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Declaration of Conformity — Diffustik

Prohlaseni o shodé |
Declaration of Conformity

My, jako vyrobce |
We as manufacturer

prohladujeme na viastni zodpovédnost, Ze vyrobek |
declare under sole responsibility that the product

véetné konfigurace |
including configuration

Zakladni | BasicUDIDI
GMDN:
UMDNS:

ke kterému se toto prohlaseni vztahuje, |
to which this declaration relates,

podie pravidia 10 pfilohy IX nafizen(
93/42/EEC (MDD) je vyrobek klasifikovan jako |
according to Rule 10 of Annex IX of Directive

se vyrabl, uvolfiuje a uvadi na trh podle |
is manufactured, released, and placed on the market
under

a wwhovuje poZadavkum dle |
and complies with the requirements according to

a je oznaten znatkou shody |
and is labeled with the conformity mark

Notifikovand osoba:
(93/42/EEC pouze) |
Notified Body:
(93/42/EEC only)

My jako vyrobce vyrabime v certifikované kvalité
systémem Fizeni kvality podie |

We as manufacturer operate under a certified quality
management system according to

Geratherm Respiratory GmbH
Kasemenstrale 4
97688 Bad Kissingen
Deutschiand | Germany

Diffustik
REF: 913857 (staré | old REF: 40.700) UDI-DI: 4065803201005

Sériové Eislo (roku vyroby) | Seral number (year of production):
Diffustik (Zafizeni | Device):
od | from 24010000 (2021) do | to 24010000 (2023)
Flusseinheit | Ffow Unit.

od | from 1305xxxxx (2021) do | to 1305x00x (2023)

Flusseinheit, Langer Schlauch | Flow Unit, Long Tube:

od | from 1308x000¢ (2021) do | fo 1308x00mx (2023)

Verschluss-Antrieb | Shutter Drive:

od | from 1302x00xx (2021) do | fo 1302x00:x (2023)
Verschlussblock | Shutter Block

od | from 1303000 (2021) do | fo 1303000x (2023)
Demandventil | Demand Valve:

od | from 1410x00tx¢ (2021) do | fo 1410x000¢ (2023)

Demandventil langer Schiauch | Demand Valve long tube:
od | from 1411xxxxx (2021) do | fo 1411000 (2023)
CQ/CH4 Analysator | CO/CH4 Analyzer.
od | from 1402x000¢ (2021) do | to 1402000 (2023)

PFTstik
REF: 131710 (staré | oid REF: n/a) UDI-DI: 4065803201012
Sériove Eislo (roku vyroby) | Seral number (vear of production)
PFTstik (Zafizeni | Device):
od | from 24023000 (2021) bis | to 2402000t (2023)
Flusseinheit | Flow Unit:
od | from 1305000 (2021) bis | to 1305xx00x (2023)
Flusseinheit, Langer Schlauch | Flow Unit, Long Tube:
od | from 1308xxx0x (2021) do | fo 1308x00x (2023)
Verschluss-Antrieb | Shutter Drive:
od | from 1302x000¢ (2021) do | to 1302x0000x (2023)
Verschlussblock | Shutter Block:
od | from 13030000 (2021) do | to 1303x00xxx (2023)
4065803201GRO3ABPQ
35282
13-674

Medicinska tfida | Medical Device of risk class
lla,

Nafizenl 93/42/EEC (MDD) |
Directive 93/42/EEC (MDD)

Nafizenl | Directive 2011/65/EU (RoHS).

Pfiloha Il, oddil 3 Nafizeni 93/42/EEC (MDD) |
Annex Il. Section 3 of the Directive 93/42/EEC (MDD)

ce..

SLG Priif- und Zertifizierungs GmbH
Burgstadter Stralle 20
09232 Hartmannsdorf
Deutschland | Germany

DIN EN ISO 13485:2016
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Declaration of Conformity — Diffustik

Pokud je tento zdravotnicky prostfedek uveden na trh Evropského hospodafského prostoru po 25.05.2021, déje se tak v souladu
s pfechodnym ustanovenim v €l. 120 odst. 2 nafizeni (EU) 2017/745 (MDR). Mezitim nedoslo k Zadnym vyznamnym zmé&nam
konstrukce nebo zamySleného pouziti. Vzhledem k novym klasifikaénim pravidlom MDR nedo&lo k Zadné zméné ve tfidé& rizika. |
If this medical device is placed on the European Economic Area market after 2021-MAY-25, this is done in accordance with the
transitional provisions in Art. 120 (2) of Regulation (EU) 2017/745 (MDR). In the meantime, there have been no significant
changes to the design or intended use. There was no change in the risk class due to the new classification rules of the MDR.
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Vykonny fedifel a osoba odpovédna za dodrd ipisd (posouzeni shody) |
Managing Director and Person Responsibie for Ragu!amry CGmpum (Conformity Assessment)

Respiratory

Geratherm
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