Biofast

EU Declaration of Conformity

The following description for the medical device,

Device information

Description

Registered trade name and address

Biofast Biotech Originality Smidy Co., Ltd
No.330, Ln 163, Sec ] Tanxing Rd, Temzi Dist,, 42743
Taichung City, Taiwan
Tel ~386-4.23368288

Authorized representative

¥, Sung Handelsvernenmg
Duesselthaler St 24, 40211 Duesseldorf German,
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Conamon device name General Medical Masks
Product and oade name B i Qfa st
UMDNS code 12447 Masiks
Basic UDIL.DI 5906735440997
Rusk class of the device Class 1
Commeon Specification (CS) MFC-206 3D Anti-Bacterial Filter Film Mask,
references MOP-512 3D Mask,
MFP-686 Mulriple Technology Mask,
MFS-208 3D Nano Film Muask
Inrended purpose 4 flexible, loose-firing mask designed to be placed over the
(GMDN definition) mouth and'or nose of a healthcare worker to permir normal

brearhing while protecting the patient and wearer from the
ransfer of large paricles (e g, blood body fluids, and
airborne parficulate materials) during medical Procedures
and patient examination; it is nof a Jorm-shaped filrering
device {i.e., not a vespirator). It is made of a flevible, porous
fabrie or paper material and is npically secured using
elastic head straps or ries; it may incorporare a Sforming
nosepiece (metal wire) andlor transparenr faceeye visor
intended to protect the upper face/eyes from debris fuid. This
is a single-use device.

Conformity assessment procedure
performed and 1dentificanon of the
certificates 1ssued by notified

body. 1f applicable

Qualiry Management Sysrem
IS0 13485:2018
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that 15 covered by the present declaration i3 m conformuty with the Medical Deuice
Regulation 2017/7485/EU as amended by J020/561/EU and, if applicable. with any other
relevant Union legislation that provides for the ssumg of this EU declaration of
conformity: The device 15 m confornuty with conformity assessment procedure for Class [
devices that should be carried out. a5 a general iule. under the sole responsibility of
manufacturers in view of the low level of vulnerability associated with such devices. Thus.
manufacturess of class I devices. other than custom-made or mrvestigational devices. shall
declare the conformity of thewr products by mssuing an EU declaration of conformuty
referred 1o in Article 19 “EC declaration of conformuty” after drawing up the technical
documentation set out in Annexes II and III of the Regulation

For the evaluation regarding Class I device (Rusk class in accordance with the Rule 1 set
out m Annex VIII of the Regulation). the following harmonszed standards are apphed:
- ENISO 13485:2016 Medical devices - Quality management sysiems - Requirements
Jor vegulatory puiposes
- ENISO 14971:2012 Medical devices - ~Application of Risk Management
- ENIS0O 13223.1:.2016 Medical device — Symbols to be used with medical device
labels, labelling and information to be supplied — Parr 1. General requirements
- EN62366-1.2015 Medical devices Part ]-- Application of usability engineering ro
medical devices

The following Union authorized representative is stated to the declaration

Y Sung Handelsvertrening

Duesselthaler St 2440211 Duesseldort Garmany
e e e e AL

(Company name / Registered place of busiess)

The following person is exclustvely responsible for the compliance of declaration:

Biofast Biotech Originality Study Co., Ltd.
No.350, In 163, Sec ], Tanxing Rd_ Tanzi Dist. 42743 Taichung Cin. Taiwan
{Manufacturer's name’ Registered address)

L 9 7

Shin: ITei Yeh / Genargl Manager bl June 32020
(Name Function) (Legal Signate) {Date of 1s5ue)

Issued dare. June 3, 2020
Version: V19
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Nasledujici popis zdravotnického

Overeny prekiad z jaz vka anglického

EU ProhldSeni o shodé

prostiedku,

Informace o zaFizeni

Popis

Registrovany obchodni ndzev a
adresa

Biofast Biotech Originality Study Co., Ltd.

No. 350, Ln. 165, Sec 1, Tanxing Rd., Tanzi Dist., 42 743,
Taichung City, Taiwan

Tel: +886-4-25368288

Zplnomocnény zéstupce

Y. Sung Handelsvertretung
Duesselthaler Str. 24, 40211 Duesseldorf, Némecko

BéZny nazev zafizeni

Univerzdlni Lékarské Rousky

Nazev produktu a obchod

BIOfaSt [logﬂ spoleén 03“]

UMDNS (univerzalni systém
nazvoslovi zdravotnickych
prostfedki) kod

12447, Rousky

Zakladni identifikator UDI-DI

5906735440997

Ttida rizika zafizeni

TFida I

Odkazy na Obecnou specifikaci
(CS)

MFC-206 3D Antibakteridlni filtracni rouska s tenkym
filtrem,

MOP-512 3D Rouska,

MFP-686 Multiple Technology rouska,

MFS-208 3D Rouska s nanofilmem

Zamy3leny ucel (definice Globalni
nomenklatury zdravotnickych
prostfedki GMDN)

Flexibilni, voln& pfiléhajici rouska navrZena k nogen; pres
Usta nebo nos zdravotnického pracovnika, aby umoznila
normélni dychani a zaroven chrénila pacienta a uzivatele
pfed pfenosem velkych &dstic (napf. krve, t&lnich tekutin a
vzduchem pfendsené &astice materidld) béhem lekarskych
procedur a vySetfeni pacient(i; neni to profilované filtraéni
zafizeni (tzn. neni to respirator). Je vyroben z pruzné, porézni
tkaniny nebo papirového materiélu a je obvykle pfipeviiovan
pfes hlavu pomoci elastickych paskd nebo tkanidek; mize
obsahovat ohebny kovovy drat, ktery tvoii nosni dil nebo
prahledny obli¢ejovy / o¢ni itit, ktery je uréen k ochrang
horni &4sti obliceje / 0&f pred necistotami / tekutinami. Je to

zafizeni uréené k jednordzovému pouziti.

Provedeny postup posuzovani
shody a identifikace certifikata
vydanych notifikovanym

subjektem, pokud je to relevantni

Quality Management System (Systém Fizeni kvality) ISO
13485:2016




na ktery se vztahuje toto prohlaSeni, je v souladu s na¥izenim o zdravotnickych
prostfedcich 2017/745/EU ve znéni smérnic 2020/561/EU a pfipadné s jakymikoli dalgimi
pfislusnymi pravnimi predpisy Evropské Unie, které stanovi vydani tohoto EU prohlaseni o
shodg. Zafizeni je ve shodé s postupem posuzovéni shody pro zafizeni t¥idy 1, ktery by mél
byt proveden, zpravidla, na vyhradni odpovédnost vyrobell s ohledem na nizkou Groves
zranitelnosti spojenou s takovymi zafizenimi. Proto vyrobei prostfedki tifdy I, jinych nez na

zakdzku délanych nebo experimentalnich prostfedkd, prohldsi shodu takovych vyrobki

413

vydanim EU prohla$eni o shod& uvedeného v &l4nku 19 »ES prohlageni o shodé“ po

vypracovani technické dokumentace stanovené v piilohach II a I1I naFizeni.

Pro hodnocenti tykajici se zafizeni tiidy 1 (tfida rizika v souladu s pravidlem | stanovenym v
ptiloze VIII nafFizeni) plati nasledujici harmonizované normy:
- EN ISO 13485:2016 Zdravotnické prostfedky - Systémy Fizeni kvality - Pozadavky pro
regulacni ucely
- EN ISO 14971:2012 Zdravotnické prostvedky - Aplikace Fizeni rizik
- EN ISO 15223-1:2016 Zdravotnicky prostfedek - Symboly pouzivané na §titcich
zdravotnickych prostfedkii, oznaceni a informace, které maji byt doddny - Cést 1° Obecné
poZadavky
- EN 62366-1:2015 Zdravotnické prostiedky Cdst 1- Aplikace stanoveni pouZitelnosti na
zdravotnické prostiedky

K prohlaseni je uveden nasledujici zmocnény zastupce Unie
Y. Sung Handelsvertretung

Duesselthaler Str. 24, 40211 Diisseldorf Némecko
(Nazev spole¢nosti / registrované sidlo spole¢nosti)

Za dodrzovéni prohlégeni nese vyhradni odpovédnost nasledujici osoba:
Biofast Biotech Originality Study Co., Ltd.

No. 350, Ln. 165, Sec 1, Tanxing Rd., Tanzi Dist, 42743, Taichung City Taiwan
(Nazev vyrobee / registrované sidlo spoleénosti)

Shin-Wei Yeh / Generdlni manazer [negitelny podpis] 3. dervaa 2020
(Jméno, pozice) (Platny podpis) (Datum vydani)

Vyddno dne: 3. ervna 2020
Verze: V1.0



PREKLADATELSKA DOLOZKA

Ja, Mgr. Jana Mikulenkova jsem provedia prekladatelsky (kon jako prekladatel
Imenovany podle zakona &. 36/1967 Sb. rozhodnutim predsedy Krajského soudu

v Ostrave ze dne 27. 8. 2015 &, J. Spr 2492/2015, pro jazyk Cesky a anglicky zapsany
Vv seznamu soudnich tlumoéniki a soudnich prekladatelt vedeném Ministerstvem
spravedinosti CR, v souladu s § 44 zakona &. 354/2018 Sb., o soudnich flumoénicich a
Soudnich prekladatelich.

Stvrzuji, Ze preklad souhlasi s textem pfipojené listiny.

TRANSLATION CLAUSE

I, the undersigned Mgr. Jana Mikulenkova, have performed the translation act as a
translator appointed under Act No. 36/1967 Coll. by decision of the President of the
Regional Court in Ostrava dated 27 August 2015, file No. Spr 2492/201 5, for the Czech
and English languages registered in the list of translators and interpreters maintained by
the Ministry of Justice of the Czech Republic, in accordance with Section 44 of Act No.
354/2019 Coll., on certified interpreters and translators.

I confirm that this translation corresponds to the text of the attached document.

Mgr. Jana:Mikulenkova
Zivotice u N. Jigina 121

74272 Morkoy
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