Anlage 1
(zu § 4 Abs. 1 Nr. 1 DIMDIV)
Formularnummer 00308028

Allgemeine Anzeigepflicht nach §§ 25 und 30 Abs. 2 MPG
General Obligation to Notify pursuant to §§ 25 and 30 (2) Medical Devices Act, MPG

Formblatt fiir Medizinprodukte, auBer In-vitro-Diagnostika
Form for Medical Devices except In Vitro Diagnostic Medical Devices

Zustandige Behérde / Competent authority

Code
|DE/CA20

|Bezeichnung / Name
|Bezirksregierung Diisseldorf, Dezernat 24

| Staat / State
|Deutschland

|Ort/ City
Diisseldorf

| StralRe, Haus-Nr. / Street, house no.
{Cecilienallee 2

Land / Federal state
Nordrhein-Westfalen

Postleitzahl / Postal code
140474

Telefon / Phone
+49-211-4750

E-Mail / E-mail
dez24.mpg@brd.nrw.de

Telefax / Fax
 |+49-211-4752671

Anzeige / Notification

| Registrierdatum bei der zusténdigen Behérde
Registration date at competent authority

Registriernummer / Registration number

Typ der Anzeige / Notification type
Erstanzeige / Initial notification

‘“““wa

0 Anderungsanzeige / Notification of change

-

O Widerrufsanzeige / Notification of withdrawal

Fruhere Registriernummer bei Anderungs- und Widerrufsanzeige
Previous registration number if notification has been changed or withdrawn

r
s

Anzeigender nach § 25 MPG / Reporter pursuant to § 25 Medical Devices Act, MPG

[ Hersteller / Manufacturer

Bevollmachtigter / Authorised Representative

O Einflihrer / Importer

U Verantwortlicher fur das Zusammensetzen von Systemen oder Behandlungseinheiten nach § 10 Abs. 1 und 2
MPG \ Assembler of systems or procedure packs pursuant to § 10 (1) and (2) Medical Devices Act, MPG

L) Betrieb oder Einrichtung (aufbereiten) nach § 25 Abs. 1 MPG i. V. m. § 4 Abs. 2 MPBetreibV

: Institution (processing) pursuant to § 25 (1) Medical Devices Act, MPG in connection with § 4 (2) MPBetreibV
[ Betrieb oder Einrichtung (sterilisieren) nach § 25 Abs. 2i. V. m. § 10 Abs. 3 MPG

Institution (sterilizing) pursuant to § 25 (2) in connection with § 10 (3) Medical Devices Act, MPG




Anlage 1
{zu § 4 Abs. 1 Nr. 1 DIMDIV)
Formularnummer 00308028

Anzeigender / Reporting organisation (person)

lLand ! Federal state
|Nordrhein-Westfalen

Postleitzahl / Postal code

140211

Stralle, Haus-Nr. / Street, house no.
|Diisselthaler Str. 24

| Telefax / Fax

E-Mail / E-mail
|y.sung@t-online.de

Hersteller / Manufacturer

i ;
‘|Bezeichnung / Name

i

|Biofast Biotech Originality Study Co., Ltd.

Staat / State

Postleitzahl / Postal code
42743

| Stralde, Haus-Nr. / Street, house no.

|No. 350, Ln. 165, Sec. 1, Tanxing Rd., Tanzi Dist.,

. Telefon / Phone
+886-4-25368288

Telefax / Fax

E-Mail / E-mail

I
*' Sicherheitsbeauftragter fiir Medizinprodukte nach § 30 Abs. 2 MPG 9)
Safety officer for medical devices pursuant to § 30 (2) Medical Devices Act, MPG

Bezeichnung / Name
Dr. Yang, Tien-Hsing

Staat / State

Land / Federal state

Postleitzahl / Postal code
30067

Stralle, Haus-Nr. / Street, house no.
No0.58, Fu Chiun Street,

Telefon / Phone
+886-7-7323912

Telefax / Fax
+886-3-5209783

E-Mail / E-mail
| ceirs.jen@msa.hinet.net




Anlage 1
(zu § 4 Abs. 1 Nr. 1 DIMDIV)
Formularnummer 00308028

Vertreter / Deputy (optional)

.

Bezeichnung / Name

|Telefon / Phone

| Telefax / Fax

E-Mail / E-mail

= Erstanzeige / Initial notification
|k Anderungsanzeige / Notification of change




Anlage 1
(zu § 4 Abs. 1 Nr. 1 DIMDIV)
Formularnummer 00308028

( Medizinprodukt (Erstmaliges Inverkehrbringen) / Medical device (First placing on the market)

Klasse / Class

|

O | - steril / sterile

O I - mit Messfunktion / with measuring function

I - steril und mit Messfunktion / sterile and with measuring function
O lla

(EU) Nr. 722/2012

manufactured utilising tissues of animal origin in terms of Commission Regulation (EU) No 722/2012
Ul Aktives implantierbares Medizinprodukt / Active implantable medical device

Sinne der Verordnung (EU) Nr. 722/2012

Active implantable medical device - manufactured utilising tissues of animal origin in terms of Commission
Regulation (EU) No 722/2012

App (Software auf mobilen Endgeréaten) Ojalyes el 7 no

{Keine Angabe

|Kurzbeschreibung deutsch / German short description
|Maske

Kurzbeschreibung englisch / English short description
Masks

|General Medical Masks




Anlage 1
(zu § 4 Abs_ 1 Nr. 1 DIMDIV)
Formularnummer 00308028

[ Medizinprodukte (Aufbereiten) / Medical devices (Reprocessing)

[ Semikritische Medizinprodukte / Semicritical medical devices
O Gruppe A / Group A
O Gruppe B / Group B

O Kritische Medizinprodukte / Critical medical devices
O Gruppe A / Group A

O Gruppe B / Group B

[0 Gruppe C / Group C

Nummer der Bescheinigung / Certificate number

| Sterilisationsverfahren / Sterilisation procedures
O Dampfsterilisation / Steam sterilisation
|0 Gassterilisation / Gas sterilisation
| O Strahlensterilisation / Radiation sterilisation
[0 andere / others

Angewandtes Verfahren / Applied procedure

Ich versichere, dass die Angaben nach bestem Wissen und Gewissen gemacht wurden.
| affirm that the information given above is correct to the best of my knowledge.
Ort Datum
City Diisseldorf Date 2020-06-09
Name
Han-Sheng Sung
Unterschrift
Signature

Bearbeitungsvermerke / Processing notes _
Nur von der zustandigen Behérde auszufilllen / To be filled in only by the competent authority

~ |Bearbeiter / Person responsible Telefon / Phone




Preklad z ja-zyka némeckeého

pfiloha 1
(k § 4 odst. 1 & 1 DIMDIV)
tislo formulafe 00308028

VSeobecna oznamovaci povinnost dle §§ 25 a 30 odst. 2 MPG
General Obligation to Notify pursuant to §§ 25 and 30 (2) Medical Devices Act, MPG

Formulaf pro medicinské vyrobky, mimo diagnostiky in-vitro
Form for Medical Devices except In Vitro Diagnostic Medical Devices

Pfislusny Gfad / Competent authority

Kod
DE/CA20

Oznadeni / Name
Oblastni viada Diisseldorf, referat 24

stat / State

zemé / Federal state

Némecko Nordrhein-Westfalen
misto / City Postovni smérovaci &islo / Postal code
Diisseldorf 40474

Ulice, domovni ¢&islo / Street, house no.
Cecilienallee 2

Telefon / Phone
+49-211-4750

Telefax / Fax
+49-211-4752671

Email / E-mail

dez24. mpa@brd.nrw.de

Oznameni / Notification

Datum registrace na pfislusném Gfadé Registraéni &islo / Registration number

Registration date at competent authority

Typ oznameni / Notification type

x vychozi oznameni / Initial notification

o oznameni zmény / Notification of change

*, 0 oznameni o odvolani / Notification of withdrawal

Drivejsi registragni &islo pfi oznameni zmény a odvolani
Previous registration number if notification has been changed or withdrawn

Oznamovatel dle § 25 MPG / Reporter pursuant to § 25 Medical Devices Act, MPG

o vyrobce / Manufacturer

X zplnomocnéna osoba / Authorised Representative

o dovozce / Importer

0 odpovédna osoba za sestaveni systémil nebo lééebnych zafizeni dle §10 odst. 1a 2

MPG \ Assembler of systems or procedure packs pursuant to § 10 (1) and (2) Medical Devices Act, MPG

O provoz nebo zafizeni (Uprava) dle § 25 odst. 1 MPG ve spojeni s § 4 odst. 2 MPBetreibV

Institution (processing) pursuant to § 25 (1) Medical Devices Act, MPG in connection with § 4 (2) MPBetreibV
0 provoz nebo zafizeni (sterilizace) dle § 25 odst. 2 ve spojeni s § 10 odst. 3 MPG

Institution (sterilizing) pursuant to § 25 (2) in connection with § 10 (3) Medical Devices Act, MPG




Preklad z jazyka némeckého

pfiloha 1
(k § 4 odst. 1 & 1 DIMDIV)
tislo formulafe 00308028

znamovatel / Reporting organisation (person)

Kaéd
DE/0000045202

oznaceni / Name
Y. Sung Handelsvertretung

Stat / State Zemé / Federal state
Né&mecko Nordrhein-Westfalen
Misto / City Postleitzahl / Postal code
Diisseldorf 40211

Ulice, domovni &islo / Street, house no.
Diisselthaler Str. 24

Telefon / Phone Telefax / Fax
; 0211-44022068

Email / E-mail
v.sung@t-online.de

Vyrobce / Manufacturer

Oznaceni / Name
Biofast Biotech Originality Study Co., Ltd.

Stat / State

T™W
Misto / City Postovni smérovaci &islo / Postal code
Taichung City 42743

Ulice, domovni éislo / Street, house no.
No. 350, Ln. 165, Sec. 1, Tanxing Rd., Tanzi Dist.,

Telefon / Phone Telefax / Fax
+886-4-25368288

*: Email / E-mail

'Osoba povéfena bezpe&nosti pro medicinské vyrobky dle § 30 odst. 2 MPG 9)
Safety officer for medical devices pursuant to § 30 (2) Medical Devices Act, MPG

Oznateni / Name
Dr. Yang, Tien-Hsing

Stat / State Zeme / Federal state

Taiwan

Misto / City Postovni smérovaci &islo / Postal code
Hsin Chu City 30067

Ulice, domavni &islo. / Street, house no.
No.58, Fu Chiun Street,

Telefon / Phone Telefax / Fax
| [+886-7-7323912 +886-3-5209783
Email / E-mail

ceirs.jen@msa.hinet.net

e )




Preklad z jazyka némeckého

pfiloha 1
(k § 4 odst. 1 &. 1 DIMDIV)
Cislo formulafe 00308028

astupce / Deputy (optional)

Oznadeni / Name

Telefon / Phone

Telefax / Fax

Email / E-mail

o vychozi oznameni / Initial notification
x oznameni o zméné / Notification of change

S



Preklad z jazyka némeckého

priloha 1
(k § 4 odst. 1 &. 1 DIMDIV)
¢islo formulaie 00308028

edicinsky vyrobek (prvotni uvedeni do provozu) / Medical device (First placing on the market)

Ttida / Class
X |
o | - sterilni / sterile
| — s funkci méfeni / with measuring function
| — sterilni a s funkci méfeni / sterile and with measuring function
lla
Ilb
1
lll = vyrobeno za pouZiti tkané zviteciho plivodu ve smyslu nafizeni
(EV) €. 722/2012
manufactured utilising tissues of animal origin in terms of Commission Regulation (EU) No 722/2012
o Aktivni implantovatelny medicinsky vyrobek / Active implantable medical device
o Aktivni implantovatelny medicinsky vyrobek — vyrobeno za pouZiti tkané zvifeciho piivodu ve smyslu natizeni
(EU) €. 722/2012
Active implantable medical device - manufactured utilising tissues of animal origin in terms of Commission
Regulation (EU) No 722/2012

0O 0o D 0O o o

App (Software na mobilnich koncovych pfistrojich) oano/ yes X ne/no

Cislo (a) osv&dg&eni / Certificate number(s)

Obchodni nazev vyrobku / Trade name of the device
Maska

Oznaceni vyrobku / Name of device

Nomenklaturni kéd / Nomenclature code
12-447

Nomenklaturni oznadéeni / Nomenclature term
Maske

Kod kategorie / Category code
00

Kategorie / Category
Zadné udaje

Zkraceny popis némecky / German short description
Maska

Masks
General Medical Masks

Zkraceny popis anglicky / English short description




Preklad z jazyka némeckého

pfiloha 1
(k § 4 odst. 1 & 1 DIMDIV)
gislo formulafe 00308028

edicinské vyrobky (iprava) / Medical devices (Reprocessing)

o polokritické medicinské vyrobky / Semicritical medical devices
o Skupina A/ Group A
o Skupina B/ Group B

o kritickeé medicinské vyrobky / Critical medical devices
o Skupina A/ Group A

o Skupina B/ Group B

o Skupina C / Group C

Cislo osvédéeni / Certificate number

Steriliza¢ni metoda / Sterilisation procedures
o sterilizace parou / Steam sterilisation

o sterilizace plynem / Gas sterilisation

o sterilizace zafenim / Radiation sterilisation
D jina / others

pouZitd metoda / Applied procedure

Ujistuji, Zze udaje byly provedeny dle nejlep&iho v&domi a svédomi.

2

| affirm that the information given above is correct to the best of my knowledge.

Datum

City Diisseldorf Date 2020-06-09

jméno
Han-Sheng Sung

podpis
Signature

znamky ke zpracovani / Processing notes )
si jen ptislusny ufad / To be filled in only by the competent authority

zpracovatel / Person responsible Telefon / Phone




PREKLADATELSKA / TLUMOCNICKA DOLOZKA

Ja, Ing. Jaroslav Nahodil, IC: 47832444 soudni tlumocnik a pickladatel jazyka ceského a jazyka
némeckcho, zapsany v seznamu tlumoéniki a pickladatela vedeném Ministerstvem spravedlnosti
Ceské republiky, timto stvrzuji, Ze jsem osobné provedl pieklad pfipojené listiny, a 7e tento
pieklad souhlasi s textem predmétné listiny. Pii provadéni prekladu nebyl piibran konzulrant.

Tento dkon je zapsin v evidenci tkona pod cislem polozky: 7% / w7

V Ostravé, dne 1.3 . . 207 1







Dolozka konverze do dokumentu obsazeného v datové zpravé

Tento dokument, ktery vznikl pfevedenim vstupu v listinné podobé do podoby elektronické pod
poradovym ¢islem 137762172-259593-210423125000, sklddajici se z 12 listli, se doslovné shoduje s
obsahem vstupu.

Vstup bez viditelného prvku.
Jméno a pifjmeni osoby, kterd konverzi provedla: Nikola Slapkova

Vystavil: Kawulok Josef - notar
Pracovisté: JUDr. Kawulok Josef - notar
V Ostravé dne 23.04.2021
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