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EC Certificate

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

No. G1 062364 0042 Rev. 00

wviw.zig.de

Product Service

Manufacturer: Respironics Respiratory Drug
Delivery (UK) Ltd

Chichester Business Park

City Fields Way

Tangmere

Chichester, West Sussex PO20 2FT
UNITED KINGDOM

Facilitv(ies): Respironics Respiratory Drug Delivery (UK) Ltd
y( ) Chichester Business Park, City Fields Way, Tangmere,
Chichester, West Sussex PO20 2FT, UNITED KINGDOM

Product Category(ies): Non active medical devices for respiratory
care (Respiratory muscle trainers,
nebulizers, mouthpieces, facemasks,
tubing, connectors and T pieces)
and active medical devices
for respiratory care (nebulizers and
ventilators).

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
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et inspection of the respective devices / device categories in accordance with MDD Annex Il. This quality
uFE: assurance system conforms to the requirements of this Directive and is subject to periodical
Ra surveillance. For marketing of class |l devices an additional Annex Il (4) certificate is mandatory. See
L= also notes overleaf.
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Ll Report No.: 75946505
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(&) Valid from: 2020-02-18

— Valid until: 2024-05-26
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Ll Date, 2020-02-18

4 Christoph Dicks

= Head of Certification/Notified Body
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E TUV SUD Product Service GmbH is Notified Body with identification no. 0123

ﬁ TUV SUD Product Service GmbH - Certification Body * Ridlerstralie 65 « 80339 Munich * Germany



Protiuct Service

Certifikat ES

Systém uplného zabezpeceni kvality
Smérnice 93/42/EHS o zdravotnickych prostiedcich (MDD), pfiloha Il s vyjimkou (¢l. 4)
(grostfedky ve tridé lla, llb nebo IlI)

C. G1 062364 0042 Rev. 00

Vyrobce: Respironics Respiratory Drug Delivery (UK) Ltd
Chichester Business Park
City Fields Way
Tangmere
Chichester, West Sussex PO20 2FT
VELIKA BRITANIE

Zafizeni: Respironics Respiratory Drug Delivery (UK) Ltd
Chichester Business Park, City Fields Way, Tangmere,
Chichester, West Sussex PO20 2FT, VELKA BRITANIE

Kategorie vyrobkui: Neaktivni zdravotnické prostiedky pro péci o dychaci
cesty (trenazéry dychacich svald, nebulizatory, naustky,
oblicejové masky, hadice, spojky a T-kusy) a aktivni
zdravotnické prostredky pro péci o dychaci cesty
(nebulizatory a ventilatory)

Certifikaéni organ TUV SUD Product Service GmbH prohlasuje, Ze vyse uvedeny vyrobce implementoval systém
zabezpeceni kvality pro navrh, vyrobu a zavéreénou kontrolu pfislusnych prostfedk( / kategorii prostfedku
v souladu s MDD, pfilohou II. Tento systém zabezpedeni kvality spliiuje poZadavky uvedené smérnice a podiéha
pravidelnému dohledu. Pro Ucely uvedeni prostfedku tfidy IIl na trh je povinny dal$i certifikat podle pfilohy Il (4).
Viz také poznamky na druhé strané.

Zprava¢.: 75946505

Doba platnosti od: 18. 2. 2020

Doba platnosti do: 26. 5. 2024

Datum, 18. 2. 2020 Podpis necitelny
Christoph Dicks

Vedouci certifikaéni/notifikované osoby
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TUV SUD Product Service GmbH je notifikovana osoba s identifikaénim ¢islem 0123

TUV SUD Product Service GmbH — Certification Body — RidlerstraRe 65 — 80339 Mnichov — Némecko TV



