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Declaration of Conformity — Spirostik Blue

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

Geratherm Respiratory GmbH
Kasernenstralle 4
97688 Bad Kissingen
Deutschland | Germany
EUDAMED SRN: DE-MF-000006818

Spirostik Blue

REF: 356246 (staré | o/d REF: 40.070)  UDI-DI: 04065803002008

Sériové Cislo (roku vyroby) | Serial number (year of production):
od | from 2111xxxxx (2021) do | to 211 1xxxxx (2023)

Zakladni | Basic UDI-DI: 4065803002GRO1ACNK
GMDN: 13680

UMDNS:
ke kteremu se toto prohlaseni vztahuje, a jako
soucast systému uvedenych v pfiloze Il |

to which this declaration relates, and as a
component of the systems of Annex I,

podle pravidla 10 pfilohy IX nafizeni
93/42/EEC (MDD) je vyrobek klasifikovan jako |
according to Rule 10 of Annex IX of Directive
93/42/EEC (MDD) the product is classified as

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

a vyhovuje poZadavkum die |
and complies with the requirements according to

Vyrobek uspé&&né prosel shodou posuzovani podle |
The product successfully passed a conformity
assessment procedure according to

a je oznafen znadkou shody |
and is labeled with the conformity mark

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

systémem Fizeni kvality podie |
We as manufacturer operate under a certified quality
management system according to

13-674

Medicinska tfida | Medical Device of risk class
lla

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

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

Pfiloha II, oddil 3 Nafizeni 93/42/EEC (MDD) |

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

DIN EN ISO 13485:2016.

s pfechodnym ustanovenim v €l. 120 odst. 2 nafizeni (EU) 2017/745 (MDR). Mezitim nedoslo k Zadnym vyznamnym zmé&nam
konstrukce nebo zamy$leného pouZiti. Vzhledem k novym kiasifikaénim pravidlum MDR nedoglo 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.

Bad Kissingen, 24.02.2022
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Florian Das

Wykonny feditel a csoba odpovédna za dodrzovani pfedpisl (posouzeni shody) |
Managing Director and Person Responsible for Regulatory Compliance (Conformity Assessment)
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Declaration of Conformity — Spirostik Blue
Priloha Il Annex Il
i% % Pfifazeno systému Assigned systems of the
: : .
i Spirostik Blue
%g_ i REF: 366246 (staré | old REF: 40.070)
53 3
10
! Tento produkt muze h?( pl‘OdéVél"l samostatné nebo This pmducr may be sold 3808-’8?6-‘)} oras parf of the
jako soutast nasledujicich systému (specifickych pro following systems including their (country-specific
danou zemi) véetné jejich konfigurace a mozné varianty. product) configurations and possible variants.
Systémy | Systems:
REF | Staré REF| UDI-DI | Systém | Dokument |
REF Old REF UDI-DI System Evidence
- ; TDOSPB0O070R1
571442 40.075 04065803004002 Spirostik Blue, Disposable (Art22SpiroBlueDis)
L TDOSPBO071R1
375098 40.076 04065803004019 Spirostik Blue, Reusable (Art22SpiroBlueReu)
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