pre-/ application stage)

O Class | devices with a
measuring function

O Class | devices that qualify
as re-usable surgical instru-
ments

O Class Illl implantable cus-
tom-made device

OON/A

or

O Class llb implantable non-
WET device

O Class llb excluding Class
IIb implantable non-WET

O Class lla

Class | devices placed on
the market in sterile condition
O Class | devices with a
measuring function

O Class | devices that qualify
as re-usable surgical instru-
ments

O Class lll implantable cus-
tom-made device

ON/A

or

O Class llb implantable non-
WET device

[ Class llb excluding Class
IIb implantable non-WET

O Class lla

Class | devices placed on
the market in sterile condition

If the MDR device is a sub-
stitute device, identifica-
tion of the corresponding
MDD/AIMDD device

X N/A
or
[ Identification of the corre-

sponding device under
MDD/AIMDD

N/A
or
[0 Identification of the corre-

sponding device under
MDD/AIMDD

il

Product Service

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

[0 N/A - Device did not re-
quire a Notified Body certifi-
cate under Directives

or

[0 Evidence that a competent
authority of a Member State
had granted acc. MDR,
Art.59 (1) or Art.97 (1)
Evidence #1; CA#

Evidence #2; CA#

O N/A

or

X Certification as follows:
Certificate #: G2S 084462
0013 Rev.01; NB # 0123

or

O N/A - Device did not re-
quire a Notified Body certifi-
cate under Directives

or

[J Evidence that a competent
authority of a Member State
had granted acc. MDR,
Art.59 (1) or Art.97 (1)
Evidence #1; CA#

Evidence #2; CA#

O N/A
or
Certification as follows:

Certificate #: G2S 084462
0013 Rev.01; NB # 0123

or



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

Surgical irrigation/aspira-
tion tubing sets

Surgical irrigation/aspira-
tion handles
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MDR Device classification
(as proposed by the manu-
facturer and verified at the
pre-/ application stage)

O Class | devices with a
measuring function

O Class | devices that qualify
as re-usable surgical instru-
ments

O Class Illl implantable cus-
tom-made device

OON/A

or

O Class llb implantable non-
WET device

O Class llb excluding Class
IIb implantable non-WET

O Class lla

Class | devices placed on
the market in sterile condition
O Class | devices with a
measuring function

O Class | devices that qualify
as re-usable surgical instru-
ments

O Class lll implantable cus-
tom-made device

ON/A

or

O Class llb implantable non-
WET device

[ Class llb excluding Class
IIb implantable non-WET

O Class lla

Class | devices placed on
the market in sterile condition

If the MDR device is a sub-
stitute device, identifica-
tion of the corresponding
MDD/AIMDD device

X N/A
or
[ Identification of the corre-

sponding device under
MDD/AIMDD

N/A
or
[ Identification of the corre-

sponding device under
MDD/AIMDD

il

Product Service

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

[0 N/A - Device did not re-
quire a Notified Body certifi-
cate under Directives

or

[0 Evidence that a competent
authority of a Member State
had granted acc. MDR,
Art.59 (1) or Art.97 (1)
Evidence #1; CA#

Evidence #2; CA#

O N/A

or

X Certification as follows:
Certificate #: G2S 084462
0013 Rev.01; NB # 0123

or

O N/A - Device did not re-
quire a Notified Body certifi-
cate under Directives

or

[J Evidence that a competent
authority of a Member State
had granted acc. MDR,
Art.59 (1) or Art.97 (1)
Evidence #1; CA#

Evidence #2; CA#

O N/A
or
Certification as follows:

Certificate #: G2S 084462
0013 Rev.01; NB # 0123

or



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

Optic stoppers

Spray catheters
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MDR Device classification
(as proposed by the manu-
facturer and verified at the
pre-/ application stage)

O Class | devices with a
measuring function

O Class | devices that qualify
as re-usable surgical instru-
ments

O Class Illl implantable cus-
tom-made device

OON/A

or

O Class llb implantable non-
WET device

O Class llb excluding Class
IIb implantable non-WET

O Class lla

Class | devices placed on
the market in sterile condition
O Class | devices with a
measuring function

O Class | devices that qualify
as re-usable surgical instru-
ments

O Class lll implantable cus-
tom-made device

ON/A

or

O Class llb implantable non-
WET device

[ Class llb excluding Class
IIb implantable non-WET

O Class lla

Class | devices placed on
the market in sterile condition

If the MDR device is a sub-
stitute device, identifica-
tion of the corresponding
MDD/AIMDD device

X N/A
or
[ Identification of the corre-

sponding device under
MDD/AIMDD

N/A
or
[ Identification of the corre-

sponding device under
MDD/AIMDD

il

Product Service

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

[0 N/A - Device did not re-
quire a Notified Body certifi-
cate under Directives

or

[0 Evidence that a competent
authority of a Member State
had granted acc. MDR,
Art.59 (1) or Art.97 (1)
Evidence #1; CA#

Evidence #2; CA#

O N/A

or

X Certification as follows:
Certificate #: G2S 084462
0013 Rev.01; NB # 0123

or

O N/A - Device did not re-
quire a Notified Body certifi-
cate under Directives

or

[J Evidence that a competent
authority of a Member State
had granted acc. MDR,
Art.59 (1) or Art.97 (1)
Evidence #1; CA#

Evidence #2; CA#

O N/A
or
Certification as follows:

Certificate #: G2S 084462
0013 Rev.01; NB # 0123

or



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

Trocar valves

Valve seals
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MDR Device classification
(as proposed by the manu-
facturer and verified at the
pre-/ application stage)

O Class | devices with a
measuring function

O Class | devices that qualify
as re-usable surgical instru-
ments

O Class Illl implantable cus-
tom-made device

OON/A

or

O Class llb implantable non-
WET device

O Class llb excluding Class
IIb implantable non-WET

O Class lla

Class | devices placed on
the market in sterile condition
O Class | devices with a
measuring function

O Class | devices that qualify
as re-usable surgical instru-
ments

O Class lll implantable cus-
tom-made device

ON/A

or

O Class llb implantable non-
WET device

[ Class llb excluding Class
IIb implantable non-WET

O Class lla

Class | devices placed on
the market in sterile condition

If the MDR device is a sub-
stitute device, identifica-
tion of the corresponding
MDD/AIMDD device

X N/A
or
[ Identification of the corre-

sponding device under
MDD/AIMDD

N/A
or
[ Identification of the corre-

sponding device under
MDD/AIMDD

il

Product Service

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

[0 N/A - Device did not re-
quire a Notified Body certifi-
cate under Directives

or

[0 Evidence that a competent
authority of a Member State
had granted acc. MDR,
Art.59 (1) or Art.97 (1)
Evidence #1; CA#

Evidence #2; CA#

O N/A

or

X Certification as follows:
Certificate #: G2S 084462
0013 Rev.01; NB # 0123

or

O N/A - Device did not re-
quire a Notified Body certifi-
cate under Directives

or

[J Evidence that a competent
authority of a Member State
had granted acc. MDR,
Art.59 (1) or Art.97 (1)
Evidence #1; CA#

Evidence #2; CA#

O N/A
or
Certification as follows:

Certificate #: G2S 084462
0013 Rev.01; NB # 0123

or



Device name or Basic UDI-
DI (under MDR application)
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MDR Device classification
(as proposed by the manu-
facturer and verified at the
pre-/ application stage)

O Class | devices with a
measuring function

O Class | devices that qualify
as re-usable surgical instru-
ments

O Class Illl implantable cus-
tom-made device

If the MDR device is a sub-
stitute device, identifica-
tion of the corresponding
MDD/AIMDD device

Product Service

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

[0 N/A - Device did not re-
quire a Notified Body certifi-
cate under Directives

or

[0 Evidence that a competent
authority of a Member State
had granted acc. MDR,
Art.59 (1) or Art.97 (1)
Evidence #1; CA#

Evidence #2; CA#
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Product Service

Table 2: Devices covered by this letter and for which the TUV SUD Product Service GmbH is NOT
responsible for appropriate surveillance of the corresponding devices under the applicable Di-

rective:

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

Adenotom

Applicator

MDR Device classification

(as proposed by the manu-
facturer and verified at the
pre-/ application stage)

O N/A

or

O Class Il

O Class llb implantable non-
WET device

O Class llb excluding Class
IIb implantable non-WET

O Class lla

[ Class | devices placed on
the market in sterile condition
O Class | devices with a
measuring function

X Class | devices that qualify
as re-usable surgical instru-
ments

O Class lll implantable cus-
tom-made device

N/A

or

O Class Il

O Class llb implantable non-
WET device

[ Class llb excluding Class
IIb implantable non-WET

O Class lla

O Class | devices placed on
the market in sterile condition
O Class | devices with a
measuring function

Class | devices that qualify
as re-usable surgical instru-
ments

[ Class lll implantable cus-
tom-made device

If the MDR device is a sub-
stitute device, identifica-
tion of the corresponding
MDD/AIMDD device

O N/A

or
[ Identification of the corre-

sponding device under
MDD/AIMDD:

N/A
or
[ Identification of the corre-

sponding device under
MDD/AIMDD:

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

O N/A

or

I Certification as follows:
Certificate #1; NB #:
Certificate #2; NB #:

or

O N/A - Device did not re-
quire a Notified Body certifi-
cate under Directives

or

[0 Evidence that a competent
authority of a Member State
had granted acc. MDR,
Art.59 (1) or Art.97 (1)
Evidence #1; CA#

Evidence #2; CA#

O N/A

or

[ Certification as follows:
Certificate #1; NB #:
Certificate #2; NB #:

or

N/A - Device did not re-
quire a Notified Body certifi-
cate under Directives

or

[0 Evidence that a competent
authority of a Member State
had granted acc. MDR,
Art.59 (1) or Art.97 (1)
Evidence #1; CA#



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

Artery clamp

Barrel catcher

Biopsy forceps
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MDR Device classification

(as proposed by the manu-
facturer and verified at the
pre-/ application stage)

X N/A

or

O Class Il

O Class llb implantable non-
WET device

O Class llb excluding Class
IIb implantable non-WET

O Class lla

[ Class | devices placed on
the market in sterile condition
O Class | devices with a
measuring function

X Class | devices that qualify

as re-usable surgical instru-
ments

O Class lll implantable cus-
tom-made device

N/A

or

O Class Il

O Class llb implantable non-
WET device

O Class llb excluding Class
IIb implantable non-WET

O Class lla

O Class | devices placed on
the market in sterile condition
O Class | devices with a
measuring function

Class | devices that qualify

as re-usable surgical instru-
ments

[ Class lll implantable cus-
tom-made device

N/A

If the MDR device is a sub-
stitute device, identifica-
tion of the corresponding
MDD/AIMDD device

X N/A

or

[ Identification of the corre-

sponding device under
MDD/AIMDD:

N/A
or
[ Identification of the corre-

sponding device under
MDD/AIMDD:

N/A

il

Product Service

MDD/AIMDD Certificate
Reference(s) of the devices
under MDR application,
and the NB Identification
Evidence #2; CA#

ON/A

or

[ Certification as follows:
Certificate #1; NB #:
Certificate #2; NB #:

or

X N/A - Device did not re-
quire a Notified Body certifi-
cate under Directives

or

[J Evidence that a competent
authority of a Member State
had granted acc. MDR,
Art.59 (1) or Art.97 (1)
Evidence #1; CA#

Evidence #2; CA#

O N/A

or

[ Certification as follows:
Certificate #1; NB #:
Certificate #2; NB #:

or

N/A - Device did not re-
quire a Notified Body certifi-
cate under Directives

or

[0 Evidence that a competent
authority of a Member State
had granted acc. MDR,
Art.59 (1) or Art.97 (1)
Evidence #1; CA#

Evidence #2; CA#

O N/A



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

Biopsy scoop

Blades
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MDR Device classification

(as proposed by the manu-
facturer and verified at the
pre-/ application stage)

or

O Class Il

O Class llb implantable non-
WET device

O Class llb excluding Class
IIb implantable non-WET

O Class lla

[ Class | devices placed on
the market in sterile condition
O Class | devices with a
measuring function

X Class | devices that qualify
as re-usable surgical instru-
ments

O Class lll implantable cus-
tom-made device

N/A

or

O Class Il

O Class llb implantable non-
WET device

O Class llb excluding Class
IIb implantable non-WET

O Class lla

O Class | devices placed on
the market in sterile condition
O Class | devices with a
measuring function

Class | devices that qualify
as re-usable surgical instru-
ments

[ Class lll implantable cus-
tom-made device

N/A

or

If the MDR device is a sub-
stitute device, identifica-
tion of the corresponding
MDD/AIMDD device

or

[ Identification of the corre-

sponding device under
MDD/AIMDD:

N/A
or
[ Identification of the corre-

sponding device under
MDD/AIMDD:

N/A

or

il

Product Service

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

or

I Certification as follows:
Certificate #1; NB #:
Certificate #2; NB #:

or

X N/A - Device did not re-
quire a Notified Body certifi-
cate under Directives

or

[J Evidence that a competent
authority of a Member State
had granted acc. MDR,
Art.59 (1) or Art.97 (1)
Evidence #1; CA#

Evidence #2; CA#

O N/A

or

[ Certification as follows:
Certificate #1; NB #:
Certificate #2; NB #:

or

N/A - Device did not re-
quire a Notified Body certifi-
cate under Directives

or

[0 Evidence that a competent
authority of a Member State
had granted acc. MDR,
Art.59 (1) or Art.97 (1)
Evidence #1; CA#

Evidence #2; CA#

O N/A

or



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

Bone file

Bone shrapnel
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MDR Device classification
(as proposed by the manu-
facturer and verified at the
pre-/ application stage)

O Class Il

O Class llb implantable non-
WET device

O Class llb excluding Class
IIb implantable non-WET

O Class lla

[ Class | devices placed on
the market in sterile condition
O Class | devices with a
measuring function

X Class | devices that qualify
as re-usable surgical instru-
ments

O Class lll implantable cus-
tom-made device

X N/A

or

O Class Il

O Class llb implantable non-
WET device

O Class llb excluding Class
IIb implantable non-WET

O Class lla

O Class | devices placed on
the market in sterile condition
O Class | devices with a
measuring function

Class | devices that qualify
as re-usable surgical instru-
ments

[ Class lll implantable cus-
tom-made device

N/A

or

O Class Il
O Class llb implantable non-
WET device

If the MDR device is a sub-
stitute device, identifica-
tion of the corresponding
MDD/AIMDD device

[ Identification of the corre-
sponding device under
MDD/AIMDD:

X N/A
or
[ Identification of the corre-

sponding device under
MDD/AIMDD:

N/A
or
[ Identification of the corre-

sponding device under
MDD/AIMDD:

il

Product Service

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

[ Certification as follows:
Certificate #1; NB #:
Certificate #2; NB #:

or

X N/A - Device did not re-
quire a Notified Body certifi-
cate under Directives

or

[J Evidence that a competent
authority of a Member State
had granted acc. MDR,
Art.59 (1) or Art.97 (1)
Evidence #1; CA#

Evidence #2; CA#

O N/A

or

[ Certification as follows:
Certificate #1; NB #:
Certificate #2; NB #:

or

N/A - Device did not re-
quire a Notified Body certifi-
cate under Directives

or

[0 Evidence that a competent
authority of a Member State
had granted acc. MDR,
Art.59 (1) or Art.97 (1)
Evidence #1; CA#

Evidence #2; CA#

O N/A
or
[ Certification as follows:

Certificate #1; NB #:
Certificate #2; NB #:



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

Bougie-Urethrotom

Brushes
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MDR Device classification
(as proposed by the manu-
facturer and verified at the
pre-/ application stage)

O Class llb excluding Class
IIb implantable non-WET

O Class lla

O Class | devices placed on
the market in sterile condition
O Class | devices with a
measuring function

X Class | devices that qualify
as re-usable surgical instru-
ments

O Class lll implantable cus-
tom-made device

X N/A

or

O Class Il

O Class llb implantable non-
WET device

O Class llb excluding Class
IIb implantable non-WET

O Class lla

O Class | devices placed on
the market in sterile condition
O Class | devices with a
measuring function

Class | devices that qualify
as re-usable surgical instru-
ments

O Class lll implantable cus-
tom-made device

N/A

or

O Class Il

[ Class llb implantable non-
WET device

O Class llb excluding Class
IIb implantable non-WET

O Class lla

If the MDR device is a sub-
stitute device, identifica-
tion of the corresponding
MDD/AIMDD device

X N/A
or
[ Identification of the corre-

sponding device under
MDD/AIMDD:

N/A
or
[ Identification of the corre-

sponding device under
MDD/AIMDD:

il

Product Service

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

or

N/A - Device did not re-
quire a Notified Body certifi-
cate under Directives

or

[J Evidence that a competent
authority of a Member State
had granted acc. MDR,
Art.59 (1) or Art.97 (1)
Evidence #1; CA#

Evidence #2; CA#

O N/A

or

[ Certification as follows:
Certificate #1; NB #:
Certificate #2; NB #:

or

N/A - Device did not re-
quire a Notified Body certifi-
cate under Directives

or

[0 Evidence that a competent
authority of a Member State
had granted acc. MDR,
Art.59 (1) or Art.97 (1)
Evidence #1; CA#

Evidence #2; CA#

O N/A

or

[ Certification as follows:
Certificate #1; NB #:

Certificate #2; NB #:

or



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

Cement applicator

Chisel
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MDR Device classification
(as proposed by the manu-
facturer and verified at the
pre-/ application stage)

O Class | devices placed on
the market in sterile condition
O Class | devices with a
measuring function

X Class | devices that qualify
as re-usable surgical instru-
ments

O Class lll implantable cus-
tom-made device

X N/A

or

O Class il

O Class llb implantable non-
WET device

O Class llb excluding Class
IIb implantable non-WET

O Class lla

O Class | devices placed on
the market in sterile condition
O Class | devices with a
measuring function

Class | devices that qualify
as re-usable surgical instru-
ments

O Class lll implantable cus-
tom-made device

N/A

or

O Class Il

[ Class llb implantable non-
WET device

O Class llb excluding Class
IIb implantable non-WET

O Class lla

O Class | devices placed on
the market in sterile condition

If the MDR device is a sub-
stitute device, identifica-
tion of the corresponding
MDD/AIMDD device

X N/A
or
[ Identification of the corre-

sponding device under
MDD/AIMDD:

N/A
or
[ Identification of the corre-

sponding device under
MDD/AIMDD:

il

Product Service

MDD/AIMDD Certificate
Reference(s) of the devices
under MDR application,
and the NB Identification
N/A - Device did not re-
quire a Notified Body certifi-
cate under Directives

or

[0 Evidence that a competent
authority of a Member State
had granted acc. MDR,
Art.59 (1) or Art.97 (1)
Evidence #1; CA#

Evidence #2; CA#

O N/A

or

[ Certification as follows:
Certificate #1; NB #:
Certificate #2; NB #:

or

N/A - Device did not re-
quire a Notified Body certifi-
cate under Directives

or

[0 Evidence that a competent
authority of a Member State
had granted acc. MDR,
Art.59 (1) or Art.97 (1)
Evidence #1; CA#

Evidence #2; CA#

O N/A

or

[ Certification as follows:
Certificate #1; NB #:
Certificate #2; NB #:

or

N/A - Device did not re-

quire a Notified Body certifi-
cate under Directives



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

Clamps

Conchotom
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MDR Device classification
(as proposed by the manu-
facturer and verified at the
pre-/ application stage)

O Class | devices with a
measuring function

X Class | devices that qualify
as re-usable surgical instru-
ments

O Class lll implantable cus-
tom-made device

X N/A

or

O Class il

O Class llb implantable non-
WET device

O Class llb excluding Class
IIb implantable non-WET

O Class lla

O Class | devices placed on
the market in sterile condition
O Class | devices with a
measuring function

Class | devices that qualify
as re-usable surgical instru-
ments

O Class lll implantable cus-
tom-made device

N/A

or

O Class Il

[ Class llb implantable non-
WET device

O Class llb excluding Class
IIb implantable non-WET

O Class lla

O Class | devices placed on
the market in sterile condition
O Class | devices with a
measuring function

If the MDR device is a sub-
stitute device, identifica-
tion of the corresponding
MDD/AIMDD device

X N/A
or
[ Identification of the corre-

sponding device under
MDD/AIMDD:

N/A
or
[ Identification of the corre-

sponding device under
MDD/AIMDD:

il

Product Service

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

or

[0 Evidence that a competent
authority of a Member State
had granted acc. MDR,
Art.59 (1) or Art.97 (1)
Evidence #1; CA#

Evidence #2; CA#

O N/A

or

[ Certification as follows:
Certificate #1; NB #:
Certificate #2; NB #:

or

N/A - Device did not re-
quire a Notified Body certifi-
cate under Directives

or

[0 Evidence that a competent
authority of a Member State
had granted acc. MDR,
Art.59 (1) or Art.97 (1)
Evidence #1; CA#

Evidence #2; CA#

O N/A

or

[ Certification as follows:
Certificate #1; NB #:
Certificate #2; NB #:

or

N/A - Device did not re-
quire a Notified Body certifi-

cate under Directives

or



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

Curette

Dilatation mandrel
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MDR Device classification
(as proposed by the manu-
facturer and verified at the
pre-/ application stage)

X Class | devices that qualify
as re-usable surgical instru-
ments

O Class lll implantable cus-
tom-made device

X N/A

or

O Class Il

O Class llb implantable non-
WET device

O Class llb excluding Class
IIb implantable non-WET

O Class lla

[ Class | devices placed on
the market in sterile condition
O Class | devices with a
measuring function

Class | devices that qualify
as re-usable surgical instru-
ments

O Class lll implantable cus-
tom-made device

N/A

or

O Class Il

[ Class llb implantable non-
WET device

[ Class llb excluding Class
IIb implantable non-WET

O Class lla

O Class | devices placed on
the market in sterile condition
O Class | devices with a
measuring function

Class | devices that qualify
as re-usable surgical instru-
ments

O Class lll implantable cus-
tom-made device

If the MDR device is a sub-
stitute device, identifica-
tion of the corresponding
MDD/AIMDD device

X N/A
or
[ Identification of the corre-

sponding device under
MDD/AIMDD:

N/A
or
[ Identification of the corre-

sponding device under
MDD/AIMDD:

il

Product Service

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

[J Evidence that a competent
authority of a Member State
had granted acc. MDR,
Art.59 (1) or Art.97 (1)
Evidence #1; CA#

Evidence #2; CA#

O N/A

or

[ Certification as follows:
Certificate #1; NB #:
Certificate #2; NB #:

or

X N/A - Device did not re-
quire a Notified Body certifi-
cate under Directives

or

[0 Evidence that a competent
authority of a Member State
had granted acc. MDR,
Art.59 (1) or Art.97 (1)
Evidence #1; CA#

Evidence #2; CA#

O N/A

or

[ Certification as follows:
Certificate #1; NB #:
Certificate #2; NB #:

or

N/A - Device did not re-
quire a Notified Body certifi-
cate under Directives

or

[0 Evidence that a competent
authority of a Member State



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

Dilation sets

Dilation sleeve

Dilators
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MDR Device classification

(as proposed by the manu-
facturer and verified at the
pre-/ application stage)

X N/A

or

O Class Il

O Class llb implantable non-
WET device

O Class llb excluding Class
IIb implantable non-WET

O Class lla

[ Class | devices placed on
the market in sterile condition
O Class | devices with a
measuring function

X Class | devices that qualify
as re-usable surgical instru-
ments

O Class lll implantable cus-
tom-made device

N/A

or

O Class Il

O Class llb implantable non-
WET device

O Class llb excluding Class
IIb implantable non-WET

O Class lla

O Class | devices placed on
the market in sterile condition
O Class | devices with a
measuring function

Class | devices that qualify
as re-usable surgical instru-
ments

O Class lll implantable cus-
tom-made device

N/A

If the MDR device is a sub-
stitute device, identifica-
tion of the corresponding
MDD/AIMDD device

X N/A
or
[ Identification of the corre-

sponding device under
MDD/AIMDD:

N/A
or
[ Identification of the corre-

sponding device under
MDD/AIMDD:

N/A

il

Product Service

MDD/AIMDD Certificate
Reference(s) of the devices
under MDR application,
and the NB Identification
had granted acc. MDR,
Art.59 (1) or Art.97 (1)
Evidence #1; CA#

Evidence #2; CA#

ON/A

or

[ Certification as follows:
Certificate #1; NB #:
Certificate #2; NB #:

or

X N/A - Device did not re-
quire a Notified Body certifi-
cate under Directives

O N/A

or

[ Certification as follows:
Certificate #1; NB #:
Certificate #2; NB #:

or

N/A - Device did not re-
quire a Notified Body certifi-
cate under Directives

or

[J Evidence that a competent
authority of a Member State
had granted acc. MDR,
Art.59 (1) or Art.97 (1)
Evidence #1; CA#

Evidence #2; CA#

O N/A



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

Dissectors

Elevator
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MDR Device classification

(as proposed by the manu-
facturer and verified at the
pre-/ application stage)

or

O Class Il

O Class llb implantable non-
WET device

O Class llb excluding Class
IIb implantable non-WET

O Class lla

[ Class | devices placed on
the market in sterile condition
O Class | devices with a
measuring function

X Class | devices that qualify
as re-usable surgical instru-
ments

O Class lll implantable cus-
tom-made device

N/A

or

O Class Il

O Class llb implantable non-
WET device

O Class llb excluding Class
IIb implantable non-WET

O Class lla

[ Class | devices placed on
the market in sterile condition
O Class | devices with a
measuring function

Class | devices that qualify
as re-usable surgical instru-
ments

O Class lll implantable cus-
tom-made device

N/A

or

[ Class llI

If the MDR device is a sub-
stitute device, identifica-
tion of the corresponding
MDD/AIMDD device

or

[ Identification of the corre-

sponding device under
MDD/AIMDD:

N/A
or
[ Identification of the corre-

sponding device under
MDD/AIMDD:

N/A

or

il

Product Service

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

I Certification as follows:
Certificate #1; NB #:
Certificate #2; NB #:

or

X N/A - Device did not re-
quire a Notified Body certifi-
cate under Directives

or

[0 Evidence that a competent
authority of a Member State
had granted acc. MDR,
Art.59 (1) or Art.97 (1)
Evidence #1; CA#

Evidence #2; CA#

O N/A

or

I Certification as follows:
Certificate #1; NB #:
Certificate #2; NB #:

or

X N/A - Device did not re-
quire a Notified Body certifi-
cate under Directives

or

[0 Evidence that a competent
authority of a Member State
had granted acc. MDR,
Art.59 (1) or Art.97 (1)
Evidence #1; CA#
Evidence #2; CA#

O N/A

or

[ Certification as follows:



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

Endotom

Extractor
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MDR Device classification
(as proposed by the manu-
facturer and verified at the
pre-/ application stage)

O Class llb implantable non-
WET device

O Class llb excluding Class
IIb implantable non-WET

O Class lla

O Class | devices placed on
the market in sterile condition
O Class | devices with a
measuring function

X Class | devices that qualify
as re-usable surgical instru-
ments

O Class lll implantable cus-
tom-made device

X N/A

or

O Class Il

O Class llb implantable non-
WET device

O Class llb excluding Class
IIb implantable non-WET

O Class lla

[ Class | devices placed on
the market in sterile condition
O Class | devices with a
measuring function

Class | devices that qualify
as re-usable surgical instru-
ments

[ Class lll implantable cus-
tom-made device

N/A

or

O Class Il
O Class llb implantable non-
WET device

If the MDR device is a sub-
stitute device, identifica-
tion of the corresponding
MDD/AIMDD device

[ Identification of the corre-
sponding device under
MDD/AIMDD:

X N/A
or
[ Identification of the corre-

sponding device under
MDD/AIMDD:

N/A
or
[ Identification of the corre-

sponding device under
MDD/AIMDD:

il

Product Service

MDD/AIMDD Certificate
Reference(s) of the devices
under MDR application,
and the NB Identification
Certificate #1; NB #:
Certificate #2; NB #:

or

N/A - Device did not re-
quire a Notified Body certifi-
cate under Directives

or

[0 Evidence that a competent
authority of a Member State
had granted acc. MDR,
Art.59 (1) or Art.97 (1)
Evidence #1; CA#

Evidence #2; CA#

O N/A

or

[ Certification as follows:
Certificate #1; NB #:
Certificate #2; NB #:

or

X N/A - Device did not re-
quire a Notified Body certifi-
cate under Directives

or

[0 Evidence that a competent
authority of a Member State
had granted acc. MDR,
Art.59 (1) or Art.97 (1)
Evidence #1; CA#

Evidence #2; CA#

O N/A
or
[ Certification as follows:

Certificate #1; NB #:
Certificate #2; NB #:



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

Fixation instruments

Footplate hooks
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MDR Device classification
(as proposed by the manu-
facturer and verified at the
pre-/ application stage)

O Class llb excluding Class
IIb implantable non-WET

O Class lla

O Class | devices placed on
the market in sterile condition
O Class | devices with a
measuring function

X Class | devices that qualify
as re-usable surgical instru-
ments

O Class lll implantable cus-
tom-made device

X N/A

or

O Class Il

O Class llb implantable non-
WET device

O Class llb excluding Class
IIb implantable non-WET

O Class lla

[ Class | devices placed on
the market in sterile condition
O Class | devices with a
measuring function

Class | devices that qualify
as re-usable surgical instru-
ments

O Class lll implantable cus-
tom-made device

N/A

or

O Class Il

O Class llb implantable non-
WET device

[ Class llb excluding Class
IIb implantable non-WET

O Class lla

If the MDR device is a sub-
stitute device, identifica-
tion of the corresponding
MDD/AIMDD device

X N/A
or
[ Identification of the corre-

sponding device under
MDD/AIMDD:

N/A
or
[ Identification of the corre-

sponding device under
MDD/AIMDD:

il

Product Service

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

N/A - Device did not re-
quire a Notified Body certifi-
cate under Directives

or

[0 Evidence that a competent
authority of a Member State
had granted acc. MDR,
Art.59 (1) or Art.97 (1)
Evidence #1; CA#

Evidence #2; CA#

O N/A

or

I Certification as follows:
Certificate #1; NB #:
Certificate #2; NB #:

or

X N/A - Device did not re-
quire a Notified Body certifi-
cate under Directives

or

[J Evidence that a competent
authority of a Member State
had granted acc. MDR,
Art.59 (1) or Art.97 (1)
Evidence #1; CA#
Evidence #2; CA#

O N/A

or

[ Certification as follows:
Certificate #1; NB #:

Certificate #2; NB #:

or



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

Forceps

Gripper
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MDR Device classification
(as proposed by the manu-
facturer and verified at the
pre-/ application stage)

O Class | devices placed on
the market in sterile condition
O Class | devices with a
measuring function

X Class | devices that qualify
as re-usable surgical instru-
ments

O Class lll implantable cus-
tom-made device

X N/A

or

O Class Il

O Class llb implantable non-
WET device

O Class llb excluding Class
IIb implantable non-WET

O Class lla

[ Class | devices placed on
the market in sterile condition
O Class | devices with a
measuring function

Class | devices that qualify
as re-usable surgical instru-
ments

O Class lll implantable cus-
tom-made device

N/A

or

O Class Il

O Class llb implantable non-
WET device

[ Class llb excluding Class
IIb implantable non-WET

O Class lla

O Class | devices placed on
the market in sterile condition

If the MDR device is a sub-
stitute device, identifica-
tion of the corresponding
MDD/AIMDD device

X N/A
or
[ Identification of the corre-

sponding device under
MDD/AIMDD:

N/A
or
[ Identification of the corre-

sponding device under
MDD/AIMDD:

il

Product Service

MDD/AIMDD Certificate
Reference(s) of the devices
under MDR application,
and the NB Identification
N/A - Device did not re-
quire a Notified Body certifi-
cate under Directives

or

[0 Evidence that a competent
authority of a Member State
had granted acc. MDR,
Art.59 (1) or Art.97 (1)
Evidence #1; CA#

Evidence #2; CA#

O N/A

or

I Certification as follows:
Certificate #1; NB #:
Certificate #2; NB #:

or

X N/A - Device did not re-
quire a Notified Body certifi-
cate under Directives

or

[0 Evidence that a competent
authority of a Member State
had granted acc. MDR,
Art.59 (1) or Art.97 (1)
Evidence #1; CA#

Evidence #2; CA#

O N/A

or

[ Certification as follows:
Certificate #1; NB #:
Certificate #2; NB #:

or

N/A - Device did not re-

quire a Notified Body certifi-
cate under Directives



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

Guide probes

Guide sleeves
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MDR Device classification
(as proposed by the manu-
facturer and verified at the
pre-/ application stage)

O Class | devices with a
measuring function

X Class | devices that qualify
as re-usable surgical instru-
ments

O Class Illl implantable cus-
tom-made device

X N/A

or

O Class Il

O Class llb implantable non-
WET device

O Class llb excluding Class
IIb implantable non-WET

O Class lla

[ Class | devices placed on
the market in sterile condition
O Class | devices with a
measuring function

Class | devices that qualify
as re-usable surgical instru-
ments

O Class lll implantable cus-
tom-made device

N/A

or

O Class Il

O Class llb implantable non-
WET device

[ Class llb excluding Class
IIb implantable non-WET

O Class lla

O Class | devices placed on
the market in sterile condition
O Class | devices with a
measuring function

If the MDR device is a sub-
stitute device, identifica-
tion of the corresponding
MDD/AIMDD device

X N/A
or
[ Identification of the corre-

sponding device under
MDD/AIMDD:

N/A
or
[ Identification of the corre-

sponding device under
MDD/AIMDD:

il

Product Service

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

or

[0 Evidence that a competent
authority of a Member State
had granted acc. MDR,
Art.59 (1) or Art.97 (1)
Evidence #1; CA#

Evidence #2; CA#

O N/A

or

I Certification as follows:
Certificate #1; NB #:
Certificate #2; NB #:

or

X N/A - Device did not re-
quire a Notified Body certifi-
cate under Directives

or

[J Evidence that a competent
authority of a Member State
had granted acc. MDR,
Art.59 (1) or Art.97 (1)
Evidence #1; CA#

Evidence #2; CA#

O N/A

or

[ Certification as follows:
Certificate #1; NB #:
Certificate #2; NB #:

or

N/A - Device did not re-
quire a Notified Body certifi-

cate under Directives

or



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

Guide wire

Hollow milling cutter
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MDR Device classification
(as proposed by the manu-
facturer and verified at the
pre-/ application stage)

X Class | devices that qualify
as re-usable surgical instru-
ments

O Class lll implantable cus-
tom-made device

X N/A

or

O Class Il

O Class llb implantable non-
WET device

O Class llb excluding Class
IIb implantable non-WET

O Class lla

[ Class | devices placed on
the market in sterile condition
O Class | devices with a
measuring function

Class | devices that qualify
as re-usable surgical instru-
ments

O Class lll implantable cus-
tom-made device

N/A

or

O Class Il

O Class llb implantable non-
WET device

[ Class llb excluding Class
IIb implantable non-WET

O Class lla

O Class | devices placed on
the market in sterile condition
[ Class | devices with a
measuring function

Class | devices that qualify
as re-usable surgical instru-
ments

[ Class lll implantable cus-
tom-made device

If the MDR device is a sub-
stitute device, identifica-
tion of the corresponding
MDD/AIMDD device

X N/A
or
[ Identification of the corre-

sponding device under
MDD/AIMDD:

N/A
or
[ Identification of the corre-

sponding device under
MDD/AIMDD:

il

Product Service

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

[0 Evidence that a competent
authority of a Member State
had granted acc. MDR,
Art.59 (1) or Art.97 (1)
Evidence #1; CA#

Evidence #2; CA#

O N/A

or

I Certification as follows:
Certificate #1; NB #:
Certificate #2; NB #:

or

X N/A - Device did not re-
quire a Notified Body certifi-
cate under Directives

or

[J Evidence that a competent
authority of a Member State
had granted acc. MDR,
Art.59 (1) or Art.97 (1)
Evidence #1; CA#

Evidence #2; CA#

O N/A

or

[ Certification as follows:
Certificate #1; NB #:
Certificate #2; NB #:

or

N/A - Device did not re-
quire a Notified Body certifi-
cate under Directives

or

[0 Evidence that a competent
authority of a Member State



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

Hooks

Injection cannula
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MDR Device classification

(as proposed by the manu-
facturer and verified at the
pre-/ application stage)

X N/A

or

O Class Il

O Class llb implantable non-
WET device

O Class llb excluding Class
IIb implantable non-WET

O Class lla

[ Class | devices placed on
the market in sterile condition
O Class | devices with a
measuring function

X Class | devices that qualify

as re-usable surgical instru-
ments

O Class lll implantable cus-
tom-made device

N/A

or

O Class Il

O Class llb implantable non-
WET device

[ Class llb excluding Class
IIb implantable non-WET

O Class lla

O Class | devices placed on
the market in sterile condition
O Class | devices with a
measuring function

Class | devices that qualify

as re-usable surgical instru-
ments

[ Class lll implantable cus-
tom-made device

If the MDR device is a sub-
stitute device, identifica-
tion of the corresponding
MDD/AIMDD device

X N/A
or
[ Identification of the corre-

sponding device under
MDD/AIMDD:

N/A
or
[ Identification of the corre-

sponding device under
MDD/AIMDD:

il

Product Service

MDD/AIMDD Certificate
Reference(s) of the devices
under MDR application,
and the NB Identification
had granted acc. MDR,
Art.59 (1) or Art.97 (1)
Evidence #1; CA#

Evidence #2; CA#

ON/A

or

I Certification as follows:
Certificate #1; NB #:
Certificate #2; NB #:

or

X N/A - Device did not re-
quire a Notified Body certifi-
cate under Directives

or

[J Evidence that a competent
authority of a Member State
had granted acc. MDR,
Art.59 (1) or Art.97 (1)
Evidence #1; CA#

Evidence #2; CA#

O N/A

or

[ Certification as follows:
Certificate #1; NB #:
Certificate #2; NB #:

or

N/A - Device did not re-
quire a Notified Body certifi-
cate under Directives

or

[0 Evidence that a competent
authority of a Member State
had granted acc. MDR,
Art.59 (1) or Art.97 (1)
Evidence #1; CA#



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

Insert Femoral Targeting
Device

Knives

Lock cap
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MDR Device classification

(as proposed by the manu-
facturer and verified at the
pre-/ application stage)

X N/A

or

O Class Il

O Class llb implantable non-
WET device

O Class llb excluding Class
IIb implantable non-WET

O Class lla

[ Class | devices placed on
the market in sterile condition
O Class | devices with a
measuring function

X Class | devices that qualify

as re-usable surgical instru-
ments

O Class lll implantable cus-
tom-made device

N/A

or

O Class Il

O Class llb implantable non-
WET device

O Class llb excluding Class
IIb implantable non-WET

O Class lla

O Class | devices placed on
the market in sterile condition
O Class | devices with a
measuring function

Class | devices that qualify

as re-usable surgical instru-
ments

[ Class lll implantable cus-
tom-made device

N/A

If the MDR device is a sub-
stitute device, identifica-
tion of the corresponding
MDD/AIMDD device

X N/A

or

[ Identification of the corre-

sponding device under
MDD/AIMDD:

N/A
or
[ Identification of the corre-

sponding device under
MDD/AIMDD:

N/A

il

Product Service

MDD/AIMDD Certificate
Reference(s) of the devices
under MDR application,
and the NB Identification
Evidence #2; CA#

ON/A

or

[ Certification as follows:
Certificate #1; NB #:
Certificate #2; NB #:

or

X N/A - Device did not re-
quire a Notified Body certifi-
cate under Directives

or

[J Evidence that a competent
authority of a Member State
had granted acc. MDR,
Art.59 (1) or Art.97 (1)
Evidence #1; CA#

Evidence #2; CA#

O N/A

or

[ Certification as follows:
Certificate #1; NB #:
Certificate #2; NB #:

or

N/A - Device did not re-
quire a Notified Body certifi-
cate under Directives

or

[0 Evidence that a competent
authority of a Member State
had granted acc. MDR,
Art.59 (1) or Art.97 (1)
Evidence #1; CA#

Evidence #2; CA#

O N/A



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

Mandrel

Measuring cylinder
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MDR Device classification

(as proposed by the manu-
facturer and verified at the
pre-/ application stage)

or

O Class Il

O Class llb implantable non-
WET device

O Class llb excluding Class
IIb implantable non-WET

O Class lla

[ Class | devices placed on
the market in sterile condition
O Class | devices with a
measuring function

X Class | devices that qualify
as re-usable surgical instru-
ments

O Class lll implantable cus-
tom-made device

N/A

or

O Class Il

O Class llb implantable non-
WET device

O Class llb excluding Class
IIb implantable non-WET

O Class lla

O Class | devices placed on
the market in sterile condition
O Class | devices with a
measuring function

Class | devices that qualify
as re-usable surgical instru-
ments

[ Class lll implantable cus-
tom-made device

N/A

or

If the MDR device is a sub-
stitute device, identifica-
tion of the corresponding
MDD/AIMDD device

or

[ Identification of the corre-

sponding device under
MDD/AIMDD:

N/A
or
[ Identification of the corre-

sponding device under
MDD/AIMDD:

N/A

or

il

Product Service

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

or

I Certification as follows:
Certificate #1; NB #:
Certificate #2; NB #:

or

X N/A - Device did not re-
quire a Notified Body certifi-
cate under Directives

or

[0 Evidence that a competent
authority of a Member State
had granted acc. MDR,
Art.59 (1) or Art.97 (1)
Evidence #1; CA#

Evidence #2; CA#

O N/A

or

[ Certification as follows:
Certificate #1; NB #:
Certificate #2; NB #:

or

N/A - Device did not re-
quire a Notified Body certifi-
cate under Directives

or

[0 Evidence that a competent
authority of a Member State
had granted acc. MDR,
Art.59 (1) or Art.97 (1)
Evidence #1; CA#

Evidence #2; CA#

O N/A

or



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

Micro fork

Needle
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MDR Device classification
(as proposed by the manu-
facturer and verified at the
pre-/ application stage)

O Class Il

O Class llb implantable non-
WET device

O Class llb excluding Class
IIb implantable non-WET

O Class lla

[ Class | devices placed on
the market in sterile condition
O Class | devices with a
measuring function

X Class | devices that qualify
as re-usable surgical instru-
ments

O Class lll implantable cus-
tom-made device

X N/A

or

O Class Il

O Class llb implantable non-
WET device

O Class llb excluding Class
IIb implantable non-WET

O Class lla

O Class | devices placed on
the market in sterile condition
O Class | devices with a
measuring function

Class | devices that qualify
as re-usable surgical instru-
ments

[ Class lll implantable cus-
tom-made device

N/A

or

O Class Il
O Class llb implantable non-
WET device

If the MDR device is a sub-
stitute device, identifica-
tion of the corresponding
MDD/AIMDD device

[ Identification of the corre-
sponding device under
MDD/AIMDD:

X N/A
or
[ Identification of the corre-

sponding device under
MDD/AIMDD:

N/A
or
[ Identification of the corre-

sponding device under
MDD/AIMDD:

il

Product Service

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

[ Certification as follows:
Certificate #1; NB #:
Certificate #2; NB #:

or

X N/A - Device did not re-
quire a Notified Body certifi-
cate under Directives

or

[J Evidence that a competent
authority of a Member State
had granted acc. MDR,
Art.59 (1) or Art.97 (1)
Evidence #1; CA#

Evidence #2; CA#

O N/A

or

[ Certification as follows:
Certificate #1; NB #:
Certificate #2; NB #:

or

N/A - Device did not re-
quire a Notified Body certifi-
cate under Directives

or

[0 Evidence that a competent
authority of a Member State
had granted acc. MDR,
Art.59 (1) or Art.97 (1)
Evidence #1; CA#

Evidence #2; CA#

O N/A
or
[ Certification as follows:

Certificate #1; NB #:
Certificate #2; NB #:



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

Needle holder

Obturator
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MDR Device classification
(as proposed by the manu-
facturer and verified at the
pre-/ application stage)

O Class llb excluding Class
IIb implantable non-WET

O Class lla

O Class | devices placed on
the market in sterile condition
O Class | devices with a
measuring function

X Class | devices that qualify
as re-usable surgical instru-
ments

O Class lll implantable cus-
tom-made device

X N/A

or

O Class Il

O Class llb implantable non-
WET device

O Class llb excluding Class
IIb implantable non-WET

O Class lla

O Class | devices placed on
the market in sterile condition
O Class | devices with a
measuring function

Class | devices that qualify
as re-usable surgical instru-
ments

O Class lll implantable cus-
tom-made device

N/A

or

O Class Il

[ Class llb implantable non-
WET device

O Class llb excluding Class
IIb implantable non-WET

O Class lla

If the MDR device is a sub-
stitute device, identifica-
tion of the corresponding
MDD/AIMDD device

X N/A
or
[ Identification of the corre-

sponding device under
MDD/AIMDD:

N/A
or
[ Identification of the corre-

sponding device under
MDD/AIMDD:

il

Product Service

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

or

N/A - Device did not re-
quire a Notified Body certifi-
cate under Directives

or

[J Evidence that a competent
authority of a Member State
had granted acc. MDR,
Art.59 (1) or Art.97 (1)
Evidence #1; CA#

Evidence #2; CA#

O N/A

or

[ Certification as follows:
Certificate #1; NB #:
Certificate #2; NB #:

or

N/A - Device did not re-
quire a Notified Body certifi-
cate under Directives

or

[0 Evidence that a competent
authority of a Member State
had granted acc. MDR,
Art.59 (1) or Art.97 (1)
Evidence #1; CA#

Evidence #2; CA#

O N/A

or

[ Certification as follows:
Certificate #1; NB #:

Certificate #2; NB #:

or



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

Osteotome

Quter cannula
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MDR Device classification
(as proposed by the manu-
facturer and verified at the
pre-/ application stage)

O Class | devices placed on
the market in sterile condition
O Class | devices with a
measuring function

X Class | devices that qualify
as re-usable surgical instru-
ments

O Class lll implantable cus-
tom-made device

X N/A

or

O Class il

O Class llb implantable non-
WET device

O Class llb excluding Class
IIb implantable non-WET

O Class lla

O Class | devices placed on
the market in sterile condition
O Class | devices with a
measuring function

Class | devices that qualify
as re-usable surgical instru-
ments

O Class lll implantable cus-
tom-made device

N/A

or

O Class Il

[ Class llb implantable non-
WET device

O Class llb excluding Class
IIb implantable non-WET

O Class lla

O Class | devices placed on
the market in sterile condition

If the MDR device is a sub-
stitute device, identifica-
tion of the corresponding
MDD/AIMDD device

X N/A
or
[ Identification of the corre-

sponding device under
MDD/AIMDD:

N/A
or
[ Identification of the corre-

sponding device under
MDD/AIMDD:

il

Product Service

MDD/AIMDD Certificate
Reference(s) of the devices
under MDR application,
and the NB Identification
N/A - Device did not re-
quire a Notified Body certifi-
cate under Directives

or

[0 Evidence that a competent
authority of a Member State
had granted acc. MDR,
Art.59 (1) or Art.97 (1)
Evidence #1; CA#

Evidence #2; CA#

O N/A

or

[ Certification as follows:
Certificate #1; NB #:
Certificate #2; NB #:

or

N/A - Device did not re-
quire a Notified Body certifi-
cate under Directives

or

[0 Evidence that a competent
authority of a Member State
had granted acc. MDR,
Art.59 (1) or Art.97 (1)
Evidence #1; CA#

Evidence #2; CA#

O N/A

or

[ Certification as follows:
Certificate #1; NB #:
Certificate #2; NB #:

or

N/A - Device did not re-

quire a Notified Body certifi-
cate under Directives



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

Outer sheath

Patellar sawing template
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MDR Device classification
(as proposed by the manu-
facturer and verified at the
pre-/ application stage)

O Class | devices with a
measuring function

X Class | devices that qualify
as re-usable surgical instru-
ments

O Class lll implantable cus-
tom-made device

X N/A

or

O Class il

O Class llb implantable non-
WET device

O Class llb excluding Class
IIb implantable non-WET

O Class lla

O Class | devices placed on
the market in sterile condition
O Class | devices with a
measuring function

Class | devices that qualify
as re-usable surgical instru-
ments

O Class lll implantable cus-
tom-made device

N/A

or

O Class Il

[ Class llb implantable non-
WET device

O Class llb excluding Class
IIb implantable non-WET

O Class lla

O Class | devices placed on
the market in sterile condition
O Class | devices with a
measuring function

If the MDR device is a sub-
stitute device, identifica-
tion of the corresponding
MDD/AIMDD device

X N/A
or
[ Identification of the corre-

sponding device under
MDD/AIMDD:

N/A
or
[ Identification of the corre-

sponding device under
MDD/AIMDD:

il

Product Service

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

or

[J Evidence that a competent
authority of a Member State
had granted acc. MDR,
Art.59 (1) or Art.97 (1)
Evidence #1; CA#

Evidence #2; CA#

O N/A

or

[ Certification as follows:
Certificate #1; NB #:
Certificate #2; NB #:

or

N/A - Device did not re-
quire a Notified Body certifi-
cate under Directives

or

[0 Evidence that a competent
authority of a Member State
had granted acc. MDR,
Art.59 (1) or Art.97 (1)
Evidence #1; CA#

Evidence #2; CA#

O N/A

or

[ Certification as follows:
Certificate #1; NB #:
Certificate #2; NB #:

or

N/A - Device did not re-
quire a Notified Body certifi-

cate under Directives

or



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

Perforator

Plunger
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MDR Device classification
(as proposed by the manu-
facturer and verified at the
pre-/ application stage)

X Class | devices that qualify
as re-usable surgical instru-
ments

O Class lll implantable cus-
tom-made device

X N/A

or

O Class Il

O Class llb implantable non-
WET device

O Class llb excluding Class
IIb implantable non-WET

O Class lla

[ Class | devices placed on
the market in sterile condition
O Class | devices with a
measuring function

Class | devices that qualify
as re-usable surgical instru-
ments

O Class lll implantable cus-
tom-made device

N/A

or

O Class Il

[ Class llb implantable non-
WET device

[ Class llb excluding Class
IIb implantable non-WET

O Class lla

O Class | devices placed on
the market in sterile condition
O Class | devices with a
measuring function

Class | devices that qualify
as re-usable surgical instru-
ments

O Class lll implantable cus-
tom-made device

If the MDR device is a sub-
stitute device, identifica-
tion of the corresponding
MDD/AIMDD device

X N/A
or
[ Identification of the corre-

sponding device under
MDD/AIMDD:

N/A
or
[ Identification of the corre-

sponding device under
MDD/AIMDD:

il

Product Service

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

[J Evidence that a competent
authority of a Member State
had granted acc. MDR,
Art.59 (1) or Art.97 (1)
Evidence #1; CA#

Evidence #2; CA#

O N/A

or

[ Certification as follows:
Certificate #1; NB #:
Certificate #2; NB #:

or

X N/A - Device did not re-
quire a Notified Body certifi-
cate under Directives

or

[0 Evidence that a competent
authority of a Member State
had granted acc. MDR,
Art.59 (1) or Art.97 (1)
Evidence #1; CA#

Evidence #2; CA#

O N/A

or

[ Certification as follows:
Certificate #1; NB #:
Certificate #2; NB #:

or

N/A - Device did not re-
quire a Notified Body certifi-
cate under Directives

or

[0 Evidence that a competent
authority of a Member State



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

Probe

Punching instruments
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MDR Device classification

(as proposed by the manu-
facturer and verified at the
pre-/ application stage)

X N/A

or

O Class Il

O Class llb implantable non-
WET device

O Class llb excluding Class
IIb implantable non-WET

O Class lla

[ Class | devices placed on
the market in sterile condition
O Class | devices with a
measuring function

X Class | devices that qualify

as re-usable surgical instru-
ments

O Class lll implantable cus-
tom-made device

N/A

or

O Class Il

O Class llb implantable non-
WET device

O Class llb excluding Class
IIb implantable non-WET

O Class lla

O Class | devices placed on
the market in sterile condition
O Class | devices with a
measuring function

Class | devices that qualify

as re-usable surgical instru-
ments

O Class lll implantable cus-
tom-made device

If the MDR device is a sub-
stitute device, identifica-
tion of the corresponding
MDD/AIMDD device

X N/A
or
[ Identification of the corre-

sponding device under
MDD/AIMDD:

N/A
or
[ Identification of the corre-

sponding device under
MDD/AIMDD:

il

Product Service

MDD/AIMDD Certificate
Reference(s) of the devices
under MDR application,
and the NB Identification
had granted acc. MDR,
Art.59 (1) or Art.97 (1)
Evidence #1; CA#

Evidence #2; CA#

ON/A

or

[ Certification as follows:
Certificate #1; NB #:
Certificate #2; NB #:

or

X N/A - Device did not re-
quire a Notified Body certifi-
cate under Directives

or

[0 Evidence that a competent
authority of a Member State
had granted acc. MDR,
Art.59 (1) or Art.97 (1)
Evidence #1; CA#

Evidence #2; CA#

O N/A

or

[ Certification as follows:
Certificate #1; NB #:
Certificate #2; NB #:

or

N/A - Device did not re-
quire a Notified Body certifi-
cate under Directives

or

[0 Evidence that a competent
authority of a Member State
had granted acc. MDR,
Art.59 (1) or Art.97 (1)
Evidence #1; CA#



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

Puncture needle

Pylorotome

Raspatorium
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MDR Device classification

(as proposed by the manu-
facturer and verified at the
pre-/ application stage)

X N/A

or

O Class Il

O Class llb implantable non-
WET device

O Class llb excluding Class
IIb implantable non-WET

O Class lla

[ Class | devices placed on
the market in sterile condition
O Class | devices with a
measuring function

X Class | devices that qualify

as re-usable surgical instru-
ments

O Class lll implantable cus-
tom-made device

N/A

or

O Class Il

O Class llb implantable non-
WET device

O Class llb excluding Class
IIb implantable non-WET

O Class lla

O Class | devices placed on
the market in sterile condition
O Class | devices with a
measuring function

Class | devices that qualify

as re-usable surgical instru-
ments

O Class lll implantable cus-
tom-made device

N/A

If the MDR device is a sub-
stitute device, identifica-
tion of the corresponding
MDD/AIMDD device

X N/A

or

[ Identification of the corre-

sponding device under
MDD/AIMDD:

N/A
or
[ Identification of the corre-

sponding device under
MDD/AIMDD:

N/A

il

Product Service

MDD/AIMDD Certificate
Reference(s) of the devices
under MDR application,
and the NB Identification
Evidence #2; CA#

ON/A

or

[ Certification as follows:
Certificate #1; NB #:
Certificate #2; NB #:

or

X N/A - Device did not re-
quire a Notified Body certifi-
cate under Directives

or

[0 Evidence that a competent
authority of a Member State
had granted acc. MDR,
Art.59 (1) or Art.97 (1)
Evidence #1; CA#

Evidence #2; CA#

O N/A

or

[ Certification as follows:
Certificate #1; NB #:
Certificate #2; NB #:

or

N/A - Device did not re-
quire a Notified Body certifi-
cate under Directives

or

[J Evidence that a competent
authority of a Member State
had granted acc. MDR,
Art.59 (1) or Art.97 (1)
Evidence #1; CA#

Evidence #2; CA#

O N/A



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

Rasp

Retactor
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MDR Device classification

(as proposed by the manu-
facturer and verified at the
pre-/ application stage)

or

O Class Il

O Class llb implantable non-
WET device

O Class llb excluding Class
IIb implantable non-WET

O Class lla

[ Class | devices placed on
the market in sterile condition
O Class | devices with a
measuring function

X Class | devices that qualify
as re-usable surgical instru-
ments

O Class lll implantable cus-
tom-made device

N/A

or

O Class Il

O Class llb implantable non-
WET device

O Class llb excluding Class
IIb implantable non-WET

O Class lla

[ Class | devices placed on
the market in sterile condition
O Class | devices with a
measuring function

Class | devices that qualify
as re-usable surgical instru-
ments

O Class lll implantable cus-
tom-made device

N/A

or

If the MDR device is a sub-
stitute device, identifica-
tion of the corresponding
MDD/AIMDD device

or

[ Identification of the corre-

sponding device under
MDD/AIMDD:

N/A
or
[ Identification of the corre-

sponding device under
MDD/AIMDD:

N/A

or

Product Service

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

or

I Certification as follows:
Certificate #1; NB #:
Certificate #2; NB #:

or

X N/A - Device did not re-
quire a Notified Body certifi-
cate under Directives

or

[0 Evidence that a competent
authority of a Member State
had granted acc. MDR,
Art.59 (1) or Art.97 (1)
Evidence #1; CA#

Evidence #2; CA#

O N/A

or

I Certification as follows:
Certificate #1; NB #:
Certificate #2; NB #:

or

X N/A - Device did not re-
quire a Notified Body certifi-
cate under Directives

or

[0 Evidence that a competent
authority of a Member State
had granted acc. MDR,
Art.59 (1) or Art.97 (1)
Evidence #1; CA#

Evidence #2; CA#

O N/A

or



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

Saw

Scalpel handle
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MDR Device classification
(as proposed by the manu-
facturer and verified at the
pre-/ application stage)

O Class Il

O Class llb implantable non-
WET device

O Class llb excluding Class
IIb implantable non-WET

O Class lla

[ Class | devices placed on
the market in sterile condition
O Class | devices with a
measuring function

X Class | devices that qualify
as re-usable surgical instru-
ments

O Class lll implantable cus-
tom-made device

X N/A

or

O Class Il

O Class llb implantable non-
WET device

O Class llb excluding Class
IIb implantable non-WET

O Class lla

[ Class | devices placed on
the market in sterile condition
O Class | devices with a
measuring function

Class | devices that qualify
as re-usable surgical instru-
ments

[ Class lll implantable cus-
tom-made device

N/A

or

O Class Il
O Class llb implantable non-
WET device

If the MDR device is a sub-
stitute device, identifica-
tion of the corresponding
MDD/AIMDD device

[ Identification of the corre-
sponding device under
MDD/AIMDD:

X N/A
or
[ Identification of the corre-

sponding device under
MDD/AIMDD:

N/A
or
[ Identification of the corre-

sponding device under
MDD/AIMDD:

il

Product Service

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

O Certification as follows:
Certificate #1; NB #:
Certificate #2; NB #:

or

X N/A - Device did not re-
quire a Notified Body certifi-
cate under Directives

or

[0 Evidence that a competent
authority of a Member State
had granted acc. MDR,
Art.59 (1) or Art.97 (1)
Evidence #1; CA#

Evidence #2; CA#

O N/A

or

I Certification as follows:
Certificate #1; NB #:
Certificate #2; NB #:

or

X N/A - Device did not re-
quire a Notified Body certifi-
cate under Directives

or

[0 Evidence that a competent
authority of a Member State
had granted acc. MDR,
Art.59 (1) or Art.97 (1)
Evidence #1; CA#

Evidence #2; CA#

O N/A
or
[ Certification as follows:

Certificate #1; NB #:
Certificate #2; NB #:



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

Scissors

Screw driver
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MDR Device classification
(as proposed by the manu-
facturer and verified at the
pre-/ application stage)

O Class llb excluding Class
IIb implantable non-WET

O Class lla

O Class | devices placed on
the market in sterile condition
O Class | devices with a
measuring function

X Class | devices that qualify
as re-usable surgical instru-
ments

O Class lll implantable cus-
tom-made device

X N/A

or

O Class Il

O Class llb implantable non-
WET device

O Class llb excluding Class
IIb implantable non-WET

O Class lla

[ Class | devices placed on
the market in sterile condition
O Class | devices with a
measuring function

Class | devices that qualify
as re-usable surgical instru-
ments

O Class lll implantable cus-
tom-made device

N/A

or

O Class Il

O Class llb implantable non-
WET device

[ Class llb excluding Class
IIb implantable non-WET

O Class lla

If the MDR device is a sub-
stitute device, identifica-
tion of the corresponding
MDD/AIMDD device

X N/A
or
[ Identification of the corre-

sponding device under
MDD/AIMDD:

N/A
or
[ Identification of the corre-

sponding device under
MDD/AIMDD:

il

Product Service

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

or

N/A - Device did not re-
quire a Notified Body certifi-
cate under Directives

or

[0 Evidence that a competent
authority of a Member State
had granted acc. MDR,
Art.59 (1) or Art.97 (1)
Evidence #1; CA#

Evidence #2; CA#

O N/A

or

[ Certification as follows:
Certificate #1; NB #:
Certificate #2; NB #:

or

X N/A - Device did not re-
quire a Notified Body certifi-
cate under Directives

or

[J Evidence that a competent
authority of a Member State
had granted acc. MDR,
Art.59 (1) or Art.97 (1)
Evidence #1; CA#

Evidence #2; CA#

O N/A

or

[ Certification as follows:
Certificate #1; NB #:

Certificate #2; NB #:

or



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

Seaming instrument

Self-retaining retractor
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MDR Device classification
(as proposed by the manu-
facturer and verified at the
pre-/ application stage)

O Class | devices placed on
the market in sterile condition
O Class | devices with a
measuring function

X Class | devices that qualify
as re-usable surgical instru-
ments

O Class lll implantable cus-
tom-made device

X N/A

or

O Class Il

O Class llb implantable non-
WET device

O Class llb excluding Class
IIb implantable non-WET

O Class lla

[ Class | devices placed on
the market in sterile condition
O Class | devices with a
measuring function

Class | devices that qualify
as re-usable surgical instru-
ments

O Class lll implantable cus-
tom-made device

N/A

or

O Class Il

O Class llb implantable non-
WET device

[ Class llb excluding Class
IIb implantable non-WET

O Class lla

O Class | devices placed on
the market in sterile condition

If the MDR device is a sub-
stitute device, identifica-
tion of the corresponding
MDD/AIMDD device

X N/A
or
[ Identification of the corre-

sponding device under
MDD/AIMDD:

N/A
or
[ Identification of the corre-

sponding device under
MDD/AIMDD:

il

Product Service

MDD/AIMDD Certificate
Reference(s) of the devices
under MDR application,
and the NB Identification
N/A - Device did not re-
quire a Notified Body certifi-
cate under Directives

or

[0 Evidence that a competent
authority of a Member State
had granted acc. MDR,
Art.59 (1) or Art.97 (1)
Evidence #1; CA#

Evidence #2; CA#

O N/A

or

I Certification as follows:
Certificate #1; NB #:
Certificate #2; NB #:

or

X N/A - Device did not re-
quire a Notified Body certifi-
cate under Directives

or

[J Evidence that a competent
authority of a Member State
had granted acc. MDR,
Art.59 (1) or Art.97 (1)
Evidence #1; CA#

Evidence #2; CA#

O N/A

or

[ Certification as follows:
Certificate #1; NB #:
Certificate #2; NB #:

or

N/A - Device did not re-

quire a Notified Body certifi-
cate under Directives



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

Sleeves

Speculum
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MDR Device classification
(as proposed by the manu-
facturer and verified at the
pre-/ application stage)

O Class | devices with a
measuring function

X Class | devices that qualify
as re-usable surgical instru-
ments

O Class lll implantable cus-
tom-made device

X N/A

or

O Class Il

O Class llb implantable non-
WET device

O Class llb excluding Class
IIb implantable non-WET

O Class lla

[ Class | devices placed on
the market in sterile condition
O Class | devices with a
measuring function

Class | devices that qualify
as re-usable surgical instru-
ments

O Class lll implantable cus-
tom-made device

N/A

or

O Class Il

O Class llb implantable non-
WET device

[ Class llb excluding Class
IIb implantable non-WET

O Class lla

O Class | devices placed on
the market in sterile condition
O Class | devices with a
measuring function

If the MDR device is a sub-
stitute device, identifica-
tion of the corresponding
MDD/AIMDD device

X N/A
or
[ Identification of the corre-

sponding device under
MDD/AIMDD:

N/A
or
[ Identification of the corre-

sponding device under
MDD/AIMDD:

il

Product Service

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

or

[0 Evidence that a competent
authority of a Member State
had granted acc. MDR,
Art.59 (1) or Art.97 (1)
Evidence #1; CA#

Evidence #2; CA#

O N/A

or

I Certification as follows:
Certificate #1; NB #:
Certificate #2; NB #:

or

X N/A - Device did not re-
quire a Notified Body certifi-
cate under Directives

or

[J Evidence that a competent
authority of a Member State
had granted acc. MDR,
Art.59 (1) or Art.97 (1)
Evidence #1; CA#

Evidence #2; CA#

O N/A

or

[ Certification as follows:
Certificate #1; NB #:
Certificate #2; NB #:

or

N/A - Device did not re-
quire a Notified Body certifi-

cate under Directives

or



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

Spoon

Tampon thongs
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MDR Device classification
(as proposed by the manu-
facturer and verified at the
pre-/ application stage)

X Class | devices that qualify
as re-usable surgical instru-
ments

O Class lll implantable cus-
tom-made device

X N/A

or

O Class Il

O Class llb implantable non-
WET device

O Class llb excluding Class
IIb implantable non-WET

O Class lla

[ Class | devices placed on
the market in sterile condition
O Class | devices with a
measuring function

Class | devices that qualify
as re-usable surgical instru-
ments

O Class lll implantable cus-
tom-made device

N/A

or

O Class Il

O Class llb implantable non-
WET device

[ Class llb excluding Class
IIb implantable non-WET

O Class lla

O Class | devices placed on
the market in sterile condition
[ Class | devices with a
measuring function

Class | devices that qualify
as re-usable surgical instru-
ments

[ Class lll implantable cus-
tom-made device

If the MDR device is a sub-
stitute device, identifica-
tion of the corresponding
MDD/AIMDD device

X N/A
or
[ Identification of the corre-

sponding device under
MDD/AIMDD:

N/A
or
[ Identification of the corre-

sponding device under
MDD/AIMDD:

il

Product Service

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

[0 Evidence that a competent
authority of a Member State
had granted acc. MDR,
Art.59 (1) or Art.97 (1)
Evidence #1; CA#

Evidence #2; CA#

O N/A

or

I Certification as follows:
Certificate #1; NB #:
Certificate #2; NB #:

or

X N/A - Device did not re-
quire a Notified Body certifi-
cate under Directives

or

[J Evidence that a competent
authority of a Member State
had granted acc. MDR,
Art.59 (1) or Art.97 (1)
Evidence #1; CA#

Evidence #2; CA#

O N/A

or

[ Certification as follows:
Certificate #1; NB #:
Certificate #2; NB #:

or

N/A - Device did not re-
quire a Notified Body certifi-
cate under Directives

or

[0 Evidence that a competent
authority of a Member State



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

Tap

Tendon strength tester
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MDR Device classification

(as proposed by the manu-
facturer and verified at the
pre-/ application stage)

X N/A

or

O Class Il

O Class llb implantable non-
WET device

O Class llb excluding Class
IIb implantable non-WET

O Class lla

[ Class | devices placed on
the market in sterile condition
O Class | devices with a
measuring function

X Class | devices that qualify

as re-usable surgical instru-
ments

O Class lll implantable cus-
tom-made device

N/A

or

O Class Il

O Class llb implantable non-
WET device

[ Class llb excluding Class
IIb implantable non-WET

O Class lla

O Class | devices placed on
the market in sterile condition
O Class | devices with a
measuring function

Class | devices that qualify

as re-usable surgical instru-
ments

[ Class lll implantable cus-
tom-made device

If the MDR device is a sub-
stitute device, identifica-
tion of the corresponding
MDD/AIMDD device

X N/A
or
[ Identification of the corre-

sponding device under
MDD/AIMDD:

N/A
or
[ Identification of the corre-

sponding device under
MDD/AIMDD:

il

Product Service

MDD/AIMDD Certificate
Reference(s) of the devices
under MDR application,
and the NB Identification
had granted acc. MDR,
Art.59 (1) or Art.97 (1)
Evidence #1; CA#

Evidence #2; CA#

ON/A

or

I Certification as follows:
Certificate #1; NB #:
Certificate #2; NB #:

or

X N/A - Device did not re-
quire a Notified Body certifi-
cate under Directives

or

[J Evidence that a competent
authority of a Member State
had granted acc. MDR,
Art.59 (1) or Art.97 (1)
Evidence #1; CA#

Evidence #2; CA#

O N/A

or

[ Certification as follows:
Certificate #1; NB #:
Certificate #2; NB #:

or

N/A - Device did not re-
quire a Notified Body certifi-
cate under Directives

or

[0 Evidence that a competent
authority of a Member State
had granted acc. MDR,
Art.59 (1) or Art.97 (1)
Evidence #1; CA#



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

Thread clamps

Thread guide

Thread hook
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MDR Device classification

(as proposed by the manu-
facturer and verified at the
pre-/ application stage)

X N/A

or

O Class Il

O Class llb implantable non-
WET device

O Class llb excluding Class
IIb implantable non-WET

O Class lla

[ Class | devices placed on
the market in sterile condition
O Class | devices with a
measuring function

X Class | devices that qualify

as re-usable surgical instru-
ments

O Class lll implantable cus-
tom-made device

N/A

or

O Class Il

O Class llb implantable non-
WET device

O Class llb excluding Class
IIb implantable non-WET

O Class lla

O Class | devices placed on
the market in sterile condition
O Class | devices with a
measuring function

Class | devices that qualify

as re-usable surgical instru-
ments

[ Class lll implantable cus-
tom-made device

N/A

If the MDR device is a sub-
stitute device, identifica-
tion of the corresponding
MDD/AIMDD device

X N/A

or

[ Identification of the corre-

sponding device under
MDD/AIMDD:

N/A
or
[ Identification of the corre-

sponding device under
MDD/AIMDD:

N/A

il

Product Service

MDD/AIMDD Certificate
Reference(s) of the devices
under MDR application,
and the NB Identification
Evidence #2; CA#

ON/A

or

[ Certification as follows:
Certificate #1; NB #:
Certificate #2; NB #:

or

X N/A - Device did not re-
quire a Notified Body certifi-
cate under Directives

or

[J Evidence that a competent
authority of a Member State
had granted acc. MDR,
Art.59 (1) or Art.97 (1)
Evidence #1; CA#

Evidence #2; CA#

O N/A

or

[ Certification as follows:
Certificate #1; NB #:
Certificate #2; NB #:

or

N/A - Device did not re-
quire a Notified Body certifi-
cate under Directives

or

[0 Evidence that a competent
authority of a Member State
had granted acc. MDR,
Art.59 (1) or Art.97 (1)
Evidence #1; CA#

Evidence #2; CA#

O N/A



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

Thread scissors

Thread forceps
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MDR Device classification

(as proposed by the manu-
facturer and verified at the
pre-/ application stage)

or

O Class Il

O Class llb implantable non-
WET device

O Class llb excluding Class
IIb implantable non-WET

O Class lla

[ Class | devices placed on
the market in sterile condition
O Class | devices with a
measuring function

X Class | devices that qualify
as re-usable surgical instru-
ments

O Class lll implantable cus-
tom-made device

N/A

or

O Class Il

O Class llb implantable non-
WET device

O Class llb excluding Class
IIb implantable non-WET

O Class lla

O Class | devices placed on
the market in sterile condition
O Class | devices with a
measuring function

Class | devices that qualify
as re-usable surgical instru-
ments

[ Class lll implantable cus-
tom-made device

N/A

or

If the MDR device is a sub-
stitute device, identifica-
tion of the corresponding
MDD/AIMDD device

or

[ Identification of the corre-

sponding device under
MDD/AIMDD:

N/A
or
[ Identification of the corre-

sponding device under
MDD/AIMDD:

N/A

or

il

Product Service

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

or

I Certification as follows:
Certificate #1; NB #:
Certificate #2; NB #:

or

X N/A - Device did not re-
quire a Notified Body certifi-
cate under Directives

or

[J Evidence that a competent
authority of a Member State
had granted acc. MDR,
Art.59 (1) or Art.97 (1)
Evidence #1; CA#

Evidence #2; CA#

O N/A

or

[ Certification as follows:
Certificate #1; NB #:
Certificate #2; NB #:

or

N/A - Device did not re-
quire a Notified Body certifi-
cate under Directives

or

[0 Evidence that a competent
authority of a Member State
had granted acc. MDR,
Art.59 (1) or Art.97 (1)
Evidence #1; CA#

Evidence #2; CA#

O N/A

or



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

Trepan

Trocar

Seite 64 von 67

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

O Class Il

O Class llb implantable non-
WET device

O Class llb excluding Class
IIb implantable non-WET

O Class lla

[ Class | devices placed on
the market in sterile condition
O Class | devices with a
measuring function

X Class | devices that qualify
as re-usable surgical instru-
ments

O Class lll implantable cus-
tom-made device

X N/A

or

O Class Il

O Class llb implantable non-
WET device

O Class llb excluding Class
IIb implantable non-WET

O Class lla

O Class | devices placed on
the market in sterile condition
O Class | devices with a
measuring function

Class | devices that qualify
as re-usable surgical instru-
ments

[ Class lll implantable cus-
tom-made device

N/A

or

O Class Il
O Class llb implantable non-
WET device

If the MDR device is a sub-
stitute device, identifica-
tion of the corresponding
MDD/AIMDD device

[ Identification of the corre-
sponding device under
MDD/AIMDD:

X N/A
or
[ Identification of the corre-

sponding device under
MDD/AIMDD:

N/A
or
[ Identification of the corre-

sponding device under
MDD/AIMDD:

il

Product Service

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

[ Certification as follows:
Certificate #1; NB #:
Certificate #2; NB #:

or

X N/A - Device did not re-
quire a Notified Body certifi-
cate under Directives

or

[J Evidence that a competent
authority of a Member State
had granted acc. MDR,
Art.59 (1) or Art.97 (1)
Evidence #1; CA#

Evidence #2; CA#

O N/A

or

[ Certification as follows:
Certificate #1; NB #:
Certificate #2; NB #:

or

N/A - Device did not re-
quire a Notified Body certifi-
cate under Directives

or

[0 Evidence that a competent
authority of a Member State
had granted acc. MDR,
Art.59 (1) or Art.97 (1)
Evidence #1; CA#

Evidence #2; CA#

O N/A
or
[ Certification as follows:

Certificate #1; NB #:
Certificate #2; NB #:



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

Valves

Work inserts
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MDR Device classification
(as proposed by the manu-
facturer and verified at the
pre-/ application stage)

O Class llb excluding Class
IIb implantable non-WET

O Class lla

O Class | devices placed on
the market in sterile condition
O Class | devices with a
measuring function

X Class | devices that qualify
as re-usable surgical instru-
ments

O Class lll implantable cus-
tom-made device

X N/A

or

O Class Il

O Class llb implantable non-
WET device

O Class llb excluding Class
IIb implantable non-WET

O Class lla

O Class | devices placed on
the market in sterile condition
O Class | devices with a
measuring function

Class | devices that qualify
as re-usable surgical instru-
ments

O Class lll implantable cus-
tom-made device

N/A

or

O Class Il

[ Class llb implantable non-
WET device

O Class llb excluding Class
IIb implantable non-WET

O Class lla

If the MDR device is a sub-
stitute device, identifica-
tion of the corresponding
MDD/AIMDD device

X N/A
or
[ Identification of the corre-

sponding device under
MDD/AIMDD:

N/A
or
[ Identification of the corre-

sponding device under
MDD/AIMDD:

il

Product Service

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

or

N/A - Device did not re-
quire a Notified Body certifi-
cate under Directives

or

[J Evidence that a competent
authority of a Member State
had granted acc. MDR,
Art.59 (1) or Art.97 (1)
Evidence #1; CA#

Evidence #2; CA#

O N/A

or

[ Certification as follows:
Certificate #1; NB #:
Certificate #2; NB #:

or

N/A - Device did not re-
quire a Notified Body certifi-
cate under Directives

or

[0 Evidence that a competent
authority of a Member State
had granted acc. MDR,
Art.59 (1) or Art.97 (1)
Evidence #1; CA#

Evidence #2; CA#

O N/A

or

[ Certification as follows:
Certificate #1; NB #:

Certificate #2; NB #:

or



Device name or Basic UDI-
DI (under MDR application)
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MDR Device classification
(as proposed by the manu-
facturer and verified at the
pre-/ application stage)

O Class | devices placed on
the market in sterile condition
O Class | devices with a
measuring function

X Class | devices that qualify
as re-usable surgical instru-
ments

O Class lll implantable cus-
tom-made device

If the MDR device is a sub-
stitute device, identifica-
tion of the corresponding
MDD/AIMDD device

Product Service

MDD/AIMDD Certificate
Reference(s) of the devices
under MDR application,
and the NB Identification
N/A - Device did not re-
quire a Notified Body certifi-
cate under Directives

or

[0 Evidence that a competent
authority of a Member State
had granted acc. MDR,
Art.59 (1) or Art.97 (1)
Evidence #1; CA#

Evidence #2; CA#
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Confirmation Letter Version History

Date NB internal reference tracea-
ble to each version of the let-
ter

2023-06-27 713300646-1

2023-06-28 713300646-1

Action

Initial letter
Correction of certificate for class Is devices

Product Service



EU DECLARATION OF CONFORMITY' @ LG Electronics

Number 2

E_GMZ_27HK510S_DOC_202412010001

Name and address of the Manufacturer 3

LG Electronics Inc. (Head Office)
168, Suchul-daero, Gumi-si, Gyeongsangbuk-do, LG Electronics Inc.
39368 Republic of Korea LG Twin Towers 128 Yeoui-daero, Yeongdeungpo-gu, Seoul, 07336, Korea

This declaration of conformity is issued under the sole responsibility of the manufacturer 4
Object of the declaration 5

g Product Name Model Name
Medical Monitor 27HK510S (Type Name: 27HK510S-W)

e . . T
Additional information EMDN code: Z11900802

Adaptor: DA-120D19

Serial Number: YMMKCXXXXXXX (Y:year, MM:month, KC:manufacturing site, XXXXXXX:random)
SRN: (Manufacturer) KR-MF-000001897 (Authorized Representative) DE-AR-000044729

Basic UDI-DI: 8806098MONITOR-SURGICALG62

Product information

The device that is covered by the present declaration is in conformity with this regulation and any other
relevant Union legislation that provides for the issuing of an EU declaration of conformity: 8

- References to the relevant harmonized standards used or references to the technical specifications in relation to
which conformity is declared 9

Medical Device Regulation 2017/745

CLASSIFICATION: Class | by Rule 13 of Annex VIIl, Medical Device Regulation 2017/745
CONFORMITY ASSESSMENT ROUTE: Performed according to Annex Il, Annex Ill, Annex IV and Annex V, Medical Device Regulation 2017/745

ENISO 13485:2016/A11:2021 EN 60601-1-2:2015/A1:2021 EN 60601-1:2006/A2:2021
ENISO 14971:2019/A11:2021 EN 62304:2006/A1:2015
ISO/TR 24971:2020 EN 62366-1:2015/A1:2020
ISO/TR 20416:2020 EN 60601-1-6:2010/A2:2021

ENISO 16223-1:2021
ENISO 20417:2021

RoHS Directive 2011/65/EU
DIN EN IEC 63000:2019-05

Intended Purpose

This Medical Monitor is infended to provide color video displays and images from medical equipment which include laparoscope and
endoscopy systems for surgery and various medical imaging systems.

The notified bodym N/A performed NA

and issued the certificate 4

Additional information7

Factory Information:

LG Electronics Inc.

168, Suchul-daero, Gumi-si, Gyeongsangbuk-do, 39368 Republic of Korea

LG Electronics Nanjing New Technology Co., Ltd.

NO.346, Yaoxin Road, Economic & Technical Development Zone, Nanjing, 210038 China

EU Authorized Representative: LG Electronics Deutschland GmbH. Alfred-Herrhausen-Allee 3-5, 65760 Eschborn, Germany

Signed for and on behalf of:11 LG Electronics Inc.

Place and Date of issue: Name and Surname / Function:
168, Suchul-daero, Gumi-si, Gyeongsangbuk-do,
39368 Republic of Korea

01. December. 2024

1/2



An n eX (EN/BG/ES/CS/DA/DE/ET/EL/FRIGA/IT/LVILT/HU/MT/NL/PL/PT/RO/SK/SL/FI/SVITR/NO/HR/IS) @ LG Electronlcs

1 (EN)EU Declaration of Conformity /(BG)JEK/TAPALMS 3A CbOTBETCTBUE C U3NCKBAHUATA HA EC /(ES)Declaracién UE de Conformidad /(CS)EU Prohlaseni o shodé /(DA)EU-
Overensstemmelseserkleering /(DE)EU-Konformitatserklarung /(ET)ELi Vastavusdeklaratsioon /(EL)AHAQSH SYMMOP®QSHS EE [(FR)Déclaration UE de Conformité /(GA)Dearbhi
Comhréireachta an AE /(IT)Dichiarazione UE di Conformita /(LV)ES Atbilstibas Deklaracija /(LT)ES Atitikties Deklaracija /(HU)EU-Megfelel6ségi Nyilatkozat/(MT)Dikjarazzjoni Tal-Konformita Tal-
UE /(NL)EU Conformiteitsverklaring /(PL)Deklaracja Zgodnosci UE/(PT)Declaragdo de Conformidade UE /(RO)Declaratia de Conformitate UE /(SK)Vyhlasenie o Zhode EU /(SL)lzjava EU o
Skladnosti /(Fl) EU-Vaatimustenmukaisuusvakuutus /(SV)EU-Férsékran om Overensstammelse/(TR)Uygunluk Beyani /(NO)EU Samsvarserkleering /(HR)EU-ova Izjava o sukladnosti /(IS)ESB
Samraemisyfirlysing

2 (EN)Number/(BG)Ne  [ES)N®  (CS)C. [(DANr. [(DE)NL/(ET)NH(EL)Api6.  ((FRINY/(GA)Uimhir  /(IT)NLV)NLALT)NE.  /(HU)Szam/(MT)Numru  /(NL)Nr.  /[(PL)Nr  /(PT)N.2
J(RO)NF/(SK)Cislo/(SL)St./(FI)N:0 /(SV)NF/(TR)Sayisi /(NO)Nr. /(HR)Broj /(IS)Ntmer

3 (EN)Name and address of the Manufacturer /(BG)HaumerosaHue u adpec Ha npoussodumens /(ES)Nombre y direccion del fabricante /(CS)Obchodni jméno a adresa vyrobce /(DA)
Fabrikantens navn og adresse /(DE)Name und Anschrift des Herstellers /(ET)Valmistaja nimi ja aadress /(EL)Ovoua kai dieuBuvon karaokevaorr /(FR)Nom et adresse du fabricant /(GA)Ainm
agus seoladh an Ménaréra /(IT)Nome e indirizzo del fabbricante /(LV)RaZotgja nosaukums un adrese /(LT)Gamintojo pavadinimas ir adresas /(HU)Gyarté neve és cime /(MT)lsem u indirizz tal-
manifattur /(NL)Naam en adres van de fabrikant /(PL)Nazwa i adres producenta /(PT)Nome e endereco do fabricante /(RO)Numele si adresa Producétorului /(SK)Obchodné meno a adresa
vyrobcu /(SL)Ime in naslov proizvajalca /(Fl)Valmistajan nimi ja osoite /(SV)Tillverkarens namn och adress /(TR)imalatginin adi ve adresi /(NO)Navn p& og adresse til produsenten /(HR)Naziv i
adresa proizvodaca/(IS)Nafn og heimilisfang framleidanda

4 (EN)This declaration of conformity is issued under the sole responsibility of the manufacturer /(BG)3a Hacmosiwama Oeknapayusi 3a CbOmeemcmeue 0omaogopHOCM HOCU eQUHCMEEHO
npoussodumensm /(ES)La presente declaracién de conformidad se expide bajo la exclusiva responsabilidad del fabricante /(CS)Toto prohlaseni o shodé vydal na vlastni odpovédnost vyrobce
/(DA)Denne overensstemmelseserkleering udstedes pa fabrikantens ansvar /(DE)Diese Konformitatserklarung wird unter der alleinigen Verantwortung des Herstellers abgegeben /(ET)K&esolev
vastavusdeklaratsioon on vélja antud valmistaja ainuvastutusel /(EL)H mapouoa drAwon oupuéppwaong ekOideTal ue ammokAEIOTIKI) euBUvn Tou kartaokeuaotr /(FR)La présente déclaration de
conformité est établie sous la seule responsabilité du fabricant/(GA)Eisitear an dearbht comhréireachta faoi fhreagracht aonair an mhonaréra/(IT)La presente dichiarazione di conformita &
rilasciata sotto la responsabilita esclusiva del fabbricante /(LV)ST atbilstibas deklaracija ir izdota vienigi uz $ada razotaja atbildibu /(LT)Si atitikties deklaracija i§duota tik gamintojo atsakomybe
I(HU)E megfeleléségi nyilatkozat a gyartd kizardlagos felel6sségére kerll kibocsatasra /(MT)Din id-dikjarazzjoni tal-konformita tinhareg taht ir-responsabbilta unika tal-manifattur /(NL)Deze
conformiteitsverklaring wordt verstrekt onder volledige verantwoordelijkheid van de fabrikant /(PL)Niniejsza deklaracja zgodnosci wydana zostaje na wyfgczng odpowiedzialno$¢ producenta
/(PT)A presente declaragdo de conformidade é emitida sob a exclusiva responsabilidade do fabricante /(RO)Prezenta declaratie de conformitate este emisd pe raspunderea exclusiva a
producatorului /(SK)Toto vyhladsenie o zhode sa vydava na vyhradnG zodpovednost vyrobcu /(SL)Ta izjava o skladnosti se izda na lastno odgovornost proizvajalca/ (FI)Taméa
vaatimustenmukaisuusvakuutus on annettu valmistajan yksinomaisella vastuulla /(SV)Denna forsédkran om overensstammelse utfardas pé tillverkarens eget ansvar /(TR)Bu uygunluk beyani,
imalatginin sorumlulugu altinda verilir/(NO)Denne samsvarserkleeringen er utstedt pa produsentens eneansvar /(HR)Za izdavanje ove izjave o sukladnosti isklju¢ivo je odgovoran proizvodac
/(IS)Pessi samraemisyfirlysing er gefin Gt eingdngu & abyrgd framleidanda

5 (EN)Object of the declaration /(BG)O6ekm Ha Oexnapayusima /(ES)Objeto de la declaracion /(CS)Predmét prohlaseni /(DA)Erkleeringens genstand /(DE)Gegenstand der Erklérung
/(ET)Deklareeritav ese /(EL)Zkomdég tng onAwong /(FR)Objet de la déclaration /(GA)Cuspdir an dearbhaithe /(IT)Oggetto della dichiarazione /(LV)Deklaracijas priekSmets /(LT)Deklaracijos
objektas /(HU)A nyilatkozat targya /(MT)L-ghan tad-dikjarazzjoni /(NL)Voorwerp van de verklaring /(PL)Przedmiot deklaracji /(PT)Objecto da declaracdo /(RO)Obiectul declaratiei /(SK)Predmet
vyhlasenia /(SL)Predmetizjave /(Fl)Vakuutuksen kohde /(SV)Foremal for férsakran /(TR)Beyanin nesne /(NO)Erklzeringens gjenstand /(HR)Predmet izjave /(1S)HIutur til yfirlysingar

6 (EN)Product information; Product Name; Model Name /(BG)/Hgopmayusi 3a npodykma, umemo Ha npodykma, umemo Ha modena /(ES)Informacion del producto; nombre del producto;
nombre del modelo /(CS)informace o vyrobku; Nazev vyrobku; Nazev modelu /(DA)Produkt information; Produktnavn; Modelnavn /(DE)Produktinformation; Produktname; Modellname
/(ET)Toote kirjeldus; Toote nimetus; Mudeli nimi /(EL)[TAnpogopies yia 10 mpoidv, évoua mpoidvrog, évoua povrédoul(FR)Information sur le produit; Nom du produit; Nom du modéle
/(GA)Faisnéis Tairge; Ainm Tairge; Ainm Munla /(IT)Informazioni sul prodotto; denominazione del prodotto; Nome del modello /(LV)Informacija par izstradajumu; Izstradgjuma nosaukums;
mode/a nosaukums /(LT)Informacija apie produkta; produkto pavadinimas; modelio pavadinimas/(HU) Termékinformacio; a termék neve; tipusnév /(MT)Informazzjoni tal-prodott; isem tal-prodott;
isem tal-mudell/(NL)Product informatie, Product naam; Model naam /(PL)Informacje o produkcie; nazwa produktu; nazwa modelu /(PT)Informagdo sobre o produto; Nome do Produto;
Designagdo do Modelo /(RO)/nformatii despre Produs; Denumire Produs; Nume Model/(SK)Informacie o vyrobku; Nazov vyrobku; Nazov modelu /(SL)Podatki o izdelku; ime izdelka; ime modela
/(Fl)Tuotetiedot; tuotteen nimi; malli nimi /(SV)Produktinformation; produktnamn; modellnamn /(TR)Uriin bilgileri; Uriin Adi; Model Adi /(NO)Produktinformasjon, Produktnavn, Modellnavn
/(HR)Podatci o proizvodu; Naziv proizvoda; Naziv modela /(1S)Voéruupplysingar; Nafn voru; Nafn gerdar

7 (EN)Additional information /(BG)HonwnHumenHa uHgopmayus /(ES)Informacion adicional /(CS)Dalsi informace /(DA)Supplerende oplysninger /(DE)Zusétzliche Angaben /(ET)Lisateave
I(EL)SuummAnpwparikés mAnpogopies /(FR)Informations supplémentaires/(GA)Faisnéis bhreise/(IT)Ulteriori informazioni /(LV)Papildu informacija/LT)Papildoma informacija /(HU)Kiegészité
informaciok /(MT)Informazzjoni addizzjonali /(NL)Aanvullende informatie /(PL)Informacje dodatkowe /(PT)Informagdes complementares /(RO)Informatii suplimentare /(SK)Dodatocné
informacie/(SL)Dodatni podatki /(Fl)Lisatietoja /(SV)Ytterligare information /(TR)Ek bilgi /(NO)Tilleggsopplysninger /(HR)Dodatne informacije /(1S)Vidbétarupplysingar

8 (EN)The object of the declaration described above is in conformity with the relevant Community harmonisation legislations /(BG)llpedmembm Ha deknapayusima, onucaH ro-eope,
omzoeapsi Ha cbomeemHomo 3akoHodamerncmeo Ha O6wHocmma 3a xapmoHu3ayusi /(ES)EIl objeto de la declaracién descrita anteriormente es conforme a la legislacién comunitaria de
armonizacién pertinente /(CS)VySe popsany predmét prohlaseni je ve shodé s harmonizovanymi pravnimi pfedpisy Spolecenstvi /(DA)Genstanden for erkleeringen, som beskrevet ovenfor, er i
overensstemmelse med den relevante EF-harmoniseringslovgivning /(DE)Der oben beschriebene Gegenstand der Erklarung erfillt die einschlagigen Harmonisierungsrechtsvorschriften der
Gemeinschaft /(ET)Ulalkirjeldatud deklareeritav toode on kooskélas asjaomaste iihenduse uhtlustatud digusaktidega /(EL)O oTéxo¢ ¢ 8AAwoNg mou Teplypd@eral Tapamdvw eivar CUUQuVOS
TIPOG TN OXETIKI) KOIVOTIK vopoBeaia evapuodvions I(FR)L'objet de la déclaration décrit ci-dessus est conforme a la Iégislation communautaire d’harmonisation applicable /(GA)T4& cuspoéir an
dearbhaithe a thuairiscitear thuas i gcomhréir le reachtaiocht &bhartha um chomhchuibhiti de chuid an Chomhphobail /(IT)L'oggetto della dichiarazione di cui sopra & conforme alla pertinente
normativa comunitaria di armonizzazione /(LV)leprieks aprakstitais deklaracijas priekSmets atbilst attiecigajam Kopienas saskanotajam tiesibu aktam /(LT)Pirmiau apraSytas deklaracijos objektas
atitinka susijusius derinamuosius Bendrijos teisés aktus/(HU)A fent ismertetett nyilatkozat targya megfelel a vonatkoz6 kdzosségi harmonizacios jogszabalynak/(MT) L-ghan tad-dikjarazzjoni
deskritt hawn fug huwa konformi mal-legizlazzjoni ta' armonizzazzjoni rilevanti tal-Komunita /(NL)Het hierboven beschreven voorwerp is conform de desbetreffende communautaire
harmonisatiewetgeving /(PL)Wymieniony powyzej przedmiot niniejszej deklaracji jest zgodny z odno$nymi wymaganiami wspélnotowych przepiséw harmonizacyjnych /(PT)O objecto da
declaragédo acima mencionada estd em conformidade com a legislagcdo comunitaria aplicavel em matéria de harmonizacdo /(RO)Obiectul declaratiei descris mai sus este Tn conformitate cu
legislatia comunitara relevantd de armonizare/(SK)Uvedeny predmet vyhlasenia je v stlade s prislusnymi harmonizacnymi pravnymi predpismi Spolocenstva /(SL)Predmet navedene izjave je v
skladu z ustrezno usklajevalno zakonodajo Skupnosti /(FI)Edella kuvattu vakuutuksen kohde on asiaa koskevan yhdenmukaistamista koskevan yhteisdn lainsdadannon vaatimusten
mukainen/(SV)Foremalet for forsakran ovan overensstammer med den relevanta harmoniserade gemenskapslagstiftningen /(TR)Yukarida agiklanan bildirinin nesnesi ilgili Topluluk uyum
mevzuatina uygundur /(NO)Erkleeringens gjenstand beskrevet ovenfor er i samsvar med det relevante samfunnet, og harmoniserer med lovgivningen /(HR)Gore opisani predmet izjave sukladan
je mjerodavnom uskladenom zakonodavstvu Zajednice /(IS)HIuturinn til yfirlysingar sem lyst er hér fyrir ofan samraemist videigandi samhaefingarlggjofum Bandalagsins

9 (EN)References to the relevant harmonised standards used or references to the technical specifications in relation to which conformity is declared /(BG)HaumeHoeaHusima Ha
u3snonsgaHume xapMOHU3UpaHu cmaHOapmu unlu mexHu4yeckume crieyugbukayuu, crpsiMo koumo ce Oeknapupa cbomeemcmeuemo /(ES)Referencias a las normas armonizadas pertinentes
utilizadas, o referencias a las especificaciones técnicas respecto a las cuales se declara la conformidad /(CS)Pripadné odkazy na pfislusné harmonizované normy, které byly pouzity, nebo na
technické specifikace, na jejichz zékladé se shoda prohlasuje /(DA)Referencer til de relevante anvendte harmoniserede standarder eller referencer til de tekniske specifikationer, som der
erkleeres overensstemmelse med /(DE)Angabe der einschlagigen harmonisierten Normen, die zugrunde gelegt wurden, oder Angabe der technischen Spezifikationen, fur die die Konformitat
erklart wird /(ET)Viited kasutatud asjakohastele Uhtlustatud standarditele voi viited tehnilistele spetsifikatsioonidele, millega seoses vastavust kinnitatakse /(EL)uveia Ttwv oxemikwv
gvappovIouévwy TTPOTUTTWVY TTOU XPNOIUoOTToINONKav 1 Twv TeXVIKWY Tpodiaypapwyv ue Bdon mig omoies dnAwverar n oupudépewon /(FR)Références des normes harmonisées pertinentes
appliquées ou des spécifications techniques par rapport auxquelles la conformité est déclarée /(GA)Tagairti do na caighdeain chomhchuibhithe dbhartha a Usaidtear né tagairti do na
sonraiochtai teicnilla i ndail leis an gcomhréireacht a dhearbhaitear /(IT)Riferimenti alle pertinenti norme armonizzate utilizzate o riferimenti alle specifiche tecniche in relazione alle quali &
dichiarata la conformita /(LV)Norades uz attiecigajiem saskanotajiem standartiem vai norades uz tehniskam specifikacijam, attieciba uz ko tiek deklaréta atbilstiba /(LT) Taikyty darniyjy standarty
nuorodos arba techniniy specifikacijy, pagal kurias buvo deklaruota atitiktis, nuorodos/(HU)Adott esetben hivatkozas az alkalmazasra kerllt vonatkozé harmonizalt szabvanyokra, illetéleg azokra
a miiszaki leirdsokra, amelyekre nézve a megfelelésrol nyilatkoznak /(MT)Referenzi ghall-istandards armonizzati rilevanti li ntuzaw, jew referenzi ghall-ispecifikazzjonijiet li b'relazzjoni ghalihom
ged tigi ddikjarata I-konformita /(NL)Vermelding van de toegepaste geharmoniseerde normen of van de technische specificaties waarop de conformiteitsverklaring betrekking heeft
/(PL)Odwoftania do odnosnych norm zharmonizowanych, ktére zastosowano, lub do specyfikacji technicznych, w odniesieniu do ktérych deklarowana jest zgodno$¢ /(PT)Referéncias as normas
harmonizadas aplicaveis utilizadas ou as especificacdes técnicas em relagdo as quais é declarada a conformidade /(RO)Trimiteri la standardele armonizate relevante folosite sau trimiteri la
specificatiile tehnice Tn legdturd cu care se declara conformitatea /(SK)Pripadné odkazy na prisluné pouzité harmonizované normy alebo odkazy na technické Specifikacie, na zaklade ktorych sa
vyhlasuje zhoda /(SL)Napotila na uporabljene usklajene standarde ali napotila na tehnicne specifikacije za skladnost, ki so navedene na izjavi /(Fl)Viittaus niihin asiaankuuluviin
yhdenmukaistettuihin standardeihin, joita on kaytetty, tai viittaus teknisiin eritelmiin, joiden perusteella vaatimustenmukaisuusvakuutus on annettu/(SV)Hanvisningar till de relevanta
harmoniserade standarder som anvants eller hanvisningar till de tekniska specifikationer enligt vilka 6verensstammelsen forsakras /(TR)IIgili uyumlastirilmis kullanilan standartlar veya uygunluk
beyan ile ilgili olarak teknik referanslar referanslar /(NO)Henvisninger til de relevante harmoniserte standardene som er brukt eller henvisninger til de spesifikasjonene det erkleeres samsvar med
/(HR)Upuéivanje na mjerodavne uskladene norme ili upuéivanje na tehnicke specifikacije na temelju kojih se izjavljuje sukladnost /(IS)Tilvisanir i videigandi samhaefingarstadla sem eru notadir
eda tilvisanir i paer taekniforskriftir sem tengjast samraemisyfirlysingunni

10 (EN)The notified body /(BG)HomugpuyupaHusm opea+ /(ES)EI organismo notificado /(CS)Oznameny subjekt /(DA)Det bemyndigede organ /(DE)Die notifizierte Stelle /(ET)Teavitatud asutus
I(EL)o koivoroinuévog opyaviouds /(FR) L'organisme notifié /(GA)Rinne an comhlacht d& dtugtar fégra / (IT)l'organismo notificato /(LV)Pilnvarota iestade /(LT)Notifikuotoji jstaiga /(HU)A
bejelentett szervezet /(MT)ll-korp notifikat /(NL)De aangemelde instantie /(PL)jednostka notyfikowana /(PT)o organismo notificado /(RO)Organismul notificat /(SK)notifikovany organ /(SL)je
prigladeni organ /(Fl)ilmoitettu laitos /(SV)Det anmélda organet /(TR)Kurulusa bildirmis /(NO)Det meldte organ /(HR)ObavijeSteno tijelo /(IS)Hinn tilkynnti adili

11 (EN)Signed for and on behalf of /(BG)IModnuc 3a unu om umemo Ha /(ES)Firmado por y en nombre de/(CS)Podepsano za a jménem /(DA)Underskrevet for og p& vegne af /(DE) Unterzeichnet
fur und im Namen von/(ET)(Kelle nimel ja poolt)alla kirjutatud /(EL)Ymoypaern yia Aoyapiaoué kai €§ ovéuarog/(FR)Signé par et au nom de/(GA)Sinithe le haghaidh agus thar ceann
an/(IT)Firmato in vece e per conto di /(LV)Parakstits /(LT)UZ kg ir kieno vardu pasirasyta/(HU)Cégszerd alairas/(MT)lffirmata ghal u fisem /(NL)Ondertekend voor en namens /(PL)Podpisano w
imieniu /(PT)Assinado por e em nome de/(RO)Semnat pentru si in numele/(SK)Podpisané za a v mene /(SL)Podpisano za in v imenu / (FI) puolesta allekirjoittanut /(SV)Undertecknat for/(TR)Ve
adina imzalanmigtir /(NO)Undertegnet for og pa vegne av /(HR)Potpisano za i u ime /(IS)Undirritad fyrir og fyrir hénd 22



