certiso

CMR-F-42-CC
Kiadas szama: 01
Véltozat szama: 01
Ervényes 2022. 06. 20-t6l

CE Certiso Kft.

DONTES TANUSITAS ERVENYBEN TARTASAROL /
DECISION ON MAINTAINING CERTIFICATION

Iktatdszam / Registration number: K-2024 /100

Jogszabdly / Directive

Directive 93/42/EEC on Medical devices, Annex Il excluding (4);
Directive 93/42/EEC on Medical devices, Annex II (4)

Munkaszam /
Work order number

65-CN-240306

Szervezet /
Organisation

PulseCath B.V.

Székhely /
Registered place of business

De Corridor 5, 3621 ZA, Breukelen, The Netherlands

Tanus{tvany szama /
Certificate number

144876-19-04-08; | Ervényessége /

144877-19-04-08 | validity 07 April 2024

Alkalmazasi teriilet /
Scope

Catheter based ventricular circulatory support device and
accessories;

Catheter based ventricular circulatory support device and
accessories LV17

Valtozas leirasa /
Change description

New registered place of business (address) of the manufacturer:
De Corridor 5, 3621 ZA, Breukelen, The Netherlands

Jovahagyas datuma /
Date of change approval

27 May 2024

Tisztelt Holgyem /Uram! / To whom it may concern,

A CE Certiso Kft. (NB2409) az MDR (2017 /745 (EU) Rendelet) szerinti bejelentett szervezet.
CE Certiso Kft, NB2409 is a Notified Body according to Regulation (EU) 2017/745 on medical

devices.

A CE Certiso Kft. (NB2409) kijelenti, hogy a fent megnevezett valtozas nem mindsiil az MDR

120. cikk (3) szerinti, 2

kialakitdst és/vagy az alkalmazdsi célt érinté jelentds

véltozdsnak. A valtozast alatdmaszté dokumenticié értékelése megtértént és az

elfogadasra keriilt.

CE Certiso Kft, NB2409 hereby confirms that the aforementioned change is not considered a
significant change in the design and/or intended purpose as described in Regulation (EU)
2017/745, Article 120 (3). The evaluation of documents related to the change has been
completed and approved.
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A CE Certiso Kft. (NB2409) kijelenti, hogy az MDR 120. cikk (1) értelmében 2021. majus 26-t6l
nem allithat ki az orvostechnikai eszkoz direktiva (MDD - 93 /42 /EEC direktiva, illetve az azt
harmonizalé az orvostechnikai eszkozokrdl szolé 4/1997. (11l 17.) EiiM rendelet) szerinti
tanasitvany. Ennek kovetkeztében jelen déntésiink az MDCG 2020-3 iranymutatas (,Guidance
on significant changes regarding the transitional provision under Article 120 of the MDR with
regard to devices covered by certificates according to MDD or AIMDD") értelmében a fent
megnevezett tantsitvannyal egyiitt érvényes, annak elvalaszthatatlan része.

CE Certiso Kft, NB2409 declares that pursuant to Article 120 (1) of Regulations (EU) 2017 /745,
since 26th May 2021, no certificate under the Medical Device Directive 93/42/EEC is allowed to
be issued anymore. Consequently, pursuant to guidance MDCG 2020-3 (Guidance on significant
changes regarding the transitional provision under Article 120 of the MDR with regard to devices
covered by certificates according to MDD or AIMDD), this decision is valid together with and
complements the above-mentioned certificate.

Mint bejelentett szervezet az altalunk kibocsatott érvényes tantsitvanyok feliigyeletét
tovabbra is ellatjuk, az MDR 120. cikk (3)-ban foglaltak szerint.

We as a Notified Body will continue to perform the surveillance activities for certificates
according to Directive 93/42/EEC issued by CE Certiso Kft, NB2409, which are still valid, as laid
out in Regulation (EU) 2017/745, Article 120 (3).

A CE Certiso Kft. (NB2409) kijelenti, hogy a fent megnevezett tanusitvanyt a fent megnevezett
tgyfeliinknek allitottuk ki, az a megnevezett valtozassal egylitt érvényes.

CE Certiso Kft, NB2409 hereby confirms that the above-mentioned EC Certificate has been issued
to the above-mentioned client and is still valid with the mentioned changes.

P
Budakeszi, 27 May 2024 : . % K
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Dr. Papp Valter / Valter PAPP, dr.
lgyvezetl igazgatd / General Manager
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