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ROZHODNUTI

Statni Ustav pro kontrolu légiv, se sidlem v Praze 10, Srobarova 48 (dale jen ,Ustav”), jako sprévni organ pfisludny
na zakladé § 9 pism. ¢) zdkona €. 268/2014 Sb., o zdravotnickych prostiedcich a o zméné zikona &. 634/2004 Sh,,
o spravnich poplatcich, ve znéni pozdéjsich pfedpisl (dale jen ,zdkon o zdravotnickych prostiedcich”), rozhodl
ve spravnim Fizeni, sp. zn. sukls107851,/2020, v souladu s timto zakonem a s § 67 zdkona ¢. 500/2004 Sh., spravni
fad, ve znéni pozdéjiich pfedpisi (dale jen ,spravni Fad"),

takto:

Ustav timto v souladu s § 35 odst. 1 zakona o zdravotnickych prostiedcich vyhovuje Zadosti osoby registraéni gislo
061073, Cool agency s.r.o., se sidlem Konévova 2660, 13000 Praha, IC: 04747291, o notifikaci zdravotnického
prostiedku.

Evidenéni &islo Nazev zdra:mtnickéhu Regisiiraﬁni Cislo Vyrobce
prostiedku vyrobce
00875798 Respirator FFP2 Premium 061073 Cool agency s.r.o.
Identifikacni kod varianty Doplnék nazvu Katalogové cislo
0001 5 vrstev PRM2403

Platnost notifikace wyie uvedenych zdravotnickych prostifedkld Eini pét let ode dne nabyti pridvni moci tohoto
rozhodnuti.

Odilvodnéni

Podle § 68 odst. 4 spravniho radu neni odlvodnéni rozhodnuti treba, jestlize spravni organ prvniho stupné viem
ugastnikdm v plném rozsahu vyhovi.
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DECISION

The State Institute for Drug Control, with its registered office at Prague 10, Srobarova 48 (hereinafter referred to as
the “Institute”), as the administrative body competent pursuant to Section 9 (c) of Act No. 268/2014 Coll., on medical
devices and on the amendment to Act No. 634/2004 Coll., on administrative fees, as amended (hereinafter referred
to as the “Medical Devices Act”), decided in the administrative proceedings, file no. sukls107851/2020, in accordance

with this Act and with Section 67 of Act No. 500/2004 Coll., Administrative Procedure Code, as amended (hereinafter
referred to as the “Administrative Procedure Code”),

this:
Pursuant to Section 35 (1) of the Medical Devices Act, the Institute hereby complies with the request submitted by

the person, registration number 061073, Cool agency s.r.o., with its registered office at Konévova 2660, 13000 Praha,
company ID#: 04747291, for notification of a medical device.

Name of the medical Registration No.

A device of the manufacturer AN
00875798 | Respirator FFP2 Premium | 061073 | Cool agency s.r.o.
ID code of the variant Name complement Catalogue No.
0001 S layers PRM2403

The notification of the above-mentioned medical device remains valid for five years from the date on which this
decision became effective.

Justification

Pursuant to Section 68 (4) of the Administrative Procedure Code, a justification of the decision is not necessary if the
administrative body of the first instance fully satisfies all participants.
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Instructions

Pursuant to Section 35 (1) of the Medical Devices Act, no party can appeal this decision.

OFFICIAL STAMP

Ing. Petr Viykypél
Head of Dept. of registrations and notifications
Division of medical devices
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