medela 7

THE SCIENCE OF CARE

EU DECLARATION OF CONFORMITY

Manufacturer's Name: Medela AG
Manufacturer's Address: Lattichstrasse 4b, 6340 Baar, Switzerland

Single Registration Number (SRN /CH-SRN):  CH-MF-000018913 (EU) / CHRN-MF-20000112 (CH)

Authorised Representative’s Name: Medela Medizintechnik GmbH & Co Handels KG
Authorised Representative’s Address: Georg-Kollmannsberger-Str. 2, 85386 Eching, Germany
AR’s Single Registration Number (SRN): DE-AR-000008746 (Medela Germany AR SRN)

We declare under our sole responsibility as manufacturer that the medical devices of Class Iib according to rules set out in
Annex VIII - see attached list, to which this declaration relates are in conformity with the provisions of the REGULATION (EU)
2017/745 OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL.

Product and Trade Name: Thopaz+
Device Category/Group: A060199 - SURGICAL DRAINAGE SYSTEMS - OTHER
Intended Purpose: Thopaz+ is intended to be used for aspiration and removal of surgical fluids, tissue,

gases, bodily fluids or infectious materials.
Common Specifications used: No Common Specifications available for this product

Conformity Assessment Route: The medical devices are in conformity with the GENERAL SAFETY AND PERFORMANCE
REQUIREMENTS of Annex | of the REGULATION (EU) 2017/745. The conformity assessment procedure was performed

according to Annex IX excluding chapter II.

Notified Body name: TUV Siid Product Service GmbH

Notified Body Address: Ridlerstrasse 65, 80339 Minchen, Germany

Notified Body Identification Number: Notified Body id no. 0123

Identification of the Certificate: EU Quality Management System Certificate (MDR) No. G10 011634 0235

expiry date 2027-01-16

This declaration of conformity is valid as long as the issued EU Quality Management System Certificate (MDR) certifi-

cate is valid.
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The medical devices covered by the present declaration are also in conformity with relevant Union legislation that provides for

the issuing of an EU declaration of conformity.

Reference EU Directives/Regulations

2011/65/EU Res.triction of use of certain Hazardous Substances in electrical and electronic
equipment Directive

(EU) 2023/ 1542 Regulation on Batteries and Waste Batteries

1907/2006/EC Sfegﬁf;l]?:alcso(nggxgg)the Registration, Evaluation, Authorization and Restriction

2006/42/EC Machinery Directive

(EU)2019/1021 Regulation (EU) 2019/1021 of the European Parliament and of the Council of 20
June 2019 on persistent organic pollutants (POP)

2012/19/EU Directive 2012/19/EU — Waste Electrical and Electronic Equipment Directive
(WEEE)

94/62/EC Packaging & Packaging Waste Directive

EC Directive Identification system for packaging materials pursuant to

97TN29/EC European Parliament and Council Directive 94/62/EC

(EU) 2018/852 Directive (EU) 2018/852 of the European Parliament and of the Council of 30
May 2018 amending Directive 94/62/EC on packaging and packaging waste

Authorisedﬁignmmy

=/ v,/w

—

Thomas Goliicke, Chief Executive Officer (CEQ) edari, Global Senior Director Quality /

QMR / PRRC / Safety Officer CH

This Declaration of Conformity is effective from: ~ 2025-12-17
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Classifica- Scope of

Article No. Description Class tion Rule GMDN EMDN Basic UDI-DI Application

079.1000 Thopaz+ b 12 63645 A060199 07612367jnkvtcPG  all production
079.1002 Thopaz+ b 12 63645 A060199 07612367jnkvtcPG  all production
079.1003 Thopaz+ b 12 63645 A060199 07612367jnkvtcPG  all production
101046671 Thopaz+ llb 12 63645 A060199 07612367jnkvtcPG  all production
101046672 Thopaz+ llb 12 63645 A060199 07612367jnkvtcPG  all production
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Gyarto neve: Medela AG

Gyarto cime: Lattichstrasse 4b, 6340 Baar, Switzerland

Egységes nyilvantartasi szam (SRN /CH-SRN): CH-MF-000018913 (EU) / CHRN-MF-200001 12(CH)

A meghatalmazott képvisel neve: Medela Medizintechnik GmbH & Co Handels KG

A meghatalmazott képvisel6 cime: Georg-Kollmannsberger-Str. 2, 85386 Eching, Germany
Az AR egységes nyilvantartasi szama (SRN):  DE-AR-000008746 (Medela Germany AR SRN)

Kizarolagos gyartoi feleldsségiinkre kijelentjlik, hogy a VIII. mellékletben - 1asd a mellékelt listat - meghatérozott szabalyok
szerinti lla. osztalyba tartoz6 orvostechnikai eszkézok, amelyekre ez a nyilatkozat vonatkozik, megfelelnek az EUROPAI
PARLAMENT ES A TANACS (EU) 2017/745 RENDELETE (EU) 2017/745 rendelkezéseinek.

Termék és kereskedelmi név: THOPAZ+
Késziilékkategoria/csopor: 21201 05 -Sebészeti drenazs rendszerek - Egyéb
Rendeltetésszerii felhasznalas: A Thopaz+ sebészeti folyadékok, sz6vetek,

gazok, testnedvek vagy fert6z6 anyagok leszivasara és eltavolitasara szolgal
Gyakran hasznalt specifikaciok: Ehhez a termékhez nem allnak rendelkezésre kdzos specifikaciok.

Megfeleléségértékelési Gtvonal: Az orvostechnikai eszkizok megfelelnek az ALTALANOS BIZTONSAGI ES
TELJESITMENYI TULAJDONSAGI ELLENORZES. A megfeleléségértékelési eljarast a(z) (EU) 2017/745 rendelet |.
mellékletének megfeleldségi kovetelményei szerint végezték a IX. melléklet II. fejezetének kivételével.

A bejelentett szervezet neve: TOV Siid Product Service GmbH

Bejelentett szervezet cime: Ridlerstrasse 65, 80339 Miinchen, Germany

A bejelentett szervezet azonosit6 szama: Notified Body id no. 0123

A tanusitvany azonositoja: EU min6ségiranyitasi rendszer tanusitvany (MDR) szama: G10 011634 0235

lejarati datum 2027-01-17

Ez a megfeleléségi nyilatkozat mindaddig érvényes, amig a kiadott EU mindségiranyitasi rendszer tanisitvany (MDR)
tanusitvany érvényes.
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