


Anlage 2
(zu § 4 Abs. 1 Nr. 1 DIMDIV)
Formularnummer 00157558

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 In-vitro-Diagnostika / Form for In Vitro Diagnostic Medical Devices

Zustandige Behorde / Competent authority

Code
DE/CA20

Bezeichnung / Name
Bezirksregierung Diisseldorf, Dezernat 24

Staat / State Land / Federal state
Deutschland Nordrhein-Westfalen
Ort/ City Postleitzahl / Postal code
Diisseldorf 40474

Stral’e, Haus-Nr. / Street, house no.
Cecilienallee 2

Telefon / Phone Telefax / Fax
+49-211-4750 +49-211-4752671
E-Mail / E-mail

dez24.mpg@brd.nrw.de

Anzeige / Notification

Registrierdatum bei der zustandigen Behoérde Registriernummer / Registration number
Registration date at competent authority DE/CA20/01-IVD-Luxuslebenswelt-210/20
09.09.2020

Typ der Anzeige / Notification type
Erstanzeige / Initial notification
Anderungsanzeige / Notification of change
Widerrufsanzeige / Notification of withdrawal

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Previous registration number if notification has been changed or withdrawn

Anzeigender nach § 25 MPG / Reporter pursuant to § 25 Medical Devices Act, MPG
Hersteller / Manufacturer
Bevollmachtigter / Authorised Representative
Einflhrer / Importer
Verantwortlicher flir 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
Betrieb oder Einrichtung (aufbereiten) nach § 25 Abs. 1 MPGi. 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 2
(zu § 4 Abs. 1 Nr. 1 DIMDIV)
Formularnummer 00157558

Anzeigender / Reporting organisation (person)

Code
DE/0000047791

Bezeichnung / Name
Luxus Lebenswelt GmbH

Staat / State Land / Federal state
Deutschland Nordrhein-Westfalen
Ort / City Postleitzahl / Postal code
Willich 47877

StralRe, Haus-Nr. / Street, house no.

Kochstr. 1

Telefon / Phone
0049-1715605732

Telefax / Fax

E-Mail / E-mail
info.m@luxuslw.de

Hersteller / Manufacturer

Bezeichnung / Name
Hangzhou Realy Tech Co., Ltd.

Staat / State

CN

Ort/ City Postleitzahl / Postal code

Hangzhou 310018

StralRe, Haus-Nr. / Street, house no.

4th Floor, #12 Building, Eastern Medicine Town, Xiasha Economic &Technology Development

Telefon / Phone

Telefax / Fax

E-Mail / E-mail

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

Bezeichnung / Name

Lin Sun

Staat / State Land / Federal state
Deutschland Nordrhein-Westfalen
Ort / City Postleitzahl / Postal code
Willich 47877

StralRe, Haus-Nr. / Street, house no.

Kochstr. 1

Telefon / Phone
0049-1715605732

Telefax / Fax

E-Mail / E-mail
info.m@luxuslw.de




Anlage 2
(zu § 4 Abs. 1 Nr. 1 DIMDIV)
Formularnummer 00157558

Vertreter / Deputy (optional)

Bezeichnung / Name

Telefon / Phone Telefax / Fax

E-Mail / E-mail

Erstanzeige / Initial notification
Anderungsanzeige / Notification of change

In-vitro-Diagnostikum / In vitro diagnostic medical device

Klassifizierung / Classification
Produkt der Liste A, Anhang Il / Device of List A, Annex Il
Produkt der Liste B, Anhang Il / Device of List B, Annex Il
Produkt zur Eigenanwendung / Device for self-testing
Sonstiges Produkt / Other device (all devices except Annex Il and self-testing devices)

App (Software auf mobilen Endgeréaten) jalyes nein / no

Anzeige nach § 25 Abs. 3 Nummer 3 MPG
Notification pursuant to § 25 (3) number 3 Medical Devices Act, MPG
"Neues In-vitro-Diagnostikum / New in vitro diagnostic medical device"

Handelsname des Produktes / Trade name of the device
Novel Coronavirus (SARS-Cov-2) Antigen Rapid Test Cassette (swab)

Produktbezeichnung / Name of device
Novel Coronavirus (SARS-Cov-2) Antigen Rapid Test Cassette (swab)

Angabe der benutzten Nomenklatur / Nomenclature used
EDMS-KIassifikation / EDMS Classification
GMDN

Nomenklaturcode / Nomenclature code
15-70-90-90-00

Nomenklaturbezeichnung / Nomenclature term
OTHER OTHER VIROLOGY RAPID TESTS

Kurzbeschreibung / Short description

In Deutsch / In German

Das COVID-19 Ag-Schnelltestgerit ist ein diagnostischer In-vitro-Test zum qualitativen Nachweis
neuartiger Coronavirus-Antigene in Nasentupfer- und Nasenaspiratproben unter Verwendung der
schnellen immunochromatographischen Methode. Die Identifizierung basiert auf den monoklonalen
Antikorpern, die fiir das neue Coronvirus-Antigen spezifisch sind. Es wird Informationen fiir klinische
Arzte bereitstellen, um korrekte Medikamente zu verschreiben.

In Englisch / In English

The COVID-19 Ag Rapid Test Device is an in vitro diagnostic test for the qualitative detection of novel
coronavirus antigens in Nasal Swab and nasal aspirate samples, using the rapid immunochromatographic
method. The identification is based on the monoclonal antibodies specific for the novel coronvirus
antigen. It will provide information for clinical doctors to prescribe correct medications.
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Anlage 2
(zu § 4 Abs. 1 Nr. 1 DIMDIV)
Formularnummer 00157558

Zusatzliche Angaben im Falle der In-vitro-Diagnostika gemaR Anhang Il und der In-vitro-Diagnostika zur
Eigenanwendung / Addtional information for Annex Il and self-testing in vitro diagnostic medical devices

Nummer(n) der Bescheinigung(en) / Certificate number(s)

In Ubereinstimmung mit den Gemeinsamen Technischen Spezifikationen (fiir Produkte gem. Anhang II, Liste
A) In conformity with Common Technical Specifications (for Annex Il List A devices)

Ergebnisse der Leistungsbewertung
Outcome of performance evaluation

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 Willich Date 2020-08-13
Name
Lin Sun
Unterschrift
Signature

Bearbeitungsvermerke / Processing notes
Nur von der zusténdigen Behérde auszufillen / To be filled in only by the competent authority

Bearbeiter / Person responsible Telefon / Phone
Frau Nadine Schlingmeier 0211-475-3853




Area tematica Dispositivi medici | Archivio banche dati

C 2 o

® Stampa | B Scarica il dataset

Elenco dei dispositivi medici

Criteri di ricerca:

Denominazione fabbricante: HANGZHOU REALY TECH CO., LTD.
Codice fiscale fabbricante:

Partita IVA / VAT number fabbricante:

Codice nazione fabbricante:

Denominazione mandatario:

Codice fiscale mandatario:

Partita IVA / VAT number mandatario:

Codice nazione mandatario:

Tipologia dispositivo:

Identificativo di registrazione attribuito dal sistema BD/RDM: 1990347
Codice attribuito dal fabbricante:

Nome commerciale e modello:

Classificazione CND:

Descrizione CND:

Classe CE (valida solo per dispositivi medici di classe, impiantabili attivi e IVD):

Elenco dispositivi individuati

Dati aggiornati al:06/09/2020

DISPOSITIVO MEDICO/ASSEMBLATO FABBRICANTE/ASSEMBLATORE
IDENTIFICATIVO DATA FINE
NOME PARTITA
TIPOLOGIA DI ISCRITTO AL CODICE ATTRIBUITO DAL CLASSE DATAPRIMA  IMMISSIONE RUOLO CODICE
COMMERCIALE CND DENOMINAZIONE IVAIVAT ~ NAZIONE
DISPOSITIVO REGISTRAZIONE REPERTORIO FABBRICANTE/ASSEMBLATORE CE  PUBBLICAZIONE IN AZIENDA FISCALE
E MODELLO NUMBER
BD/RDM COMMERCIO
HANGZHOU
NOVEL VD - FABBRICANTE  REALY TECH N
CORONAVIRUS  W0105040619 | Co., LTD.
Dispositivo 1990347 s K511416D (SARS-COV-2) - 04/09/2020
tipo di LUXUS
AGTEST  CORONAVIRUS
RAPIDO CARD MANDATARIO  LEBENSWELT DE305829099  DE
GMBH

<< < Pagina:1 > >> Num. Pagine:1 Num. Dispositivi:1
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Certification
for Safe Transport of Chemical Goods
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Sample Name: Novel Coronavirus (SARS-Cov-2) Antigen Rapid Test
Cassette (swab)
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Shanghai Research Institute of Chemical Industry Testing Co., Ltd
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Certification for Safe Transport of Chemical Goods NO. 2020088765
Page 172
# 5 S SRR T B RS I
. Chinese
5 AR
Sample Name %3 Novel Coronavirus (SARS-Cov-2) Antigen Rapid Test
X |[Cassette (swab)
English
=TI A BUMAR TR A1 R 2
Consignor
e M 2 A A ]
Manufacturer

W F %, 25 [ e g 40 I g ity 2 0 B T A0 00) (2018)
Inspection Methods and IMO International »1(11 time Dangerous Goods Code (2018

Procedures Edition)
2 PO AR AT (N 3 ORI IR A TG (B BRAR) . R Sk
t ool b&y Multicolor Paper hox{containing white plastic test board and
#rm l'“)g_,‘ﬁ"(_‘* colorless transparent liquid), Weak odor

Appearance & Odor

| 1. fERe k55 (Hazards identification)
D
E A
N N:mu.
=
|
Foo& |2 WERKEINO MG Code /¥R (2R 5 (Suggestion according to IMO IMDG
('; Code)
A MR R 5 286, T 1B T T A A A p
T & The substance is not subject to IMC IMDG Code according to special
| provision 286.
(0]
N
o
G
(0]
N R 2 F
c  # | 3. BEEEK (Packaging requirements)
L i
V] )L]c
S None.
|
. L 8H EX QR
N #I 8 H: — : :S-4=F : I
Inspection Date: 2020-08-31 Issue Date: 2020708731 ffective Date: 2N20-08-31
&ix NTuo
vone.
Comment ‘

Pef VL w T Loy B EX on
Approver : %”‘ ‘\p(;/) Checker: ’?&éﬁj Appraiser: | ’Q &&
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Ceruhcatlon for Safe Tlansport of Chemical Goods NO. 2020088765
Page 202
£XRH ¥ & # X
Identification ltems Identification Conclusion Results
BIEfER M A e DTN TR

Identification of
Explosive Hazard

The product is not classified in Explosives.

GIRFER % e
Identification of
Flammable Hazards

% DA R Sy PR SE G b
The product is not classified in flammable substance.

FAfERR S E
Identification of
Oxidative Hazards

ZSUANE T E L AAATHUL S .

The product is 1ot classilied in oxidizing substances and
organic peroxides.

BERMERERMEL
Identification of
Toxic & Infectious
Hazards

DU 8T A SR Y i
The product is not classified in toxic and infectious
substances.

TR fE R %
Identification of
Radioactive Hazard

V4 DT TG TR a1

The product is not classified in radiocactive material.

JB& ol s 6
Identification of
Corrosive Hazard

SIS+ r*JLLu;«

The product is not classified in corrosives

HoAh fa B 1t %
Identification of
other Hazards

(7] T R 1]

The product presents no other dangerous properties.
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Certification
for Safe Transport of Chemical Goods

AR BRI TE 4

MR T BRI S

Samp]e Name: Novel Coronavirus (SARS-Cov-2) Antigen Rapid Test
Cassette (swab)

R L5 0 BB RAT
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Shanghai Research Institute of Chemical Industry Testing Co., Ltd
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Certification for Safe Transport of Chemical Goods NO. 2020088764
Page 17/2
& % B SE IR T U AS WA 7 £
. Chinese
e 4 Ak
Sample Name . Novel Coronavirus (SARS-Cov—2) Antigen Rapid Test
FE X |cassette (swab)
English
E ¥R N BUMIFR IR £7 R AT
Consignor
A4 B AU R B3 B2 )
Manufacturer

B F k. 5 ERfias @it e i Ay 618
Inspection Methods and IATA Dangerous Goods Regulations (DGR) 61st Edition

Procedures

2R CAREE (A A OSBRI A TG (B IR AA) , A Sk
1‘-’?%9!‘)‘%54’@* Multicolor Paper box(containing white plastic test board and
colorless transparent liguid), Weak odor

Appearance & Odor

| 1. fERS IR 5 (Hazards identification)
D
E T
N None.
=
|
F % |2 2UBHMIATA DGRIMEAIHKIA (Suggestion according to IATA DGR)
|
C g A qar. y SoniSorg oy e
A MR AR e AL 22, W] AR BRI 05 9 201 Ip
T 2 The substance is not subject to IATA DGR according to special
I provision Al122.
(0]
N
-
c
(0]
N ; ; ; "
c # | 3. 8FEEXR (Packaging requirements)
L .
U T ’
S None.
1
N | AR
N B 8 H: . 25-&51-193 T 1 N\ 2 R
Inspection Date: 2020-08-31 Issue JDate: 2020'08‘“. ‘Effective Date: 2020-08-31
gz B
Comment |

BE L B ek Y e
Approver: %"‘ OVU/’ Checker: ‘ﬂ}fﬂ»j ~ Appraiser: [%}ZQ
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Certification for Safe Transport of Chemical Goods NO. 2020088764
Page 212
B E x = # £
Identification ltems Identification Conclusion Results
BIEERSE B I TR

Identification of
Explosive Hazard

The product is not classified in Explosives.

S IRFER % 5
Identification of
Flammable Hazards

% BV E L IR SE K
The product is not classified in flammable substance

FHERtELE
Identification of
Oxidative Hazards

BTN R SRR B S e
The product is not classified in oxidizing substances and
organic peroxides.

BERAAERER L

Identification of
Toxic & Infectious
Hazards

SOV T SR
The product is not classified in toxic and infectious
substances

Identification of
Radioactive Hazard

VDU TG IR A5

The product is not classified in radioactive material.

Bt % e EIIAIE TGk
Identification of The product is not classified in corrosives.
Corrosive Hazard
HAth fE B % 52 BT AL SR EKES

Identification of
other Hazards

The product presents no other dangerous prefferties.
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HANG ZHOU REALY TECH CO., LTD

25 tests/kit

500 tests/carton

Carton size: 45*44*28cm
Volume: 0.056CBM

Gross weight per carton: 7.5KG

Volume weight per carton via air cargo:9.5KG

Volume weight per carton via express:11.5KG

5 tests/kit

1075 tests/carton

Carton size: 65*55*45cm

Volume: 0.16CBM

Gross weight per carton: 20KG

Volume weight per carton via air cargo: 27KG

Volume weight per carton via express: 32KG




