erbe

EU Declaration of Conformity

as per Annex IV of Regulation (EU) 2017/745 on medical devices and
Annex VI of EC Directive 2011/65/EU on the restriction of the use of certain hazardous substances

Erbe Elektromedizin GmbH
Manufacturer: WaldhornlestraRe 17 SRN DE-MF-000005498
D 72072 Tubingen

We hereby declare on our sole authority that the product

Bipolar forceps, RU

Basis-UDI-DI 4050147Bi-Forceps-RU-T6

REF LoT REF LoT REF LoT REF Lot REF LOT REF LoT

20195-000 > 2502410 20195-014 >2504140 20195-027 > 2505224 20195-038 > 2503510 20195-063 >2501550 20195-168 >2500150

20195-001 2504150, 20195-015 > 2408645 20195-028 > 2502488 20195-039 >2504173 20195-064 > 2408646 20195-169 > 2404279
> 2505984

20195-002 > 2503508 20195-016 > 2308202 20195-029 > 2500353 20195-040 > 2503258 20195-065 > 2505221 20195-490 > 2406995

20195-005 > 2504238 20195-017 > 2402060 20195-030 > 2503506 20195-041 > 2500368 20195-066 > 2503256 20195-491 > 2505996

20195-006 > 2308327 20195-018 > 2501535 20195-031 > 2501567 20195-042 > 2407169 20195-098 > 2503697 20195-492 > 2404975

20195-007 > 2504161 20195-019 > 2502482 20195-032 >2501539 20195-043 >2502918 20195-101 >2503259 20195-493 > 2410272

20195-008 > 2503504 20195-020 2504691 - 2507545 20195-033 >2502489 20195-044 > 2500825 20195-107 > 2502476 20195-494 >2304214

> 2508169

20195-009 > 2503701 20195-021 >2504154 20195-034 >2504157 20195-045 > 2503273 20195-109 > 2502493 20195-495 >2401401

20195-010 2504248, 20195-022 2505132, 2505133, 20195-035 > 2503284 20195-057 > 2503266 20195-110 > 2504145 20195-498 > 2407034
> 2504249 > 2505238

20195-011 > 2500364 20195-023 > 2503275 20195-036 > 2503276 20195-058 2503268, 20195-164 >92983 20195-499 > 2408312

> 2503270

20195-013 >2502436 20195-026 > 2501300 20195-037 > 2504135 20195-059 > 2504147 20195-167 > 2408313

Intended use: refer to the Instructions for Use / User Manual

Risk class of the medical device as per Annex VIl of Regulation (EU) 2017/745 Ib

Applied common specifications N/A

according to the conformity assessment procedure below
as per Annex IX, Chapter | of Regulation (EU) 2017/745 with the issued EU quality management system certificate
No.: G10 015373 0001 and according to Module A in Annex Il of Decision No. 768/2008/EC for EC Directive 2011/65/EU

meets the applicable provisions of the Regulations / Directives below.
Regulation (EU) 2017/745 of the European Parliament and of the Council of 5 April 2017 on medical devices and EC
Directive 2011/65/EU of the European Parliament and of the Council of 8 June 2011

TUV SUD Product Service GmbH
Ridlerstrasse 65

Tubingen, 07.07.2025/) D 80339 Miinchen 0123
Place, date Notified body Identification
& Regulation (EU) 2017/745
V7
Peterstein | /Lé‘/' 03.12.2029 English 20195000.MDR.02/25
Department Head Quality and Au"q'lorization Management, Erbe Elektromedizin GmbH Valid until Language Declaration of Conformity
number
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EU Konformitatserklarung

erbe

gem3B Anhang IV der Verordnung (EU) 2017/745 iiber Medizinprodukte und
Anhang VI der EG-Richtlinie 2011/65/EU zur Beschrinkung der Verwendung bestimmter gefihrlicher Stoffe

Erbe Elektromedizin GmbH

Hersteller: WaldhérnlestraRe 17 SRN DE-MF-000005498
D 72072 Tubingen
Wir erkldren in alleiniger Verantwortung, dass das Produkt
Bipolare Pinzetten, RU
Basic UDI-DI 40501478Bi-Forceps-RU-T6
REF LoT REF Lot REF LoT REF LoT REF LoT REF Lot
20195-000 > 2502410 20195-014 >2504140 20195-027 > 2505224 20195-038 > 2503510 20195-063 > 2501550 20195-168 > 2500150
20195-001 2504150, 20195-015 > 2408645 20195-028 > 2502488 20195-039 >2504173 20195-064 > 2408646 20195-169 > 2404279
> 2505984
20195-002 > 2503508 20195-016 > 2308202 20195-029 > 2500353 20195-040 > 2503258 20195-065 >2505221 20195-490 > 2406995
20195-005 >2504238 20195-017 > 2402060 20195-030 > 2503506 20195-041 > 2500368 20195-066 > 2503256 20195-491 > 2505996
20195-006 > 2308327 20195-018 > 2501535 20195-031 > 2501567 20195-042 > 2407169 20195-098 > 2503697 20195-492 > 2404975
20195-007 > 2504161 20195-019 > 2502482 20195-032 > 2501539 20195-043 > 2502918 20195-101 > 2503259 20195-493 > 2410272
20195-008 > 2503504 20195-020 2504691 - 2507545 20195-033 > 2502489 20195-044 > 2500825 20195-107 > 2502476 20195-494 > 2304214
> 2508169
20195-009 > 2503701 20195-021 >2504154 20195-034 > 2504157 20195-045 >2503273 20195-109 > 2502493 20195-495 > 2401401
20195-010 2504248, 20195-022 2505132, 2505133, 20195-035 > 2503284 20195-057 > 2503266 20195-110 > 2504145 20195-498 > 2407034
> 2504249 > 2505238
20195-011 > 2500364 20195-023 > 2503275 20195-036 > 2503276 20195-058 2503268, 20195-164 >92983 20195-499 > 2408312
> 2503270
20195-013 > 2502436 20195-026 > 2501300 20195-037 > 2504135 20195-059 > 2504147 20195-167 > 2408313

Zweckbestimmung: sieche Verwendungshinweis / Gebrauchsanweisung

Risikoklasse des Medizinproduktes gemiR Anhang Vil der Verordnung (EU) 2017/745 Ib

Angewandte gemeinsame Spezifikationen N/A

entsprechend den nachstehenden Konformititsbewertungsverfahren
nach Anhang IX, Kapitel | der Verordnung (EU) 2017/745 mit der ausgestellten EU-Qualitdtsmanagementbescheinigung
Nr.: G10 015373 0001 und nach Modul A in Anhang Il des Beschlusses Nr. 768/2008/EG fiir die EG-Richtlinie 2011/65/EU

den zutreffenden Bestimmungen der nachstehenden Verordnungen / Richtlinien entspricht.
Verordnung (EU) 2017/745 des Européischen Parlaments und des Rates vom 5. April 2017 iiber Medizinprodukte und EG-
Richtlinie 2011/65/EU des Européischen Parlaments und des Rates vom 8. Juni 2011

Tubingen, 07.07.2025
2N

Ort, Datum /
v
Peter Stein (/%%\'
Al >

TUV SUD Product Service GmbH
Ridlerstrasse 65
D 80339 Miinchen 0123

Benannte Stelle Kennnummer
Verordnung (EU) 2017/745

03.12.2029 Deutsch ~ 20195000.MDR.02/25

Bereichsleiter Qualitats- untlémassungsmanagement, Erbe Elektromedizin GmbH
%

Giiltig bis Sprache Nummer der
Konformitatserklarung

VO_0963_EU Declaration of Conformity
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erbe

Déclaration de conformité UE

conformément a I'Annexe IV du Réglement (UE) 2017/745 relatif aux dispositifs médicaux et
a ’Annexe VI de la Directive 2011/65/UE relative a la limitation de Vutilisation de certaines substances dangereuses

Erbe Elektromedizin GmbH
Fabricant : WaldhornlestralRe 17 SRN DE-MF-000005498
D 72072 Tubingen

Nous déclarons sous notre responsabilité propre que le produit

Pincettes bipolaires, RU

IUD-ID de base 4050147Bi-Forceps-RU-T6

REF Lot REF LoT REF LoT REF LoT REF LoT REF Lot

20195-000 > 2502410 20195-014 > 2504140 20195-027 > 2505224 20195-038 > 2503510 20195-063 > 2501550 20195-168 > 2500150

20195-001 2504150, 20195-015 > 2408645 20195-028 > 2502488 20195-039 > 2504173 20195-064 > 2408646 20195-169 > 2404279
> 2505984

20195-002 > 2503508 20195-016 > 2308202 20195-029 > 2500353 20195-040 > 2503258 20195-065 > 2505221 20195-490 > 2406995

20195-005 >2504238 20195-017 > 2402060 20195-030 > 2503506 20195-041 > 2500368 20195-066 > 2503256 20195-491 > 2505996

20195-006 > 2308327 20195-018 > 2501535 20195-031 > 2501567 20195-042 > 2407169 20195-098 > 2503697 20195-492 > 2404975

20195-007 > 2504161 20195-019 >2502482 20195-032 > 2501539 20195-043 > 2502918 20195-101 > 2503259 20195-493 > 2410272

20195-008 > 2503504 20195-020 2504691 - 2507545 20195-033 >2502489 20195-044 > 2500825 20195-107 > 2502476 20195-494 > 2304214

> 2508169

20195-009 > 2503701 20195-021 >2504154 20195-034 > 2504157 20195-045 >2503273 20195-109 > 2502493 20195-495 > 2401401

20195-010 2504248, 20195-022 2505132, 2505133, 20195-035 >2503284 20195-057 > 2503266 20195-110 > 2504145 20195-498 > 2407034
> 2504249 >2505238

20195-011 > 2500364 20195-023 > 2503275 20195-036 > 2503276 20195-058 2503268, 20195-164 >92983 20195-499 > 2408312

> 2503270
20195-013 > 2502436 20195-026 > 2501300 20195-037 > 2504135 20195-059 > 2504147 20195-167 > 2408313

Usage prévu : consulter les Instructions d'utilisation / le Mode d'emploi

Classe de risque du dispositif médical conformément a I’Annexe VIl du Réglement

(UE) 2017/745 Iib

Spécifications communes appliquées N/A

conformément aux procédures d’évaluation de la conformité suivantes

selon I'Annexe IX, chapitre | du Réglement (UE) 2017/745 avec le certificat de gestion de la qualité UE délivré au
n°®:G10 015373 0001 et conformément au module A de I’Annexe Il de la décision n° 768/2008/CE pour la Directive
2011/65/UE

satisfait les dispositions correspondantes des réglements / directives qui suivent.
Reglement (UE) 2017/745 du Parlement européen et du Conseil du 5 avril 2017 relatif aux dispositifs médicaux et
Directive 2011/65/UE du Parlement européen et du Conseil du 8 juin 2011

TUV SUD Product Service GmbH
Ridlerstrasse 65
Tlbingen, 07.07.2025 D 80339 Munchen 0123

Ville, date

Organisme notifié Identifiant

/ ” Reglement (UE) 2017/745
P
/i ,
PeterStein | / ] 03.12.2029 Francais  20195000.MDR.02/25
A, i
Responsable Gestion dé fa qualitt‘?‘ des autorisations, Erbe Elektromedizin GmbH Valide d’ici Langue Numéro de déclaration de
conformité

VO_0963_EU Declaration of Conformity
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erbe

EC peknapauus 3a cboTBeTcTBUE

cbraacHo Mpunoxenue IV Ha Pernament (EC) 2017/745 3a meAULMHCKUTE usgenna u
Mpunoxkenue VI Ha OupekTusa 2011/65/EC 0THOCHO OrpaHM4YEeHUETO 33 ynotpe6arta Ha onpeAeneHu onacHM BelLecTsa

Erbe Elektromedizin GmbH
Mpoussoguren: Waldhornlestrale 17 EPH DE-MF-000005498
D 72072 Tubingen

Jeknapupame Ha co6cTBEHA OTTOBOPHOCT, Ye M3genueTo

BunonspHu nuHuetn, MP

basos UDI-DI 40501478Bi-Forceps-RU-T6

Katanoxex Naprupe Karanoxe Maptupen  Katanokew Maptuaen  Katanokew  MMaptugeH Katanoxen Taptuped  Katanowew Maprugen

HOMep HKoA H HOMep Kop Homep Kop, HOMep Kop, Homep Koa HOMep Kop,

20195-000 > 2502410 20195-014 > 2504140 20195-027 > 2505224 20195-038 >2503510 20195-063 >2501550  20195-168 > 2500150

20195-001 2504150, 20195-015 > 2408645 20195-028 > 2502488 20195-039 >2504173 20195-064 >2408646  20195-169 > 2404279
> 2505984

20195-002 >2503508 20195-016 > 2308202 20195-029 > 2500353 20195-040 >2503258 20195-065 >2505221 20195-490 > 2406995
20195-005 >2504238 20195-017 > 2402060 20195-030 > 2503506 20195-041 > 2500368 20195-066 >2503256 20195-491 > 2505996
20195-006 > 2308327 20195-018 >2501535 20195-031 >2501567 20195-042 > 2407169 20195-098 >2503697 20195-492 > 2404975
20195-007 >2504161 20195-019 > 2502482 20195-032 > 2501539 20195-043 >2502918 20195-101 >2503259 20195-493 > 2410272

20195-008 >2503504 20195-020 2504691 - 20195-033 > 2502489 20195-044 >2500825 20195-107 >2502476 20195-494 >2304214
2507545
> 2508169
20195-009 >2503701 20195-021 >2504154 20195-034 >2504157 20195-045 >2503273 20195-109 >2502493 20195-495 > 2401401
20195-010 2504248, 20195-022 2505132, 20195-035 >2503284 20195-057 > 2503266 20195-110 >2504145 20195-498 > 2407034
>2504249 2505133,
>2505238
20195-011 > 2500364 20195-023 > 2503275 20195-036 >2503276 20195-058 2503268, 20195-164 >92983 20195-499 > 2408312
>2503270

20195-013 >2502436 20195-026 >2501300 20195-037 >2504135 20195-059 > 2504147 20195-167 >2408313

NpepHasHauyeHnue: Hanpasete cnpaBka ¢ UHCTPYKLMMTE 3a ynoTpe6a/pbKOBOACTBOTO 3a NoTpebutens

Knac Ha meauUMHCKOTO Usgenue B 3aBUCMMOCT OT PUCKa CbFACHO Mpunoxenume VIII b
Ha Pernamenr (EC) 2017/745

NpunoxxeHun o6wm cneundpukauum N/A

cnopea A0AYyNOCOYEHUTE NpoueAypPH 3a OLEHKA Ha CbOTBETCTBMETO

cbraacHo lMpunoxenwe IX, rnasa | Ha PernamenT (EC) 2017/745 ¢ naganeHus ceptudumkar 3a EC cuctema 3a yrnpasnexnue
Ha KavyecteoTo Ne: G10 015373 0001 u cbrnacHo moayn A 8 Mpunoskenue |l Ha Pewenne Ne 768/2008/EO 3a AnpekTtusa
2011/65/EC

OTroBaps Ha NPUN0XKUMUTe pa3nopeadbu Ha cleAHUTE PerNameHTH/aupeKTUBHI.
Pernament (EC) 2017/745 Ha EBponeiickma napnameHT 1 Ha CbeeTa oT 5 anpun 2017 r. 3a meaUUMHCKUTE U3aenma
v Aunpektunsa 2011/65/EC Ha EBponeickmna nabnameHT 1 Ha CbeeTa oT 8 1oHM 2011 1.
TUV sUD Product Service GmbH
Ridlerstrasse 65
TiobuHreH, 07.07.2025 D 80339 Miinchen 0123

Hac. Macro, gata / Hotuduumpar opran WaenTndunkaumorneH Homep
P PernamenT (EC) 2017/745
/ v i
Peter Stein Jé%’" Y 03.12.2029 Bbarapcku  20195000.MDR.02/25
HauanHuk cekuus ,,ynpae\nleHme Ha'RadecTsoTo nopobpenue”, Erbe Elektromedizin GmbH BanngHo go E3uk Homep Ha [leknapaumsTa 3a
CboTBETCTBUE

VO_0963_EU Declaration of Conformity
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erbe

EU-overensstemmelse

i henhold til bilag IV i forordning (EU) 2017/745 om medicinsk udstyr og
bilag VI til EF-direktiv 2011/65/EU om begraensning af anvendelsen af visse farlige stoffer i elektrisk og elektronisk
udstyr

Erbe Elektromedizin GmbH
Producent: Waldhornlestrale 17 SRN DE-MF-000005498
D 72072 Tubingen

Vi erkleerer hermed som eneste ansvarlige, at produktet

Bipolare pincetter, GA

Basis-UDI-DI 4050147Bi-Forceps-RU-T6

REF LoT REF LoT REF Lot REF LoT REF LoT REF Lot

20195-000 >2502410 20195-014 >2504140 20195-027 > 2505224 20195-038 >2503510  20195-063  >2501550  20195-168 > 2500150

20195-001 2504150, 20195-015 > 2408645 20195-028 > 2502488 20195-039 >2504173 20195-064  >2408646  20195-169 > 2404279
>2505984

20195-002 > 2503508 20195-016 > 2308202 20195-029 >2500353 20195-040 >2503258  20195-065 >2505221  20195-490 > 2406995

20195-005  >2504238 20195-017 > 2402060 20195-030 > 2503506 20195-041 >2500368 20195-066  >2503256  20195-491 > 2505996

20195-006  >2308327 20195-018 >2501535 20195-031 > 2501567 20195-042 > 2407169 20195-098 >2503697  20195-492 > 2404975

20195-007 >2504161 20195-019 >2502482 20195-032 > 2501539 20195-043 >2502918 20195-101 >2503259  20195-493 >2410272

20195-008 >2503504 20195-020 2504691 - 2507545 20195-033 > 2502489 20195-044 > 2500825 20195-107 >2502476  20195-494  >2304214

> 2508169

20195-009 >2503701 20195-021 >2504154 20195-034 > 2504157 20195-045 >2503273 20195-109 >2502493 20195-495  >2401401

20195-010 2504248, 20195-022 2505132, 2505133, 20195-035 >2503284  20195-057 > 2503266 20195-110 >2504145 20195-498  >2407034
>2504249 >2505238

20195-011 > 2500364 20195-023 > 2503275 20195-036 > 2503276 20195-058 2503268, 20195-164  >92983 20195-499 > 2408312

> 2503270
20195-013 > 2502436 20195-026 >2501300 20195-037 > 2504135 20195-059 > 2504147 20195-167 > 2408313

Tilsigtet anvendelse: se brugsanvisningen / brugervejledningen

Risikoklasse for det medicinske udstyr i henhold til bilag VIl i forordning (EU)
2017/745

lib

Anvendte falles specifikationer N/A

i henhold til den efterfglgende naevnte overensstemmelsesvurderingsprocedure
i henhold til bilag IX, kapitel | i forordning (EU) 2017/745 med den udstedet EU-kvalitetsstyringsattest nr.: G10 015373
0001 og i henhold til modul A i bilag Il til afggrelse nr. 768/2008/EF i forbindelse med EF direktiv 2011/65/EU

opfylder de relevante bestemmelser i de efterfglgende forordninger/direktiver.
Europa-Parlamentets og Radets forordning (EU) 2017/745 af 5. april 2017 om medicinsk udstyr og Europa-Parlamentets
og Radets direktiv 2011/65/EU af 8. juni 2011

TUV SUD Product Service GmbH
Ridlerstrasse 65
Tlbingen, 07.07.2025 D 80339 Minchen 0123

By, dato

Bemyndiget organ Identifikationsnummer
Forordning (EU) 2017/745

Peter Stein 03.12.2029 Dansk 20195000.MDR.02/25
3
Omradeleder af kvalitets- og go&éndelsessWring, Erbe Elektromedizin GmbH Gyldig indtil Sprog Overensstemmelseserkleringens
nummer

VO_0963_EU Declaration of Conformity
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erbe

Eli vastavusdeklaratsioon

kooskdlas madruse (EL) 2017/745, milles kisitletakse meditsiiniseadmeid, IV lisaga ja
EU direktiivi 2011/65/EL teatavate ohtlike ainete kasutamise piiramise kohta VI lisaga

Erbe Elektromedizin GmbH
Tootja: Waldhornlestrae 17 SRN DE-MF-000005498
D 72072 Tibingen

Me deklareerime ainuvastutusel, et toode

Bipolaarsed pintsetid, KK

PShi-UDI-DI 40501478Bi-Forceps-RU-T6

REF LoT REF Lot REF LoT REF LoT REF Lot REF Lot

20195-000 > 2502410 20195-014 > 2504140 20195-027 > 2505224 20195-038 >2503510 20195-063 > 2501550 20195-168 > 2500150

20195-001 2504150, 20195-015 > 2408645 20195-028 > 2502488 20195-039 >2504173 20195-064 > 2408646 20195-169 > 2404279
> 2505984

20195-002 > 2503508 20195-016 > 2308202 20195-029 > 2500353 20195-040 > 2503258 20195-065 > 2505221 20195-490 > 2406995

20195-005 >2504238 20195-017 > 2402060 20195-030 > 2503506 20195-041 > 2500368 20195-066 > 2503256 20195-491 > 2505996

20195-006 > 2308327 20195-018 >2501535 20195-031 > 2501567 20195-042 > 2407169 20195-098 > 2503697 20195-492 > 2404975

20195-007 > 2504161 20195-019 > 2502482 20195-032 > 2501539 20195-043 > 2502918 20195-101 > 2503259 20195-493 > 2410272

20195-008 > 2503504 20195-020 2504691 - 2507545 20195-033 > 2502489 20195-044 > 2500825 20195-107 > 2502476 20195-494 >2304214

> 2508169

20195-009 > 2503701 20195-021 >2504154 20195-034 > 2504157 20195-045 > 2503273 20195-109 > 2502493 20195-495 > 2401401

20195-010 2504248, 20195-022 2505132, 2505133, 20195-035 > 2503284 20195-057 > 2503266 20195-110 > 2504145 20195-498 > 2407034
>2504249 >2505238

20195-011 > 2500364 20195-023 > 2503275 20195-036 > 2503276 20195-058 2503268, 20195-164 >92983 20195-499 > 2408312

> 2503270

20195-013 > 2502436 20195-026 > 2501300 20195-037 > 2504135 20195-059 >2504147 20195-167 > 2408313

Kasutusotstarve: lugege kasutusjuhiseid / kasutusjuhendit

Meditsiiniseadme riskiklass kooskdlas miiruse (EL) 2017/745 VIIi lisaga b

Kasutatud iihtne kirjeldus N/A

on vastavalt jairgmistele vastavushindamismenetlustele

mdaruse (EL) 2017/745 IX lisa | peatiki kohaselt véljastatud ELi kvaliteedijuhtimisststeemi sertifikaadi nr; G10 015373
0001

ja otsuse nr 768/2008/EU Il lisa mooduli A kohaselt EU direktiivi 2011/65/EL osas

vastavuses jargmiste direktiivide / méaaruste kohaldatavate sitetega.
Euroopa Parlamendi ja ndukogu méaarus (EL) 2017/745, 5. aprill 2017, milles kasitletakse meditsiiniseadmeid, ja Euroopa
Parlamendi ja ndukogu direktiiv 2011/65/EL, 8. juuni 2011

TUV SUD Product Service GmbH
Ridlerstrasse 65
Tabingen, 07.07.2025 D 80339 Miinchen 0123
- i

Koht, kuupaev ‘.f’ Teavitatud asutus Identifitseerimisnumber
74 ") Mairus (EL) 2017/745
S &
Y
Peter Stein f‘/ ) f 03.12.2029 Eesti keel 20195000.MDR.02/25
Kvaliteedijuhtimise ja mutigilubade andfise haldamise valdkonna juht, Erbe Elektromedizin GmbH  Kehtiv kuni Keel Vastavusdeklaratsiooni
number

VO_0963_EU Declaration of Conformity
o1D: 1501200, Version: 11 Version: Seite:
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erbe

EU-vaatimustenmukaisuusvakuutus

laékinnallisista laitteista annetun asetuksen (EU) 2017/745 liitteen IV ja
tiettyjen vaarallisten aineiden kéyton rajoittamista koskevan EY-direktiivin 2011/65/EU liitteen VI mukaisesti

Erbe Elektromedizin GmbH
Valmistaja: WaldhdrnlestraRe 17 Sarjanumero DE-MF-000005498
D 72072 Tubingen

Vakuutamme yksinomaan omalla vastuullamme, etti tuote

Bipolaariset pinsetit, UK

perus-UDI-DI 40501478Bi-Forceps-RU-T6

Tuoten- . Tuoten- - Tuoten- % Tuoten- 5= Tuoten- - Tuoten- "

numero ERA numero ERA numero ERA numero ERA numero ERA numero ERA

20195-000 > 2502410 20195-014 > 2504140 20195-027 > 2505224 20195-038 > 2503510 20195-063 > 2501550 20195-168 >2500150

20195-001 2504150, 20195-015 > 2408645 20195-028 > 2502488 20195-039 >2504173 20195-064 > 2408646 20195-169 > 2404279
> 2505984

20195-002 >2503508 20195-016 > 2308202 20195-029 > 2500353 20195-040 > 2503258 20195-065 >2505221 20195-490 > 2406995

20195-005 >2504238 20195-017 > 2402060 20195-030 > 2503506 20195-041 > 2500368 20195-066 > 2503256 20195-491 > 2505996

20195-006 >2308327 20195-018 > 2501535 20195-031 > 2501567 20195-042 > 2407169 20195-098 > 2503697 20195-492 > 2404975

20195-007 >2504161 20195-019 > 2502482 20195-032 > 2501539 20195-043 > 2502918 20195-101 > 2503259 20195-493 > 2410272

20195-008 >2503504 20195-020 2504691 - 2507545 20195-033 > 2502489 20195-044 > 2500825 20195-107 > 2502476 20195-494 >2304214

> 2508169

20195-009 >2503701 20195-021 >2504154 20195-034 > 2504157 20195-045 > 2503273 20195-109 > 2502493 20195-495 > 2401401

20195-010 2504248, 20195-022 2505132, 2505133, 20195-035 >2503284 20195-057 > 2503266 20195-110 >2504145 20195-498 > 2407034
> 2504249 > 2505238

20195-011 > 2500364 20195-023 > 2503275 20195-036 > 2503276 20195-058 2503268, 20195-164 >92983 20195-499 > 2408312

> 2503270
20195-013 >2502436 20195-026 > 2501300 20195-037 > 2504135 20195-059 > 2504147 20195-167 > 2408313

Kdyttotarkoitus: katso kdyttoohjeet/kayttoopas
Ladkinnallisen laitteen riskiluokka asetuksen (EU) 2017/745 liitteen VIl mukaisesti b

Sovelletut yhteiset spesifikaatiot N/A

seuraavan vaatimustenmukaisuuden arvioinnin menetelmien mukaisesti
asetuksen (EU) 2017/745 liitteen IX, kappaleen | mukaisesti, mydnnetty EU-laadunhallintatodistuksen nro: G10 015373
0001 ja EY-direktiivia 2011/65/EU koskevan paatdksen nro 768/2008/EY liitteen Il moduulin A mukaisesti

on yhdenmukainen seuraavien asetusten / direktiivien asianomaisten méaaraysten kanssa.
Euroopan parlamentin ja neuvoston asetus (EU) 2017/745, annettu 5 péivana huhtikuuta 2017, |aakinnallisista laitteista, ja
Euroopan parlamentin ja neuvoston direktiivi 2011/65/EU, annettu 8 paivdna kesiakuuta 2011

TOV SUD Product Service GmbH
Ridlerstrasse 65

Tubingen, 07.07.2025 D 80339 Minchen 0123
Paikka, pvm . limoitettu laitos llmoitetun laitoksen numero
/ } Asetus (EU) 2017/745
/ / -
Peter Stein 1/&\; ; 03.12.2029 Suomi  20195000.MDR.02/25
A A,

Laadun- ja hyvaksyntdhallinnan jaog\tdpééllikké, Erbe Elektromedizin GmbH Voimassaolo paattyy Kieli Vaatimustenmukaisuusvakuutuksen

numero

VO_0963_EU Declaration of Conformity
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erbe

AnAwon cuppopdwonc EE

cUpdwva pe o Napdptnpa IV tou Kavoviapou (EE) 2017/745 yia ta LOLTPOTEXVOAOY LKA TTPOTOVTAL KOl TO
Napdptnpa Vi tng 08nyiag EK 2011/65/EE yia Tov mepLopiopd TS XPHoNG OpLOREVIV EMUKIVEUVWY OUGLIOV

Erbe Elektromedizin GmbH
Katackevaotig: Waldhérnlestrale 17 SRN DE-MF-000005498
D 72072 Tubingen

AnAwvoupe pe Sikn pog anokAelsTikh EUBVUVN OTL TO MPOIOV

AutoAwég AaBideg, EX

Baoiké UDI-DI 4050147Bi-Forceps-RU-T6

Kaa. NAPTIAA KQa. NAPTIAA KQA. MAPTIAA KQA. MAPTIAA KQa. NAPTIAA KQA. MAPTIAA

20195-000 > 2502410 20195-014 > 2504140 20195-027 > 2505224 20195-038 > 2503510 20195-063 > 2501550 20195-168 > 2500150

20195-001 2504150, 20195-015 > 2408645 20195-028 > 2502488 20195-039 > 2504173 20195-064 > 2408646 20195-169 >2404279
> 2505984

20195-002 > 2503508 20195-016 > 2308202 20195-029 > 2500353 20195-040 > 2503258 20195-065 > 2505221 20195-490 > 2406995

20195-005 >2504238 20195-017 > 2402060 20195-030 > 2503506 20195-041 > 2500368 20195-066 > 2503256 20195-491 > 2505996

20195-006 > 2308327 20195-018 > 2501535 20195-031 > 2501567 20195-042 > 2407169 20195-098 > 2503697 20195-492 > 2404975

20195-007 > 2504161 20195-019 > 2502482 20195-032 >2501539 20195-043 > 2502918 20195-101 > 2503259 20195-493 > 2410272

20195-008 > 2503504 20195-020 2504691 - 2507545 20195-033 >2502489 20195-044 > 2500825 20195-107 > 2502476 20195-494 >2304214

> 2508169

20195-009 > 2503701 20195-021 > 2504154 20195-034 > 2504157 20195-045 > 2503273 20195-109 > 2502493 20195-495 > 2401401

20195-010 2504248, 20195-022 2505132, 2505133, 20195-035 >2503284 20195-057 > 2503266 20195-110 > 2504145 20195-498 > 2407034
> 2504249 > 2505238

20195-011 > 2500364 20195-023 > 2503275 20195-036 > 2503276 20195-058 2503268, 20195-164 >92983 20195-499 > 2408312

> 2503270
20195-013 > 2502436 20195-026 > 2501300 20195-037 >2504135 20195-059 > 2504147 20195-167 > 2408313

Npoopilopevn xprion: avatpégte otig O8nyisg xpriong / Eyxetpidio xpriotn

Katnyopia kiv8Uvou tou tatpotexvoloyikou npoiovrog ocUpdwva pe To

Napdptnpa VIl tov Kavoviepou (EE) 2017/745 b

Edappolopeveg koweg npodiaypadéc N/A

cupdwva pe Tig akdAoubeg Siadikacies extipnong tg cuppdpdwong

oUpdwva ue to Napdptnpa IX, Kebpdhato | tou Kavoviopou (EE) 2017/745 pe to ek500v TUOTOTIOLNTLKO GUCTALOTOC
dlaxeiplong tng mowdtntag EE ap:G10 015373 0001 kat oUWV pe TV Evétnta A Tou Mapaptriparog Il tng Anddaong
ap. 768/2008/EK yia tnv 08nyia EK 2011/65/EE

CUUUOPPWVETAL UE TLG LOXUOUOEG SLATAEELS TwV akOAOUBWY KAVOVIOHKV/0SNyLDV.

Kavoviopdg (EE) 2017/745 tou Eupwraikot KowoBouAiou kat tou TupBouliou tne 5nc¢ Anphiou 2017 yia Tt
LaTpoteXvOAOyLKd IpoiovTa ko O8nyia EK 2011/65/EE tou Eupwriaikol KowoBouliou kat tou SupBouliou ™mg
8n¢ louviou 2011

TUV SUD Product Service GmbH
Ridlerstrasse 65
Tubingen, 07.07.2025 D 80339 Miinchen 0123

Tomog, nuepopnvia

Kowvomonpévog opyaviopdg AplBpdG avayvwpiong
Kavoviopdcg (EE) 2017/745

P4
Peter Stein / 03.12.2029 EMnvikd  20195000.MDR.02/25
LY
YneuBuvog Topéa Aloxeipiong I'I&‘@{nmq Kot PuBpioTtik@v YroBéoewv, Erbe Elektromedizin GmbH  Zg 1oxU éwg Mwaoa AptBuog Sniwong
oupuspdwong

VO_0963_EU Declaration of Conformity
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erbe

Dichiarazione di conformita UE

ai sensi dell’Allegato IV del Regolamento (UE) 2017/745 sui dispositivi medici e
dell’Allegato VI della Direttiva CE 2011/65/UE sulla restrizione dell’uso di determinate sostanze pericolose

Erbe Elektromedizin GmbH
Produttore: WaldhdornlestralRle 17 SRN DE-MF-000005498
D 72072 Tibingen

Noi sottoscritti dichiariamo, sotto la nostra completa responsabilita, che il prodotto

Pinze bipolari, RU

UDI-DI di base 4050147Bi-Forceps-RU-T6

REF LOT REF LoT REF LoT REF LoT REF LOT REF LoT

20195-000 >2502410 20195-014 > 2504140 20195-027 > 2505224 20195-038 > 2503510 20195-063 > 2501550 20195-168 > 2500150

20195-001 2504150, 20195-015 > 2408645 20195-028 > 2502488 20195-039 > 2504173 20195-064 > 2408646 20195-169 >2404279
> 2505984

20195-002 > 2503508 20195-016 > 2308202 20195-029 > 2500353 20195-040 > 2503258 20195-065 > 2505221 20195-490 > 2406995

20195-005 >2504238 20195-017 > 2402060 20195-030 > 2503506 20195-041 > 2500368 20195-066 > 2503256 20195-491 > 2505996

20195-006 > 2308327 20195-018 > 2501535 20195-031 > 2501567 20195-042 > 2407169 20195-098 > 2503697 20195-492 > 2404975

20195-007 > 2504161 20195-019 > 2502482 20195-032 > 2501539 20195-043 > 2502918 20195-101 > 2503259 20195-493 >2410272

20195-008 > 2503504 20195-020 2504691 - 2507545 20195-033 > 2502489 20195-044 > 2500825 20195-107 > 2502476 20195-494 > 2304214

> 2508169

20195-009 > 2503701 20195-021 >2504154 20195-034 > 2504157 20195-045 > 2503273 20195-109 > 2502493 20195-495 > 2401401

20195-010 2504248, 20195-022 2505132, 2505133, 20195-035 > 2503284 20195-057 > 2503266 20195-110 > 2504145 20195-498 > 2407034
> 2504249 > 2505238

20195-011 > 2500364 20195-023 > 2503275 20195-036 > 2503276 20195-058 2503268, 20195-164 >92983 20195-499 > 2408312

> 2503270
20195-013 > 2502436 20195-026 >2501300 20195-037 > 2504135 20195-059 > 2504147 20195-167 > 2408313

Destinazione d'uso: consultare le istruzioni per Fuso

Classe di rischio del dispositivo medico ai sensi dell’Allegato VIII del Regolamento

(UE) 2017/745 b

Specifiche comuni applicate N/A

ai sensi del processo di valutazione della conformita riportato di seguito
ai sensi dell’Allegato IX, Capitolo | del Regolamento (UE) 2017/745 con I'attestato di gestione della qualitd UE emesso
n: G10 015373 0001 e ai sensi del modulo A dell’Allegato Il della delibera n. 768/2008/CE per la Direttiva CE 2011/65/UE

& conforme alle pertinenti disposizioni dei seguenti regolamenti/direttive.
Regolamento (UE) 2017/745 del Parlamento Europeo e del Consiglio del 5 aprile 2017 sui dispositivi medici e Direttiva CE
2011/65/UE del Parlamento Europeo e del Consiglio dell’8 giugno 2011

TUV SUD Product Service GmbH
Ridlerstrasse 65

Tlbingen, 07.07.2025 D 80339 Minchen 0123
.
Luogo, data Organismo notificato Identificativo
Regolamento (UE) 2017/745
&
petersten | /A// / 03.12.2029 ftaliano ~ 20195000.MDR.02/25
L § 3
Responsabile di zona della gestionelqualita e autorizzazioni, Erbe Elektromedizin GmbH Valido fino al Lingua Numero del certificato di

conformita

VO_0963_EU Declaration of Conformity
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EU izjava o sukladnosti

prema Prilogu IV Uredbe (EU) 2017/745 o medicinskim proizvodima i
Prilogu VI Direktive (EZ) 2011/65/EU o ograniéenju uporabe odredenih opasnih tvari

erbe

Erbe Elektromedizin GmbH

Proizvodac: WaldhoérnlestraRe 17 SRN DE-MF-000005498
D 72072 Tubingen

Pod punom odgovornoscu izjavljujemo da proizvod

Bipolarne pincete, VK

Osnovni UDI-DI 4050147Bi-Forceps-RU-T6
REF Lot REF LoT REF Lot REF Lot REF LoT REF Lot
20195-000 > 2502410 20195-014 >2504140 20195-027 > 2505224 20195-038 > 2503510 20195-063 > 2501550 20195-168 > 2500150
20195-001 2504150, 20195-015 > 2408645 20195-028 >2502488 20195-039 >2504173 20195-064 > 2408646 20195-169 > 2404279

> 2505984
20195-002 > 2503508 20195-016 > 2308202 20195-029 >2500353 20195-040 > 2503258 20195-065 >2505221 20195-490 > 2406995
20195-005 > 2504238 20195-017 > 2402060 20195-030 > 2503506 20195-041 > 2500368 20195-066 > 2503256 20195-491 > 2505996
20195-006 > 2308327 20195-018 > 2501535 20195-031 > 2501567 20195-042 > 2407169 20195-098 > 2503697 20195-492 > 2404975
20195-007 > 2504161 20195-019 > 2502482 20195-032 > 2501539 20195-043 >2502918 20195-101 > 2503259 20195-493 > 2410272
20195-008 > 2503504 20195-020 2504691 - 2507545 20195-033 > 2502489 20195-044 > 2500825 20195-107 > 2502476 20195-494 >2304214
> 2508169
20195-009 > 2503701 20195-021 >2504154 20195-034 >2504157 20195-045 >2503273 20195-109 > 2502493 20195-495 > 2401401
20195-010 2504248, 20195-022 2505132, 2505133, 20195-035 >2503284 20195-057 > 2503266 20195-110 > 2504145 20195-498 > 2407034
> 2504249 >2505238
20195-011 > 2500364 20195-023 > 2503275 20195-036 > 2503276 20195-058 2503268, 20195-164 > 92983 20195-499 > 2408312
> 2503270

20195-013 > 2502436 20195-026 > 2501300 20195-037 > 2504135 20195-059 > 2504147 20195-167 > 2408313

Namjena: pogledati Upute za uporabu / Korisnicke upute
Klasa rizika medicinskog proizvoda prema Prilogu VIl Uredbe (EU) 2017/745 b

Primijenjene zajednicke specifikacije N/A

prema sljededim postupcima ocjenjivanja sukladnosti

prema Prilogu IX, poglavlju I Uredbe (EU) 2017/745 s izdanom EU potvrdom o sustavu upravljanja kvalitetom
br.: G10 015373 0001 i modulom A u Prilogu Il Zaklju¢ka br. 768/2008/EZ za Direktivu (EZ) 2011/65/EU

odgovara svim primjenjivim odredbama sljede¢ih Uredbi/Direktiva.
Uredba (EU) 2017/745 Europskog parlamenta i Vije¢a od 5. travnja 2017. o medicinskim proizvodima i Direktiva (E2)

2011/65/EU Europskog parlamenta i Vije¢a od 8. lipnja 2011

Tubingen, 07.07.2025

Mijesto, datum

)
/ ’
.
Peter Stein Iy, &
i

[

TUV SUD Product Service GmbH

Ridlerstrasse 65
D 80339 Miinchen

0123

Prijavljeno tijelo
Uredba (EU) 2017/745

03.12.2029

Hrvatski

Identifikacijski broj

20195000.MDR.02/25

Voditelj odjela za upravljanje kvalit&c/m iregulatorne poslove, Erbe Elektromedizin GmbH

Vrijedi do

Jezik

Broj Izjave o sukladnosti

VO_0963_EU Declaration of Conformity
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erbe

ES atbilstibas deklaracija

Saskana ar ES Regulas 2017/745 IV pielikumu par mediciniskam iericém un
EK Direktivas 2011/65/ES VI pielikumu par dazu bistamu vielu izmanto$anas ierobezoanu

Erbe Elektromedizin GmbH
RaZotajs: WaldhornlestraBe 17 SRN DE-MF-000005498
D 72072 Tubingen

Ar pilnu atbildibu apliecinam, ka izstradajums

Bipolaras pincetes, LA

Basic UDI-DI 40501478Bi-Forceps-RU-T6

REF LoT REF LoT REF Lot REF Lot REF LOT REF Lot

20195-000 >2502410 20195-014 >2504140 20195-027  >2505224  20195-038 >2503510 20195-063 > 2501550 20195-168 > 2500150

20195-001 2504150, 20195-015 > 2408645 20195-028 > 2502488 20195-039 >2504173 20195-064 > 2408646 20195-169 > 2404279
> 2505984

20195-002 > 2503508 20195-016 > 2308202 20195-029  >2500353 20195-040 > 2503258 20195-065 >2505221 20195-490 > 2406995

20195-005 >2504238 20195-017 > 2402060 20195-030  >2503506 20195-041 >2500368 20195-066 > 2503256 20195-491 > 2505996

20195-006  >2308327 20195-018 >2501535 20195-031  >2501567 20195-042 > 2407169 20195-098 > 2503697 20195-492 > 2404975

20195-007 > 2504161 20195-019 >2502482 20195-032  >2501539 20195-043 >2502918  20195-101 > 2503259 20195-493 >2410272

20195-008  >2503504 20195-020 2504691 - 2507545 20195-033 > 2502489 20195-044 > 2500825 20195-107 >2502476 20195-494  >2304214

>2508169

20195-009 > 2503701 20195-021 > 2504154 20195-034 > 2504157 20195-045 >2503273 20195-109 > 2502493 20195-495 > 2401401

20195-010 2504248, 20195-022 2505132, 2505133, 20195-035  >2503284  20195-057 >2503266  20195-110 >2504145 20195-498 > 2407034
> 2504249 >2505238

20195-011 >2500364  20195-023 >2503275 20195-036 > 2503276 20195-058 2503268, 20195-164  >92983 20195-499  >2408312

>2503270
20195-013 > 2502436 20195-026 >2501300 20195-037  >2504135  20195-059 >2504147 20195-167 > 2408313

Paredzétais lietojums: skatiet lietoSanas instrukciju / lietotaja rokasgramatu

Mediciniskas ierices riska klase atbilstosi ES Regulas 2017/745 VIil pielikumam Iltb

Pielietotas kopéjas specifikacijas N/A

saskana ar talak noradito atbilstibas izvértéjuma procediiru
atbilstosi ES Regulas 2017/745 IX pielikuma | nodalai ar izsniegtu ES kvalitates parvaldibas apliecinajumu Nr.: G10 015373
0001 ka arf atbilstosi EK deklaracijas 2011/65/ES lemuma Nr. 768/2008/EK A modulim, 1| pielikums,

atbilst talak noraditajiem Regulu/ Direktivu noteikumiem.
Eiropas Parlamenta un Padomes Regula (ES) 2017/745 no 2017. gada 5. aprila par mediciniskam iericém un Eiropas
Parlamenta un Padomes EK Direktiva 2011/65/ES no 2011. gada 8. jinija

TOV SUD Product Service GmbH
Ridlerstrasse 65
Tibingene, 07.07.2025 D 80339 Miinchen 0123

Vieta, datums 7 N Nosaukta vieta Identifikacijas numurs
/ ) ES Regula 2017/745
¥4 -
Peter Stein / P 03.12.2029 Latvie3u  20195000.MDR.02/25
Kvalitates un ekspluatacijas atjauju pé&a}éibas nodalas vaditajs, Erbe Elektromedizin GmbH Derigs lidz Valoda Atbilstibas deklaracijas numurs

VO_0963_EU Declaration of Conformity
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erbe

ES atitikties deklaracija

pagal Reglamento (ES) 2017/745 dél medicinos priemoniy IV prieda ir
EB Direktyvos 2011/65/ES dél tam tikry pavojingy medZiagy naudojimo apribojimo VI prieda

Erbe Elektromedizin GmbH
Gamintojas: WaldhornlestraRe 17 SRN DE-MF-000005498
D 72072 Tibingen

Mes savo atsakomybe patvirtiname, kad produktas

Dvipoliai pincetai, DK

Bazinis UDI ID 4050147Bi-Forceps-RU-T6

REF PARTUA REF PARTIJA REF PARTUA REF PARTUA REF PARTIJA REF PARTIA

20195-000 >2502410 20195-014 > 2504140 20195-027 > 2505224 20195-038 > 2503510 20195-063 > 2501550 20195-168 > 2500150

20195-001 2504150, 20195-015 > 2408645 20195-028 > 2502488 20195-039 > 2504173 20195-064 > 2408646 20195-169 > 2404279
> 2505984

20195-002 > 2503508 20195-016 > 2308202 20195-029 > 2500353 20195-040 > 2503258 20195-065 > 2505221 20195-490 > 2406995

20195-005 >2504238 20195-017 > 2402060 20195-030 > 2503506 20195-041 > 2500368 20195-066 > 2503256 20195-491 > 2505996

20195-006 > 2308327 20195-018 >2501535 20195-031 > 2501567 20195-042 > 2407169 20195-098 > 2503697 20195-492 > 2404975

20195-007 > 2504161 20195-019 > 2502482 20195-032 > 2501539 20195-043 >2502918 20195-101 > 2503259 20195-493 > 2410272

20195-008 > 2503504 20195-020 2504691 - 2507545 20195-033 > 2502489 20195-044 > 2500825 20195-107 > 2502476 20195-494 >2304214

> 2508169

20195-009 > 2503701 20195-021 > 2504154 20195-034 > 2504157 20195-045 >2503273 20195-109 > 2502493 20195-495 > 2401401

20195-010 2504248, 20195-022 2505132, 2505133, 20195-035 > 2503284 20195-057 > 2503266 20195-110 >2504145 20195-498 > 2407034
> 2504249 > 2505238

20195-011 > 2500364 20195-023 > 2503275 20195-036 > 2503276 20195-058 2503268, 20195-164 >92983 20195-499 > 2408312

> 2503270
20195-013 > 2502436 20195-026 > 2501300 20195-037 >2504135 20195-059 > 2504147 20195-167 > 2408313

Numatytoji paskirtis: Zr. naudojimo instrukcija / naudojimo vadova
Medicinos priemonés rizikos klasé pagal Reglamento (ES) 2017/745 dél medicinos
priemoniy VIl prieda

lib

Taikytos bendros specifikacijos N/A

pagal toliau pateiktg atitikties vertinimo metoda
pagal Reglamento (ES) 2017/745 dél medicinos priemoniy IX priedo | skyriy su i¥duotu ES kokybeés vadybos pazymeéjimu
Nr.: G10 015373 0001 ir pagal A modulj Sprendimo 768/2008/EB Il priede EB Direktyvai 2011/65/ES

atitinka taikomus toliau nurodyty reglamenty ir direktyvy reikalavimus.
2017 m. balandZio 5 d. Europos Parlamento ir Tarybos reglamentas (ES) 2017/745 dél medicinos priemoniy ir 2011 m.
birZelio 8 d. Europos Parlamento ir Tarybos direktyva 2011/65/ES

TUV SUD Product Service GmbH
Ridlerstrasse 65

Tiubingenas, 07.07.2025 D 80339 Miinchen 0123
Vieta, data Notifikuotoji jstaiga Kodas
reglamentas (ES) 2017/745
-
Peter Stein 03.12.2029 Lietuviy 20195000.MDR.02/25
Kokybeés ir sertiﬂk"avimo vadybos pa({pﬂnio vadovas, Erbe Elektromedizin GmbH Galioja iki Kalba Atitikties deklaracijos numeris

VO_0963_EU Declaration of Conformity
00, Version: 11 Version: Seite:
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erbe

EU-Conformiteitsverklaring

volgens Bijlage IV van Verordening (EU) 2017/745 betreffende medische hulpmiddelen en
Bijlage VI van EG-Richtlijn 2011/65/EU betreffende beperking van het gebruik van bepaalde gevaarlijke stoffen

Erbe Elektromedizin GmbH
Fabrikant: WaldhornlestraRe 17 SRN DE-MF-000005498
D 72072 Tlbingen

Wij verklaren als enige verantwoordelijke dat het product

Bipolaire pincetten, HB

Basic-UDI-DI 4050147Bi-Forceps-RU-T6

REF Lot REF Lot REF Lot REF LoT REF Lot REF Lot

20195-000 > 2502410 20195-014 > 2504140 20195-027 > 2505224 20195-038 > 2503510 20195-063 > 2501550 20195-168 > 2500150

20195-001 2504150, 20195-015 > 2408645 20195-028 > 2502488 20195-039 >2504173 20195-064 > 2408646 20195-169 > 2404279
> 2505984

20195-002 > 2503508 20195-016 > 2308202 20195-029 > 2500353 20195-040 >2503258 20195-065 >2505221 20195-490 > 2406995

20195-005 >2504238 20195-017 > 2402060 20195-030 > 2503506 20195-041 > 2500368 20195-066 > 2503256 20195-491 > 2505996

20195-006 > 2308327 20195-018 > 2501535 20195-031 > 2501567 20195-042 > 2407169 20195-098 > 2503697 20195-492 > 2404975

20195-007 > 2504161 20195-019 >2502482 20195-032 > 2501539 20195-043 > 2502918 20195-101 > 2503259 20195-493 > 2410272

20195-008 > 2503504 20195-020 2504691 - 2507545 20195-033 >2502489 20195-044 > 2500825 20195-107 > 2502476 20195-494 > 2304214

> 2508169

20195-009 > 2503701 20195-021 >2504154 20195-034 > 2504157 20195-045 > 2503273 20195-109 > 2502493 20195-495 > 2401401

20195-010 2504248, 20195-022 2505132, 2505133, 20195-035 > 2503284 20195-057 > 2503266 20195-110 > 2504145 20195-498 > 2407034
> 2504249 > 2505238

20195-011 > 2500364 20195-023 >2503275 20195-036 > 2503276 20195-058 2503268, 20195-164 >92983 20195-499 > 2408312

>2503270
20195-013 > 2502436 20195-026 >2501300 20195-037 > 2504135 20195-059 > 2504147 20195-167 >2408313

Beoogd gebruik: gebruiksaanwijzing/gebruikershandleiding raadplegen

Risicoklasse van het medisch hulpmiddel volgens Bijlage VIl van Verordening (EU)

2017/745 Itk

Toegepaste gemeenschappelijke specificaties N/A

in overeenstemming met de onderstaande conformiteitsbeoordelingsprocedures

volgens Bijlage IX, hoofdstuk | van Verordening (EU) 2017/745 met het afgegeven EU-
kwaliteitsmanagementsysteemcertificaat met nr.: G10 015373 0001 en volgens Module A in Bijlage Il van Besluitnr.
768/2008/EG voor de EG-Richtlijn 2011/65/EU

aan de toepasselijke bepalingen van de onderstaande verordeningen/richtlijnen voldoet.
Verordening (EU) 2017/745 van het Europees Parlement en de Raad van 5 april 2017 betreffende medische hulpmiddelen
en EG-Richtlijn 2011/65/EU van het Europees Parlement en de Raad van 8 juni 2011

TUV SUD Product Service GmbH
Ridlerstrasse 65
Tlbingen, 07.07.2025 D 80339 Miinchen 0123

Plaats, datum

Aangemelde instantie Identificatienummer
Verordening (EU) 2017/745

% v
Peter Stein ,/’% - 03.12.2029 Nederlands ~ 20195000.MDR.02/25
1 A W

Manager, Kwaliteits- en Goedkgilfingsmanagement, Erbe Elektromedizin GmbH Geldig t/m Taal Nummer van de
; conformiteitsverklaring

VO_0963_EU Declaration of Conformity
11 Version: Seite:
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Deklaracja zgodnosci UE

zgodnie z zatacznikiem IV do rozporzadzenia (UE) 2017/745 w sprawie wyrobéw medycznych i
zatycznikiem VI do dyrektywy WE 2011/65/UE w sprawie ograniczenia stosowania niektdrych niebezpiecznych
substancji

Erbe Elektromedizin GmbH
Producent: Waldhornlestralle 17 SRN DE-MF-000005498
D 72072 Tubingen

Oswiadczamy na nasza wytaczng odpowiedzialnosé, ze produkt

Pincety bipolarne, WR

Basic UDI-DI 4050147Bi-Forceps-RU-T6

REF Lot REF LoT REF Lot REF LoT REF Lot REF Lot

20195-000 > 2502410 20195-014  >2504140 20195-027 >2505224  20195-038 >2503510 20195-063 > 2501550 20195-168 >2500150

20195-001 2504150, 20195-015 > 2408645 20195-028  >2502488  20195-039 >2504173 20195-064 > 2408646 20195-169 > 2404279
>2505984

20195-002 >2503508 20195-016 >2308202 20195-029 > 2500353 20195-040 > 2503258 20195-065 >2505221 20195-490 > 2406995

20195-005 >2504238 20195-017 > 2402060 20195-030  >2503506  20195-041 >2500368 20195-066 >2503256  20195-491 > 2505996

20195-006 > 2308327 20195-018 >2501535 20195-031 > 2501567 20195-042 >2407169 20195-098 >2503697 20195-492 > 2404975

20195-007 >2504161 20195-019 >2502482 20195-032  >2501539  20195-043 > 2502918 20195-101 >2503259 20195-493 > 2410272

20195-008 > 2503504 20195-020 2504691 - 2507545 20195-033 > 2502489 20195-044 >2500825 20195-107 >2502476  20195-494  >2304214

> 2508169

20195-009 >2503701 20195-021 >2504154 20195-034  >2504157  20195-045 >2503273 20195-109 > 2502493 20195-495 >2401401

20195-010 2504248, 20195-022 2505132, 2505133, 20195-035  >2503284  20195-057 > 2503266 20195-110 > 2504145 20195-498 > 2407034
> 2504249 >2505238

20195-011 > 2500364 20195-023 >2503275 20195-036  >2503276  20195-058 2503268, 20195-164  >92983 20195-499 > 2408312

>2503270
20195-013 > 2502436 20195-026  >2501300 20195-037  >2504135  20195-059 >2504147 20195-167 > 2408313

Przeznaczenie: nalezy zapoznac si¢ z instrukcjg uzycia / instrukcjg obstugi

Klasa ryzyka wyrobu medycznego zgodnie z zatacznikiem VIl do rozporzadzenia (UE)

2017/745 ik

Zastosowano wspdlne specyfikacje N/A

zgodnie z ponizszymi procedurami oceny zgodnosci
zgodnie z zafacznikiem IX rozdziat | do rozporzadzenia (UE) 2017/745 z wydanym certyfikatem zarzadzania jakoscig UE
nr: G10 015373 0001 i zgodnie z modutem A w zataczniku Il do decyzji nr 768/2008/WE do dyrektywy WE 2011/65/UE

jest zgodny z wiasciwymi przepisami ponizszych rozporzadzen/dyrektyw.
Rozporzadzenie Parlamentu Europejskiego i Rady (UE) 2017/745 z dnia 5 kwietnia 2017 r. w sprawie wyrobéw
medycznych oraz dyrektywa WE 2011/65/UE Parlamentu Europejskiego i Rady z dnia 8 czerwca 2011 r.

TUV SUD Product Service GmbH
Ridlerstrasse 65
Tubingen, 07.07.2025 D 80339 Miinchen 0123

Miejscowosc i data y Jednostka notyfikowana Numer identyfikacyjny
Rozporzadzenie (UE) 2017/745

s .
7
peterstein | /%/ L 03.12.2029 Polski 20195000.MDR.02/25

Kierownik ds. zarz‘a’dzania jakoscia i iézwoleniami, Erbe Elektromedizin GmbH Data waznosci Jezyk Numer deklaracji zgodnosci

VO_0963_EU Declaration of Conformity
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Declaragao de Conformidade UE

erbe

de acordo com o anexo IV do Regulamento (UE) 2017/745, relativo a dispositivos médicos e
com o anexo VI da Diretiva 2011/65/UE, relativa 2 restricdo do uso de determinadas substancias perigosas

Erbe Elektromedizin GmbH
Fabricante: Waldhérnlestrae 17
D 72072 Tubingen

SRN DE-MF-000005498

Declaramos, pela presente, sob nossa exclusiva responsabilidade, que o produto:

Pingas bipolares, RU

UDI-DI basico 40501478Bi-Forceps-RU-T6

REF LOTE REF LOTE REF LOTE

20195-000 > 2502410 20195-014 >2504140 20195-027 >2505224

20195-001 2504150, 20195-015 > 2408645 20195-028 >2502488
> 2505984

20195-002 > 2503508 20195-016 > 2308202 20195-029 > 2500353

20195-005 >2504238 20195-017 > 2402060 20195-030 > 2503506

20195-006 >2308327 20195-018 >2501535 20195-031 > 2501567

20195-007 > 2504161 20195-019 >2502482 20195-032 > 2501539

20195-008 > 2503504 20195-020 2504691 - 2507545 20195-033 >2502489

> 2508169

20195-009 > 2503701 20195-021 >2504154 20195-034 > 2504157

20195-010 2504248, 20195-022 2505132, 2505133, 20195-035 >2503284
> 2504249 > 2505238

20195-011 > 2500364 20195-023 > 2503275 20195-036 > 2503276

20195-013 > 2502436 20195-026 >2501300 20195-037 >2504135

REF LOTE REF LOTE REF LOTE
20195-038 >2503510 20195-063  >2501550  20195-168 > 2500150
20195-039 >2504173 20195-064  >2408646  20195-169 > 2404279

20195-040  >2503258  20195-065 >2505221 20195-490 > 2406995
20195-041 >2500368  20195-066 > 2503256 20195-491 > 2505996
20195-042 > 2407169 20195-098 > 2503697 20195-492 > 2404975
20195-043 >2502918  20195-101 >2503259  20195-493 >2410272
20195-044 >2500825 20195-107 >2502476  20195-494  >2304214

20195-045 >2503273 20195-109 >2502493 20195-495  >2401401
20195-057 > 2503266 20195-110 > 2504145 20195-498 > 2407034

20195-058 2503268, 20195-164  >92983 20195-499 > 2408312
>2503270
20195-059 >2504147 20195-167 > 2408313

Finalidade de uso: consultar instrugdes de utilizagdo / manual de instrugdes

Classe de perigo do dispositivo médico de acordo com o anexo Vill do Regulamento

(UE) 2017/745

lib

Especificagdoes comuns aplicadas N/A

de acordo com os procedimentos de avaliagio da conformidade seguintes
de acordo com o anexo IX do Regulamento (UE) 2017/745 com o certificado do sistema de gestdo da qualidade
n.2: G10 015373 0001 e de acordo com o médulo A no anexo |l da decisdo n.2 768/2008/CE para a diretiva CE 2011/65/UE

cumpre as disposicdes apliciveis dos regulamentos/das diretivas seguintes.
Regulamento (UE) 2017/745 do Parlamento Europeu e do Conselho, de 5 de abril de 2017, relativo aos dispositivos
médicos, e Diretiva 2011/65/UE do Parlamento Europeu e do Conselho, de 8 de Junho de 2011

Tubingen, 07.07.2025

Local, data

TUV SUD Product Service GmbH
Ridlerstrasse 65
D 80339 Miinchen 0123

Organismo notificado Numero de identificagdo
Regulamento (UE) 2017/745

03.12.2029 Portugués  20195000.MDR.02/25

Valido até Idioma Nimero da declarag¢do de
conformidade
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Declaratie de conformitate UE

conform Anexei IV din Regulamentul (UE) 2017/745 privind produsele medicale si
conform Anexei VI din Directiva CE 2011/65/UE privind limitarea utilizirii anumitor substante periculoase

Erbe Elektromedizin GmbH
Producator: Waldhornlestrae 17 SRN DE-MF-000005498
D 72072 Tubingen

Prin prezenta, declaram pe propria raspundere c3 produsul:

Pensete bipolare, RU

Baza-UDI-DI 4050147Bi-Forceps-RU-T6

REF Lot REF LoT REF LoT REF LoT REF Lot REF LoT

20195-000 > 2502410 20195-014 > 2504140 20195-027 > 2505224 20195-038 >2503510 20195-063 > 2501550 20195-168 > 2500150

20195-001 2504150, 20195-015 > 2408645 20195-028 > 2502488 20195-039 >2504173 20195-064 > 2408646 20195-169 > 2404279
> 2505984

20195-002 > 2503508 20195-016 > 2308202 20195-029 > 2500353 20195-040 > 2503258 20195-065 > 2505221 20195-490 > 2406995

20195-005 >2504238 20195-017 > 2402060 20195-030 > 2503506 20195-041 > 2500368 20195-066 > 2503256 20195-491 > 2505996

20195-006 > 2308327 20195-018 > 2501535 20195-031 > 2501567 20195-042 > 2407169 20195-098 > 2503697 20195-492 > 2404975

20195-007 >2504161 20195-019 >2502482 20195-032 > 2501539 20195-043 > 2502918 20195-101 > 2503259 20195-493 > 2410272

20195-008 > 2503504 20195-020 2504691 - 2507545 20195-033 > 2502489 20195-044 > 2500825 20195-107 > 2502476 20195-494 > 2304214

> 2508169

20195-009 > 2503701 20195-021 >2504154 20195-034 > 2504157 20195-045 > 2503273 20195-109 > 2502493 20195-495 > 2401401

20195-010 2504248, 20195-022 2505132, 2505133, 20195-035 > 2503284 20195-057 > 2503266 20195-110 > 2504145 20195-498 > 2407034
> 2504249 > 2505238

20195-011 > 2500364 20195-023 > 2503275 20195-036 > 2503276 20195-058 2503268, 20195-164 >92983 20195-499 > 2408312

> 2503270
20195-013 >2502436 20195-026 > 2501300 20195-037 > 2504135 20195-059 > 2504147 20195-167 >2408313

Destinatia de utilizare: consultati instructiunile de utilizare / manualul de utilizare

clasa de risc a produsului medical conform Anexei Vil din Regulamentul (UE) b
2017/745

Specificatii comune aplicate: N/A

in conformitate cu procedurile de mai jos privind evaluarea conformitatii
conform Anexei IX, capitolul | din Regulamentul (UE) 2017/745 cu certificatul de management al calitatii UE, emis cu
nr.: G10 015373 0001 si conform modulului A din Anexa Il la Decizia nr. 768/2008/CE pentru Directiva CE 2011/65/UE

corespunde prevederilor in vigoare ale regulamentelor/directivelor mentionate mai jos.
Regulamentul (UE) 2017/745 emis de Parlamentul European si Consiliu la data de 5 aprilie 2017 privind produsele
medicale si Directiva CE 2011/65/UE emis3 de Parlamentul European si Consiliu la data de 8 iunie 2011

TUV SUD Product Service GmbH
Ridlerstrasse 65

Tubingen, 07.07.2025 D 80339 Miinchen 0123
Localitatea, data ;1 - Organism notificat Cod
,// { & Regulamentul (UE) 2017/745
4
Peter Stein ' J%// 03.12.2029 Romaéna 20195000.MDR.02/25
Seful departamentului de managevent al calitatii si autorizare, Erbe Elektromedizin GmbH Valabil pand la data de Limba Numdrul declaratiei de

conformitate

VO_0963_EU Declaration of Conformity
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EU-forsakran om dverensstimmelse

enligt bilaga IV i férordningen (EU) 2017/745 om medicintekniska produkter och
bilaga V1i direktivet 2011/65/EU om begriinsning av anvindningen av vissa farliga Zmnen

Erbe Elektromedizin GmbH
Tillverkare: WaldhornlestraRe 17 SRN DE-MF-000005498
D 72072 Tubingen

Vi forsdkrar under eget ansvar att produkten

Bipolédra pincetter, AA

Grundldggande UDI-DI 4050147Bi-Forceps-RU-T6

REF LoT REF LoT REF LoT REF LoT REF LoT REF Lot

20195-000 > 2502410 20195-014 > 2504140 20195-027 > 2505224 20195-038 > 2503510 20195-063 > 2501550 20195-168 > 2500150

20195-001 2504150, 20195-015 > 2408645 20195-028 > 2502488 20195-039 >2504173 20195-064 > 2408646 20195-169 > 2404279
> 2505984

20195-002 > 2503508 20195-016 > 2308202 20195-029 > 2500353 20195-040 > 2503258 20195-065 > 2505221 20195-490 > 2406995

20195-005 > 2504238 20195-017 > 2402060 20195-030 > 2503506 20195-041 > 2500368 20195-066 > 2503256 20195-491 > 2505996

20195-006 > 2308327 20195-018 > 2501535 20195-031 > 2501567 20195-042 > 2407169 20195-098 > 2503697 20195-492 > 2404975

20195-007 > 2504161 20195-019 > 2502482 20195-032 >2501539 20195-043 >2502918 20195-101 > 2503259 20195-493 > 2410272

20195-008 > 2503504 20195-020 2504691 - 2507545 20195-033 > 2502489 20195-044 > 2500825 20195-107 > 2502476 20195-494 >2304214

> 2508169

20195-009 > 2503701 20195-021 > 2504154 20195-034 > 2504157 20195-045 > 2503273 20195-109 > 2502493 20195-495 > 2401401

20195-010 2504248, 20195-022 2505132, 2505133, 20195-035 > 2503284 20195-057 > 2503266 20195-110 > 2504145 20195-498 > 2407034
> 2504249 > 2505238

20195-011 > 2500364 20195-023 > 2503275 20195-036 > 2503276 20195-058 2503268, 20195-164 >92983 20195-499 > 2408312

> 2503270
20195-013 > 2502436 20195-026 > 2501300 20195-037 > 2504135 20195-059 > 2504147 20195-167 > 2408313

Avsedd anvéndning: se bruksanvisningen

Den medicintekniska produktens riskklass enligt bilaga VIIl i férordningen (EU)

2017/745 ks

Anvinda gemensamma specifikationer N/A

enligt féljande forfaranden fér férsdkran om Gverensstimmelse
enligt bilaga IV i férordningen (EU) 2017/745 om medicintekniska produkter och EU-intyget for kvalitetsledningssystem
nr: G10 015373 0001 och enligt modul A i bilaga Il i beslut nr 768/2008/EG for direktivet 2011/65/EU

6verensstimmer med alla tillampliga regler i féljande férordningar/direktiv.
Europaparlamentets och rédets forordning (EU) 2017/745 av den 5 april 2017 om medicintekniska produkter och
Europaparlamentets och radets direktiv 2011/65/EU av den 8 juni 2011

TUV SUD Product Service GmbH
Ridlerstrasse 65

Tubingen, 07.07.2025 D 80339 Minchen 0123
Ort, datum Anmalt organ Identifieringsnummer
Forordning (EU) 2017/745
b
Peter Stein f 03.12.2029 Svenska 20195000.MDR.02/25
Avdelningschef kva]lfetssékring och{egstrerings- och regelfragor, Erbe Elektromedizin GmbH Giltig till Sprak Nummer pa férsakran om

dverensstammelse

VO_0963_EU Declaration of Conformity
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Vyhlasenie o zhode EU

Podla prilohy IV nariadenia (EU) 2017/745 o zdravotnickych pomdckach a
prilohy VI smernice ES 2011/65/EU o obmedzeni pouzivania uréitych nebezpeénych latok

Erbe Elektromedizin GmbH
Vyrobca: WaldhérnlestraRe 17 SRN DE-MF-000005498
D 72072 Tubingen

Na vlastnii zodpovednost tymto vyhlasujeme, e vyrobok

Bipolarne pinzety, OP

Zakladné UDI-DI 4050147Bi-Forceps-RU-T6

REF LOT REF LoT REF Lot REF LoT REF LoT REF LoT

20195-000 > 2502410 20195-014 >2504140 20195-027  >2505224  20195-038 >2503510  20195-063 >2501550  20195-168 > 2500150

20195-001 2504150, 20195-015 > 2408645 20195-028 >2502488  20195-039 >2504173 20195-064 > 2408646 20195-169 > 2404279
>2505984

20195-002  >2503508 20195-016  >2308202 20195-029 > 2500353 20195-040  >2503258 20195-065 >2505221 20195-490 > 2406995

20195-005 >2504238 20195-017 > 2402060 20195-030 > 2503506 20195-041 >2500368 20195-066 >2503256  20195-491 >2505996

20195-006 > 2308327 20195-018 >2501535 20195-031 >2501567  20195-042 > 2407169 20195-098 > 2503697 20195-492 > 2404975

20195-007  >2504161 20195-019  >2502482 20195-032 >2501539 20195-043 >2502918 20195-101 > 2503259 20195-493 >2410272

20195-008 > 2503504 20195-020 2504691 - 2507545 20195-033 >2502489 20195-044 > 2500825 20195-107 >2502476  20195-494  >2304214

> 2508169

20195-009 > 2503701 20195-021 >2504154 20195-034 > 2504157 20195-045 > 2503273 20195-109 >2502493 20195-495 >2401401

20195-010 2504248, 20195-022 2505132, 2505133, 20195-035  >2503284  20195-057 > 2503266 20195-110 >2504145 20195-498 > 2407034
>2504249 >2505238

20195-011 >2500364 20195-023 >2503275 20195-036  >2503276  20195-058 2503268, 20195-164  >92983 20195-499  >2408312

>2503270
20195-013 >2502436 20195-026 >2501300 20195-037  >2504135 20195-059 >2504147 20195-167 > 2408313

Uéel poutitia: pozrite si pokyny na pouzivanie/nivod pre pouZivatela
Rizikova trieda medicinskeho vyrobku podfa prilohy VIl nariadenia (EU) 2017/745 Ib

Aplikované spolocné Specifikacie N/A

v silade s dalej uvedenymi postupmi posudenia zhody

podla prilohy IX, kapitoly | nariadenia (EU) 2017/745 s vystavenym osved&enim mana¥mentu kvality EU &.: G10 015373
0001

a podla modulu A v prilohe Il uznesenia ¢. 768/2008/ES pre smernicu 2011/65/EU

vyhovuje prisluSnym ustanoveniam d'alej uvedenych nariadeni/smernic.
Nariadenie (EU) 2017/745 Eurépskeho parlamentu a Rady z dfia 5. aprila 2017 o zdravotnickych pomdckach a smernice ES
2011/65/EU Eurépskeho parlamentu a Rady z dfia 8. juna 2011

TUV SUD Product Service GmbH
Ridlerstrasse 65
Tubingen, 07.07.2025 D 80339 Minchen 0123

Miesto, datum Notifikovany orgén Identifika¢né Eislo

) Nariadenie (EU) 2017/745
Peter Stein 03.12.2029 Slovensky ~ 20195000.MDR.02/25
Veduci manaZmentu kvality a §f,yva|’ovania, Erbe Elektromedizin GmbH Platné do Jazyk Cislo vyhlasenia o zhode

VO_0963_EU Declaration of Conformity
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Izjava o skladnosti EU

v skladu s Prilogo IV Uredbe (EU) 2017/745 o medicinskih pripomotkih in
Prilogo VI Direktive ES 2011/65/EU o omejevanju uporabe nekaterih nevarnih snovi

Erbe Elektromedizin GmbH
Proizvajalec: WaldhornlestraRe 17 SRN DE-MF-000005498
D 72072 Tubingen

Na svojo izkljuéno odgovornost izjavljamo, da je izdelek

Bipolarne pincete, VU

Osnovni-UDI-DI 4050147Bi-Forceps-RU-T6

REF Lot REF Lot REF LoT REF LoT REF LoT REF Lot

20195-000 > 2502410 20195-014  >2504140 20195-027  >2505224  20195-038 > 2503510 20195-063 >2501550  20195-168 > 2500150

20195-001 2504150, 20195-015 > 2408645 20195-028  >2502488 20195-039 >2504173 20195-064 > 2408646 20195-169 > 2404279
> 2505984

20195-002 >2503508 20195-016 > 2308202 20195-029  >2500353  20195-040 >2503258 20195-065 >2505221 20195-490 > 2406995

20195-005 >2504238 20195-017 > 2402060 20195-030  >2503506  20195-041  >2500368  20195-066 > 2503256 20195-491 > 2505996

20195-006 > 2308327 20195-018 >2501535 20195-031 > 2501567 20195-042 > 2407169 20195-098 >2503697 20195-492 > 2404975

20195-007 >2504161 20195-019 >2502482 20195-032  >2501539 20195-043 >2502918 20195-101 >2503259 20195-493  >2410272

20195-008 > 2503504 20195-020 2504691 - 2507545 20195-033 >2502489 20195-044  >2500825 20195-107 >2502476  20195-494  >2304214

>2508169

20195-009  >2503701 20195-021 >2504154 20195-034 > 2504157 20195-045 >2503273 20195-109 > 2502493 20195-495 > 2401401

20195-010 2504248, 20195-022 2505132, 2505133, 20195-035 >2503284  20195-057 >2503266  20195-110 >2504145 20195-498 > 2407034
>2504249 > 2505238

20195-011 >2500364 20195-023 > 2503275 20195-036  >2503276  20195-058 2503268, 20195-164  >92983 20195-499 > 2408312

>2503270
20195-013 > 2502436 20195-026 >2501300 20195-037 > 2504135 20195-059 >2504147 20195-167 >2408313

Predvidena uporaba: Glejte navodila za uporabo/uporabniski priro&nik

Razred tveganja medicinskega pripomocka v skladu s Prilogo IV Uredbe (EU)

2017/745 b

Uporabljene skupne specifikacije N/A

skladen z naslednjimi postopki ugotavljanja skladnosti
v skladu s Prilogo IX, Poglavijem | Uredbe (EU) 2017/745 z izdanim certifikatom EU o sistemu vodenja kakovosti
§t.: G10 015373 0001 in v skladu z Modulom A v Prilogi Il Sklepa §t. 768/2008/ES za Direktivo ES 2011/65/EU

in ustreza zadevnim dolocilom naslednjih uredb/direktiv.
Uredba (EU) 2017/745 Evropskega parlamenta in Sveta z dne 5. aprila 2017 o medicinskih pripomockih, in Direktiva
2011/65/EU Evropskega parlamenta in Sveta z dne 8. junija 2011

TUV SUD Product Service GmbH
Ridlerstrasse 65

Tlbingen, 07.07.2025 D 80339 Miinchen 0123
P}
Kraj, datum Priglaseni organ Identifikacijska 3tevilka
Uredba (EU) 2017/745
&
PeterStein | J 7 03.12.2029 Slovensc¢ina 20195000.MDR.02/25
%/
Vodja oddelka za upravljanjlkékovostl in dovoljenj, Erbe Elektromedizin GmbH Veljavno do Jezik Stevilka izjave o skladnosti
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Declaracion de conformidad de la UE

erbe

segun el Anexo IV del Reglamento (UE) 2017/745 sobre productos sanitarios y
el Anexo VI de la Directiva europea 2011/65/UE sobre las restricciones a la utilizacién de determinadas sustancias

peligrosas

Erbe Elektromedizin GmbH

Fabricante: WaldhérnlestraRe 17 SRN DE-MF-000005498
D 72072 Tubingen
Declaramos bajo nuestra tnica responsabilidad que el producto
Pinzas bipolares, RU
UDI-DI basico 4050147Bi-Forceps-RU-T6
REF LOTE REF LOTE REF LOTE REF LOTE REF LOTE REF LOTE
20195-000 > 2502410 20195-014 > 2504140 20195-027 > 2505224 20195-038 > 2503510 20195-063 > 2501550 20195-168 > 2500150
20195-001 2504150, 20195-015 > 2408645 20195-028 > 2502488 20195-039 >2504173 20195-064 > 2408646 20195-169 > 2404279
> 2505984
20195-002 > 2503508 20195-016 > 2308202 20195-029 > 2500353 20195-040 > 2503258 20195-065 >2505221 20195-490 > 2406995
20195-005 >2504238 20195-017 > 2402060 20195-030 > 2503506 20195-041 > 2500368 20195-066 > 2503256 20195-491 > 2505996
20195-006 > 2308327 20195-018 > 2501535 20195-031 > 2501567 20195-042 > 2407169 20195-098 > 2503697 20195-492 > 2404975
20195-007 >2504161 20195-019 > 2502482 20195-032 > 2501539 20195-043 >2502918 20195-101 > 2503259 20195-493 > 2410272
20195-008 > 2503504 20195-020 2504691 — 2507545 20195-033 > 2502489 20195-044 > 2500825 20195-107 > 2502476 20195-494 >2304214
> 2508169
20195-009 >2503701 20195-021 > 2504154 20195-034 > 2504157 20195-045 > 2503273 20195-109 > 2502493 20195-495 > 2401401
20195-010 2504248, 20195-022 2505132, 2505133, 20195-035 > 2503284 20195-057 > 2503266 20195-110 > 2504145 20195-498 > 2407034
> 2504249 > 2505238
20195-011 > 2500364 20195-023 > 2503275 20195-036 > 2503276 20195-058 2503268, 20195-164 >92983 20195-499 > 2408312
> 2503270
20195-013 > 2502436 20195-026 > 2501300 20195-037 > 2504135 20195-059 >2504147 20195-167 > 2408313

Finalidad de uso: consulte las instrucciones de uso / el manual de instrucciones

Clase de riesgo del producto sanitario segiin el Anexo VIIl del Reglamento (UE)

2017/745

lib

Especificaciones comunes aplicadas N/A

de acuerdo con los siguientes procedimientos de evaluacién de la conformidad
segun el Anexo IX, Capitulo | del Reglamento (UE) 2017/745 con certificado de gestién de la calidad de la UE
n2: G10 015373 0001 y segin el médulo A del Anexo Il de la Decisién n2 768/2008/CE para la Directiva CE 2011/65/UE

cumple con las disposiciones aplicables de los siguientes Reglamentos / Directivas.
Reglamento (UE) 2017/745 del Parlamento Europeo y del Consejo, de 5 de abril de 2017, sobre los productos sanitarios y
la Directiva 2011/65/CE del Parlamento Europeo y del Consejo, de 8 de junio de 2011

Tubinga, 07.07.2025

Lugar, fecha

/()
Peter Stein { //;/%Qf

TUV SUD Product Service GmbH
Ridlerstrasse 65
D 80339 Miinchen 0123

Organismo notificado Numero de identificacion
Reglamento (UE) 2017/745

03.12.2029 Espafiol 20195000.MDR.02/25

Jefe de Aseguramiento de Calidad y’de Registro, Erbe Elektromedizin GmbH

Valida hasta Idioma NUmero de la declaracién de
conformidad
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erbe

EU prohlaseni o shodé

podle pfilohy IV nafizeni (EU) 2017/745 o zdravotnickych prostiedcich
a piilohy VI smérnice ES 2011/65/EU o omezeni pouzivani nékterych nebezpe&nych ltek

Erbe Elektromedizin GmbH
Vyrobce: WaldhornlestraRe 17 SRN DE-MF-000005498
D 72072 Tubingen

ProhlaSujeme na vlastni vyhradni odpovédnost, Ze vyrobek

Bipolarni pinzety, OP

Zakladni UDI-DI 4050147Bi-Forceps-RU-T6

REF Lot REF Lot REF Lot REF Lot REF LoT REF LoT

20195-000 > 2502410 20195-014  >2504140 20195-027  >2505224  20195-038 >2503510 20195-063 >2501550  20195-168 > 2500150

20195-001 2504150, 20195-015  >2408645 20195-028 > 2502488 20195-039 >2504173 20195-064 >2408646  20195-169 > 2404279
> 2505984

20195-002 > 2503508 20195-016  >2308202 20195-029 > 2500353 20195-040 >2503258 20195-065 >2505221 20195-430 > 2406995

20195-005 >2504238 20195-017 > 2402060 20195-030  >2503506  20195-041 > 2500368 20195-066 > 2503256 20195-491 > 2505996

20195-006 > 2308327 20195-018 > 2501535 20195-031 >2501567 20195-042 > 2407169 20195-098 > 2503697 20195-492 > 2404975

20195-007 >2504161 20195-019 >2502482 20195-032 >2501539 20195-043 >2502918 20195-101 > 2503259 20195-493 > 2410272

20195-008 > 2503504 20195-020 2504691 - 2507545 20195-033 >2502489 20195-044 > 2500825 20195-107 >2502476  20195-494  >2304214

>2508169

20195-009 > 2503701 20195-021 >2504154 20195-034 > 2504157 20195-045 > 2503273 20195-109 > 2502493 20195-495 > 2401401

20195-010 2504248, 20195-022 2505132, 2505133, 20195-035 >2503284  20195-057 >2503266  20195-110 > 2504145 20195-498 > 2407034
> 2504249 >2505238

20195-011 > 2500364 20195-023 >2503275 20195-036 > 2503276 20195-058 2503268, 20195-164 >92983 20195-499 > 2408312

> 2503270
20195-013 >2502436 20195-026 >2501300 20195-037 >2504135 20195-059 >2504147 20195-167 > 2408313

Ur€ené pouZiti: viz navod k pouZiti / uZivatelska pfirucka

Klasifikace rizika zdravotnického prostiedku podle pfilohy VIIl nafizeni (EU) 2017/745 b

Aplikované spolecné specifikace N/A
podle nasledujiciho postupu posouzeni shody

podle pfilohy IX, kapitoly I nafizeni (EU) 2017/745 s vystavenym potvrzenim o managementu jakosti EU ¢.: G10 015373
0001

a podle modulu A v pfiloze Il rozhodnuti €. 768/2008/ES pro smérnici 2011/65/EU

odpovida viem platnym ustanovenim a pozadavkiim nasledujicich nafizeni/smérnic.
Nafizeni (EU) 2017/745 Evropského parlamentu a Rady ze dne 5. dubna 2017 o zdravotnickych prostfedcich a smérnice ES
2011/65/EU Evropského parlamentu a Rady ze dne 8. éervna 2011

TUV SUD Product Service GmbH
Ridlerstrasse 65

Tubingen, 07.07.2025 D 80339 Miinchen 0123
Misto, datum p Oznameny subjekt Cislo oznaceni
e Nafizeni (EU) 2017/745
P 4
petersten [/ ﬂ/ : 03.12.2029 Cesky 20195000.MDR.02/25
Vedouci Useku m;nagementu jakosti a schvalovani, Erbe Elektromedizin GmbH Platnost do Jazyk Cislo prohldseni o shodé
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erbe

EU megfelel6ségi nyilatkozat

az orvosi eszkdzékre vonatkozé (EU) 2017/745. sz. térvény IV. fiiggeléke és a
bizonyos veszélyes anyagok alkalmazasanak korlatozaséra vonatkozé 2011/65/EU sz. EK-iranyelv VI. fiiggeléke szerint

Erbe Elektromedizin GmbH
Gyarté: WaldhornlestraBe 17 SRN DE-MF-000005498
D 72072 Tubingen

Kizérédlagos felelGsségiink tudataban kijelentjiik, hogy a termék

Bipolaris csipeszek, UF

Alapvetd UDI- 4050147Bi-Forceps-RU-T6

DI

REF Lot REF Lot REF LoT REF Lot REF Lot REF Lot

20195-000 > 2502410 20195-014 >2504140 20195-027 > 2505224 20195-038 > 2503510 20195-063 > 2501550 20195-168 > 2500150

20195-001 2504150, 20195-015 > 2408645 20195-028 > 2502488 20195-039 >2504173 20195-064 > 2408646 20195-169 > 2404279
> 2505984

20195-002 > 2503508 20195-016 > 2308202 20195-029 > 2500353 20195-040 > 2503258 20195-065 > 2505221 20195-490 > 2406995

20195-005 >2504238 20195-017 > 2402060 20195-030 > 2503506 20195-041 > 2500368 20195-066 > 2503256 20195-491 > 2505996

20195-006 > 2308327 20195-018 > 2501535 20195-031 > 2501567 20195-042 > 2407169 20195-098 > 2503697 20195-492 > 2404975

20195-007 > 2504161 20195-019 > 2502482 20195-032 > 2501539 20195-043 > 2502918 20195-101 > 2503259 20195-493 > 2410272

20195-008 > 2503504 20195-020 2504691 - 2507545 20195-033 > 2502489 20195-044 >2500825 20195-107 > 2502476 20195-494 >2304214

> 2508169

20195-009 > 2503701 20195-021 > 2504154 20195-034 > 2504157 20195-045 > 2503273 20195-109 > 2502493 20195-495 > 2401401

20195-010 2504248, 20195-022 2505132, 2505133, 20195-035 > 2503284 20195-057 > 2503266 20195-110 > 2504145 20195-498 > 2407034
>2504249 > 2505238

20195-011 > 2500364 20195-023 > 2503275 20195-036 > 2503276 20195-058 2503268, 20195-164 >92983 20195-499 > 2408312

> 2503270
20195-013 > 2502436 20195-026 > 2501300 20195-037 > 2504135 20195-059 > 2504147 20195-167 > 2408313

Rendeltetésszerii hasznalat: nézze meg a Hasznalati utasitast / Felhasznal6i kézikonyvet

Az orvosi eszkdz kockazati osztalya az (EU) 2017/745 sz. rendelet VIIL. fiiggeléke ilb
szerint

Alkalmazott k6z6s specifikaciok N/A

az alabbi megfelelGségértékelési eljarasnak megfelelen

az (EU) 2017/745. sz. rendelet I. fejezetének IX. fiiggeléke szerint, a killitott EU min&ségkezelési tanusitvannyal

(sz.:) G10 015373 0001 és a 2011/65/EU sz. EK-irdnyelvhez tartozé 768/2008/EK hatérozat I1. figgelékének A modulja
szerint

megfelel az alabbi rendeletek / iranyelvek vonatkozé elGirasainak.
Az Eurdpai Parlament és Tandcs (EU) 2017/745 sz., 2017. &prilis 5-én kibocsétott, orvosi eszkézdkre vonatkozé rendelete
és az Eurdpai Parlament és Tanacs 2011/65/EU sz. 2011. junius 8-an kibocsatott iranyelve

TUV SUD Product Service GmbH
Ridlerstrasse 65

Tlbingen, 07.07.2025 D 80339 Miinchen 0123
)
Hely, ddtum 4 Bejelentett szervezet Egyedi azonosité
/ ’? # (EU) 2017/745 sz. rendelet
Peter Stein /{fl’ : 03.12.2029 Magyar 20195000.MDR.02/25
L
MinGség- és engedélyezéskezelé\bdrﬂlet vezetdje, Erbe Elektromedizin GmbH Ervényes Nyelv MegfelelSségi nyilatkozat
szama
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