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Hangzhou Realy Tech Co., Ltd.

Declaration

Dear customer,
We, as the manufacturer of Novel Coronavirus (SARS-Cov-2) Antigen Rapid Test Device

(saliva) declare:

The following major Sars-Cov-2 variants which seem to spread more easily and quickly than
other variants and are circulating globally, can be detected by our Novel Coronavirus

(SARS-Cov-2) Antigen Rapid Test Device (saliva) product:

*B.1.1.7: This variant was initially detected in the UK with name N501Y;

*B.1.351: This variant was initially detected in the South Africa in December 2020 with
name N501Y v2;

*P.1: This variant was initially identified in early January;

*B.1.617: This variant was initially detected in India.

The recombinant N proteins of these variants can be detected by Novel Coronavirus (SARS-

Cov-2) Antigen Rapid Test Device (saliva), at the same concentrations as that of the wild

variant recombinant N protein.

Hangzhou Realy Tech Co., Ltd.

Tel: +86-571-5605 0794

Add: #2 Building, No. 763, Yuansha Village, Xinjie Street, Xiaoshan District, 311200 Hangzhou City,
Zhejiang Province, PEOPLE'S REPUBLIC OF CHINA

Email: info@realytech.com

Web:www.realytech.com
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(zu 8 4 Abs. 1 Nr. 1 DIMDIV)
Formularnummer 00159898

Allgemeine Anzeigepflicht nach 88 25 und 30 Abs. 2 MPG
General Obligation to Notify pursuant to 88 25 and 30 (2) Medical Devices Act, MPG

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

Zustandige Behorde / Competent authority

Code
DE/CA20

Bezeichnung / Name
Bezirksregierung Dusseldorf, Dezernat 24

Staat / State
Deutschland

Land / Federal state
Nordrhein-Westfalen

Ort / City
Disseldorf

Postleitzahl / Postal code
40474

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

Telefon / Phone
+49-211-4750

Telefax / Fax
+49-211-4752671

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

Anzeige / Notification

Registrierdatum bei der zustandigen Behérde
Registration date at competent authority
20.01.2021

Registriernummer / Registration number
DE/CA20/01-IVD-Luxuslebenswelt-02/21

Typ der Anzeige / Notification type

S Erstanzeige / Initial notification

£ Anderungsanzeige / Notification of change
£ Widerrufsanzeige / Notification of withdrawal

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Previous registration number if notification has been changed or withdrawn

£ Hersteller / Manufacturer
S Bevollméachtigter / Authorised Representative
£ Einfuihrer / Importer

Anzeigender nach § 25 MPG / Reporter pursuant to 8§ 25 Medical Devices Act, MPG

£ Verantwortlicher fir 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 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. 8 10 Abs. 3 MPG

Institution (sterilizing) pursuant to § 25 (2) in connection with § 10 (3) Medical Devices Act, MPG
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Anzeigender / Reporting organisation (person)

Code
DE/0000047791

Bezeichnung / Name
Luxus Lebenswelt GmbH

Staat / State
Deutschland

Land / Federal state
Nordrhein-Westfalen

Ort / City
Willich

Postleitzahl / Postal code
47877

Kochstr. 1

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

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

Stral3e, Haus-Nr. / Street, house no.
4th Floor,#12 Building,Eastern Medicine Town, Xiasha Economic&Technology Development

Telefon / Phone
0086-571-56050793

Telefax / Fax
0086-571-56050794

E-Mail / E-mail
ryy@realytech.com

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
Deutschland

Land / Federal state
Nordrhein-Westfalen

ort/ City
Willich

Postleitzahl / Postal code
47877

Kochstr. 1

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

Telefon / Phone
0049-1715605732

Telefax / Fax

E-Mail / E-mail
info.m@luxuslw.de
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Vertreter / Deputy (optional)

Bezeichnung / Name

Telefon / Phone Telefax / Fax

E-Mail / E-mail

S 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

S Sonstiges Produkt / Other device (all devices except Annex Il and self-testing devices)

App (Software auf mobilen Endgeraten) £ jalyes S nein / no

Anzeige nach 8§ 25 Abs. 3 Nummer 3 MPG
Notification pursuant to 8 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 Device (saliva)

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

Angabe der benutzten Nomenklatur / Nomenclature used
S EDMS-Klassifikation / 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 neuartige Coronavirus (SARS-Cov-2) -Antigen-Schnelltestgerat (Speichel) ist ein In-vitro-
Diagnosetest zum qualitativen Nachweis neuartiger Coronavirus-Antigene im menschlichen Speichel
unter Verwendung der schnellen immunochromatographischen Methode. Die Identifizierung basiert auf
den monoklonalen Antikérpern, 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 Novel Coronavirus (SARS-Cov-2) Antigen Rapid Test Device (saliva) is an in vitro diagnostic test for
the qualitative detection of novel coronavirus antigens in human saliva, 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.

-3-




Anlage 2
(zu 8 4 Abs. 1 Nr. 1 DIMDIV)
Formularnummer 00159898

Zuséatzliche 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 (fir Produkte gem. Anhang I, 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 2020-12-14
Name
Lin Sun
Unterschrift
Signature

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

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




R E /\ [‘:;j P AT BBA R AF]

Hangzhou Realy Tech Co., Ltd.

Analytical LOD Validity Report

1.0 Purpose

The purpose of this study is to provide a validation of the analytical sensitivity (LOD) of Novel
Coronavirus (SARS-Cov-2) Antigen Rapid Test Device (saliva) products .
2.0 Material

2.1 Test in vitro diagnostic reagents

Product Name: Novel Coronavirus (SARS-Cov-2) Antigen Rapid Test Device (saliva)
Specification: 25 tests/kit

Validation lotl: R202010001;

Validation lot2: R202010002;

Validation lot3: R202010003;

Expiry: January,2021(Tentative)

Storage Conditions: Store in a dry place at 2-30°C. After opening the inner package, the test card will
become invalid due to moisture absorption. Please use it within 1 hour.

Source: Hangzhou Realy Tech Co., Ltd

2.2 Specimen

2.2.1 SARS-Cov-2 virus

\Virus Strain Source/Specimen type Concentration
SARS-Cov-2 C-TAN-nCOV wuhan strain 01 |WIQV / Inactivated virus 1.0x10’TCIDso/ml

Note:WIOV: Wuhan Institute of Virology
2.2.2 Quality control panel(Performance)

Item Setting Certification
Positive Control P1to P8 Each Control tested once and 8/8 must positive.
Each Control triple test, S1: 3/3 positive;
LOD Control Sl1t0S3 S2: positive or negative; S3: 3/3 negative
Repeat Control J1. J2 Each Control tested tech times. 20/20 must positive.
Negative Control N1 to N20 Each Control tested once and 20/20 must negative.
3.0 Test procedure

3.1 Sample prepare procedure
Based on the concentration of the purchased Inactivated virus is too high for the product’s low detection
limit, so first use the product extraction buffer to dilute the virus 100 times to 1.0 X 105TCIDs¢/ml, and then

Prepare the positive samples for validity of the lowest detection limit according to the following table:

Dilution rate Volume of Volume of Concentration of SARS-
(Culture : buffer) SARS-Cov-2 culture Extraction buffer Cov-2 antigen

1:100 20ul 1980ul 1.0x10° TCIDso/ml
1:200 10ul 1990ul 5.0x10% TCIDso/ml
1:400 5ul 1995ul 2.5%x10> TCIDso/ml
1:800 2.5ul 1997.5ul 1.25%102TCIDso/ml
1:1600 1.25ul 1998.75ul 62.5TCIDso/ml

3.2 Experimental procedures

3.2.1 Use there different batches of products to test the specimen prepared in step 3.2.2 and step 4.1.
3.2.2 Each specimen in 3.2.2 is tested according to certification of quality control panel.

3.2.3 Each specimen in 4.1 is tested 20 times and record the result at 10 minutes.

3.2.4 Test operation:

File No. MF-K590516D-0011
Version: 1.0
Effective date:2020-07-09
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Hangzhou Realy Tech Co., Ltd.
3.2.4.1 Allow the test and specimen to equilibrate to room temperature (15-30°C) prior to testing.

3.2.4.2 Remove the test device from the sealed foil pouch and use it as soon as possible. Place the test device
on a clean and level surface.

3.2.4.3 USE Pipette to transfer 80ul specimen into sample well and start timer.

3.2.4.4 Read the result at 10 minutes.

3.2.4.5 Please refer to IFU of this product.

4.0 Acceptance Criteria of LOD

The minimum dilution with a detection rate greater than or equal to 95% is the sensitivity of this product
(lowest detection limit)

5.0 Results

5.1 Test result of quality control panel:
Result of Lot 1

Control Setting Result Control Setting Result | Setting Result | Setting Result
P1 ++ N1 - N9 - N17 -
P2 ++ N2 - N10 - N18 -
P3 ++ N3 - N11 - N19 -
Positive P4 ++ Negative N4 - N12 - N20 -
Control P5 ++ Control N5 - N13 -
P6 ++ N6 - N14 -
P7 ++ N7 - N15 -
P8 ++ N8 - N16 -
Setting Result
LOD S1 + + +
Control S2 - - +
S3 - - -
Repeat Setting Result
J1 ++ ++ ++ ++ ++ ++ ++ ++ ++ ++
Control
J2 + + + + + + + + + +
Result of Lot 2
Control Setting Result Control Setting Result | Setting Result | Setting Result
P1 ++ N1 - N9 - N17 -
P2 ++ N2 - N10 - N18 -
P3 ++ N3 - N11 - N19 -
Positive P4 ++ Negative N4 - N12 - N20 -
Control P5 ++ Control N5 - N13 -
P6 ++ N6 - N14 -
P7 ++ N7 - N15 -
P8 ++ N8 - N16 -
Setting Result
LOD S1 + + +
Control S2 - - -
S3 - - -
Repeat Setting Result
J1 ++ ++ ++ | ++ ++ ++ ++ ++ ++ ++
Control
J2 + + + + + + + + + +
Result of Lot 3
Control Setting Result Control Setting Result | Setting Result | Setting Result
P1 ++ N1 - N9 - N17 -
P2 ++ N2 - N10 - N18 -
P3 ++ N3 - N11 - N19 -
Positive P4 ++ Negative N4 - N12 - N20 -
Control P5 ++ Control N5 - N13 -
P6 ++ N6 - N14 -
P7 ++ N7 - N15 -
P8 ++ N8 - N16 -
2

File No. MF-K590516D-0011
Version: 1.0
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Hangzhou Realy Tech Co., Ltd.

Setting Result
LOD S1 + + T
Control S2 - - -
S3 - - -
R i Setting Result
€pea J1 ++ ++ ++ | ++ ++ ++ ++ ++ ++ ++
Control
J2 + + + + + + + + + +

5.2 Test result of sample for LOD in 4.1:
Result of Lot 1

Diluti Test result Rate
on 1 2 3 4 5 6 7 8 9 1011|1213 |14 | 15|16 |17 |18 |19 | 20

1:100 + |+ |+ |+ |+ |+ |+ |+ + |+ |+ 100%
1:200 + |+ |+ |+ |+ |+ |+ |+ + |+ |+ 100%
1:400 + |+ |+ |+ |+ |+ |+ |+ + |+ |+ 100%
1:800 + |+ |+ |+ |+ |+ |+ |+ [+ + + |+ |+ 95%
1:1600 | - - + |- - - - - - - - - - - - - - + |- - 10%
Result of Lot 2

Diluti Test result Rate
on 1 2 3 4 5 6 7 8 9 10111213 |14 |15 |16 |17 |18 |19 | 20

1:100 + |+ |+ |+ |+ |+ |+ |+ + |+ |+ 100%
1:200 + + + + + + + + + + + + + + + + + + + + 100%
1:400 + + + + + + + + + + + + + + + + + + + + 100%
1:800 + + + + + + + + + + + + + + - + + + + + 95%
1:1600 | - - - - - - - - - - - - - - - - - - - - 0%
Result of Lot 3

Diluti Test result Rate
on 1 2 3 4 5 6 7 8 9 10 (11|12 13|14 |15|16 |17 |18 |19 20

1:100 + |+ |+ |+ |+ |+ |+ + 100%
1:200 + |+ |+ |+ |+ |+ |+ + 100%
1:400 + |+ |+ |+ |+ + 100%
1:800 + + - + + + + + + + + + + + + + + + + + 95%
1:1600 | - - - - + |+ |- - - - + |- - - - - - - - - 15%

6.0 Conclusion

6.1 When tested quality control panel using the Novel Coronavirus (SARS-Cov-2) Antigen Rapid Test
Device (saliva), Result in 5.1 show that those three lot meet the quality certification.
6.2 When tested Sample prepare for LOD validity using the Novel Coronavirus (SARS-Cov-2) Antigen
Rapid Test Device (saliva), Result in 5.2 show that when test dilution rate of 1:800, there lot product show
95%, 95%, 95% detect rate and meet the certification of LOD require. So then LOD of Novel Coronavirus
(SARS-Cov-2) Antigen Rapid Test Cassette is 1.25%10°TCIDso/ml of SARS-coV-2.

File No. MF-K590516D-0011
Version: 1.0
Effective date:2020-07-09




Dispozitiv de testare rapida a antigenului noului
coronavirus (SARS-Cov-2) (saliva)

Prospect
UN TEST RAPID PENTRU DETECTIA CALITATIVA A ANTIGENILOR NOULUI
CORONAVIRUS iN SALIVA UMANA.

Exclusiv pentru utilizare profesionala in scopul diagnostica

UTILIZARE PREVAZUTA

Dispozitivul de testare rapida a antigenului noului coronavirus (SARS-Cov-2) (saliva) este un test
de diagnosticare in vitro pentru detectia calitativd a nucleoproteinei si glicoproteinei spike a
infectiei cu Coronavirus 2019 fin saliva orofaringiand umana, utilizand metoda
imunocromatografica rapida ca ajutor in diagnosticarea infectiilor cu SARS-Cov-2. Identificarea
se bazeaza pe anticorpii monoclonali specifici antigenului noului coronavirus. Acesta va furniza
informatii medicilor clinicieni in vederea prescrierii medicatiei corecte.

Noile coronavirusuri apartin genului 8. COVID-19 este o boald infectioasa respiratorie acuta.
Oamenii sunt in general susceptibili. In prezent, pacientii infectati cu noul coronavirus reprezinta
principala sursa de infectie; persoanele infectate asimptomatice pot fi de asemenea o sursa
infectioasa. Pe baza investigatiei epidemiologice actuale, perioada de incubatie este cuprinsa
intre 1 zi si 14 zile, in cele mai multe cazuri intre 3 zile si 7 zile. Principalele manifestari includ
febra, oboseala si tuse seaca. Congestia nazala, secretii nazale, durere in gat, mialgie si diaree
reprezinta simptome intalnite in unele cazuri.
Sindromul respirator acut sever - coronavirus - 2 (SARS-CoV-2) este un virus Tncapsulat
nesegmentat cu RNA de sens pozitiv. Este cauza infectiei cu Coronavirus-0 (COVID-19) intaInita
la oameni, care este contagioasa. SARS-CoV-2 prezintd mai multe proteine structurale, inclusiv
a spiculilor (S), invelisului (E), membranei (M) si nucleocapsidei (N).
in prezent, exista multe variante ale noului coronavirus (SARS-CoV-2), iar mutatia N501Y si
variantele sale aproximative au atras atentia, deoarece pozitia mutatiei acestora este localizata
in domeniul de legare a receptorului deglicoproteina al virusului, modificand astfel eficacitatea
infectiei cu virus. Analiza in silico a demonstrat ca mutatia N501Y nu a modificat structura
proteinei primare si tertiare a domeniului RBD al proteinei spiculilor. Astfel, antigenicitatea sa
ramane nemodificata.

PRINCIPIU

Dispozitivul de testare rapida a antigenului noului coronavirus (SARS-Cov-2) (saliva) este un test
membranar imunocromatografic, care utilizeaza anticorpi monoclonali foarte sensibili la noul
coronavirus.

Banda de testare este compusa din urmatoarele trei parti, si anume dispozitivul de prelevare,
casetd cu reactiv si membrana de reactie. Membrana cu reactiv contine aur coloidal conjugat cu
anticorpi monoclonali impotriva noului coronavirus; membrana de reactie contine anticorpii
secundari pentru noul coronavirus si anticorpii policlonali impotriva globulinei provenite de la
soarece, care sunt imobilizati in prealabil pe membrana.

Atunci cand proba de saliva este receptionata de cétre test, solutia conjugata din caseta cu
reactiv se dizolva si migreaza impreuna cu saliva. Atunci cand noul coronavirus este prezent in
proba de saliva, se formeaza un complex intre conjugatul anti-noul coronavirus, iar virusul va fi
prins / detectat de catre anticorpii monoclonali specifici anti-noul coronavirus pe regiunea T.
Indiferent daca proba contine sau nu virusul, solutia continua sa migreze pentru a intalni un alt
reactiv (un anticorp IgG provenit de la soarece), care leaga conjugatele ramase, producand
astfel o linie rosie pe regiunea C.

Testul rapid pentru antigenul noului coronavirus (SARS-Cov-2) (saliva) poate detecta atat
nucleoproteina SARS-Cov-2, precum si proteina spiculilor din SARS-Cov-2. Prin tehnica ELISA,
am stabilit ca anticorpul pe care il utilizam se leaga de aminoacizii 511-531 ai proteinei spiculilor
din SARS-Cov-2.

Detectabilitatea variantelor genetice de SARS-Cov-2 a fost testatd prin examinarea sensibilitatii
la proteinele spiculilor din SARS-Cov-2 recombinante (de la 319 la 541aa). In cadrul acestor
teste, testul rapid al antigenilor noului coronavirus (SARS-Cov-2) a obtinut aceleasi valori cand a

detectat variatele B.1.1.7 iUKi si B.1.351 ESAE ca atunci cand a detectat varianta standard.

Membrana cu reactiv contine aur coloidal conjugat cu anticorpi monoclonali impotriva noului
coronavirus; membrana de reactie contine anticorpii secundari pentru noul coronavirus si
anticorpii policlonali impotriva globulinei provenite de la soarece, care sunt imobilizati in prealabil
pe membrana. .

MASURI DE PRECAUTIE
« Exclusiv pentru utilizare in scopul diagnosticérii in vitro.
« Nu utilizati ulterior datei de expirare.
« Asigurati-va ca folia ce contine dispozitivul de testare nu este deteriorata inainte de deschidere
pentru utilizare.
« Efectuati testul la temperatura camerei, intre 15 si 30°C.
« Purtati manusi atunci cand manipulati probele, evitati atingerea membranei cu reactiv si fanta
pentru proba.
« Toate probele si accesoriile utilizare trebuie considerate infectioase si eliminate conform
regulamentelor locale.

« Evitati utilizarea probelor cu sénge.
DEPOZITARE S| STABILITATE

Depozitati dispozitivul de testare rapida a antigenului noului coronavirus (SARS-Cov-2) (saliva)
la temperatura camerei sau refrigerati (2-30°C). A nu se congela. Toti reactivii sunt stabili pana la

datele de expirare marcate pe ambalaj si fiola tamponului de recoltare.
COLECTAREA S| PREGATIREA PROBEI

1. Colectarea probei:

Proba fluida orala trebuie colectata cu ajutorul instrumentelor de colectare furnizate in trusa.
Urmati Instructiunile de Utilizare detaliate mai jos. Nu trebuie utilizate alte instrumente de
colectare impreuna cu acest test. Poate fi utilizat fluid oral colectat in orice moment al zilei.

2. Pregatirea probei:

Atunci cand se colecteaza saliva, respectati instructiunile pentru pregatirea probei cu tamponul
furnizat in trusa.

MATERIALE

Materiale furnizate

® Dispozitiv de testare ® Picurator ® Tampon de extractie
® Prospect ® Duza ® Tub de extractie
® Recipient/saculet pentru

® Suport tub* colectarea salivei ® Punga din plastic
*Ambalajul cu 20 teste contine suportul pentru tub; pentru ambalajul cu 1 test si 5 teste se
utilizeaza cutia testului drept suport al tubului.

Materiale necesare, dar nefurnizate

® Cronometru

INSTRUCTIUNI DE UTILIZARE

Permiteti dispozitivului de testare, probei, tamponului de extractie sa ajunga la

temperatura camerei (15-30°C) anterior testarii. Nu introduceti nimic in gura, inclusiv

alimente, bauturi, guméa de mestecat, tutun, apa sau apa de gura cu zece minute inainte de

a colecta proba fluida orala.

Scuipati o cantitate suficienta de saliva in recipientul/saculetul de colectare a salivei.

2. Scoateti un tub de extractie si un recipient cu tampon de extractie, indepartati capacul

recipientului cu tampon de extractie, adaugati intregul tampon de extractie in tubul de

extractie.

Trageti o cantitate suficientd de saliva din recipient cu ajutorul picuratorului, asigurati-va ca

nivelul lichidului nu depaseste tunelul dintre punga de aer inferioara si pipeta din plastic,

transferati intreaga cantitate de saliva in pipeta din plastic, iar apoi in tubul de extractie.

Repetati operatiunea descrisd mai sus pentru a adauga un alt picurator pentru saliva in tubul

de extractie.

4. Scoateti o duza si inchideti cu aceasta tubul de extractie, agitati usor tubul de extractie pe
verticala timp de 5 secunde pentru a permite salivei sa se amestece bine cu tamponul de
extractie. Tndoiti recipientul/saculetul utilizat pe jumatate si eliminati-l impreuna cu punga din
plastic ca deseuri medicale, in conformitate cu regulamentele locale.
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(7) 5 seconds
Upper air bag

tunnel

(step 2)

{step 3)
5. Tndepértat,i dispozitivul de testare din folia sigilata si utilizati-I cat mai curénd posibil. Cele mai
bune rezultate vor fi obtinute, daca testul se realizeaza imediat dupa deschiderea foliei. Puneti
dispozitivul de testare pe o suprafata curata si plana. Transferati 3 picaturi din proba in fanta
dispozitivului de testare pe verticala si porniti cronometrul.

6. Cititi rezultatul dupa 10~20 minute. Nu interpretati rezultatul dupa 20 minute.

(step 1) (step 4)

=S EEE

Positive Negative Invalid

(step 5)

(step 6)

INTERPRETAREA REZULTATELOR

(Faceti referire la ilustratia de mai sus)

POZITIV: Apar doua linii rosii. O linie rosie apare in regiunea de control (C) si o linie rosie apare
n regiunea de testare (T). Nuanta culorii poate varia, dar trebuie considerat pozitiv chiar si atunci
cand apare o linie slab colorata.

NEGATIV: O singura linie rosie apare in regiunea de control (C) si nicio linie nu apare in
regiunea de testare (T). Rezultatul negativ indicd faptul cd nu existd particule de noul
coronavirus in proba sau numarul particulelor virale este sub limita detectabila.

INVALID: Nicio linie rosie nu apare in regiunea de control (C). Testul este invalid chiar daca este
o linie in regiunea de testare (T). Un volum insuficient al probei sau tehnici procedurale incorecte
sunt motivele cele mai probabile pentru lipsa pozitivérii liniei de control. Revizuiti procedura de
testare si repetati testul, utilizand un nou dispozitiv de testare. in cazul in care problema persisté,

Tntreruieti imediat utilizarea kitului de testare si contactati distribuitorul local.

« Dispozitiv de testare rapida a antigenului noului coronavirus (SARS-Cov-2) (saliva) este un test
de screening in fazd acutda pentru detectarea calitativd. Proba colectatd poate contine o
concentratie de antigen sub pragul de sensibilitate al reactivului, astfel ca un rezultat negativ al
testului nu exclude infectia cu noul coronavirus.
« Dispozitiv de testare rapida a antigenului noului coronavirus (SARS-Cov-2) (saliva) detecteaza
antigenul viabil si neviabil al noului coronavirus. Performanta testului depinde de incarcarea cu
antigen a probei si nu poate fi corelatd cu cultura celulara efectuata pe aceeasi proba. Un test
pozitiv nu exclude posibilitatea ca alti patogeni sa fie prezenti. Astfel ca rezultatele trebuie
comparate cu toate celelalte informatii clinice si de laborator disponibile pentru a obtine un
diagnostic corect.
« Un rezultat negativ al testului poate fi obtinut, daca nivelul de antigen extras dintr-o proba este
sub nivelul de sensibilitate al testului sau daca proba este de calitate precara.
+ Efectuarea testului nu a fost stabilitd pentru monitorizarea tratamentului antiviral al noului
coronavirus.
* Rezultatele pozitive ale testului nu exclud infectii concomitente cu alti patogeni.
* Rezultatele negative ale testului nu sunt menite sa excluda o infectie cu alt tip de coronavirus,
exceptand infectia cu SARS-Cov-2.
« Copiii tind sa fie purtatori ai virusului pentru o perioada mai lunga de timp comparativ cu adultii,
fapt ce poate rezulta in diferente de sensibilitate intre adulti si copii.
+ Concentratia de virus n saliva este puternic afectatd de factori precum alimentatia, dieta,
fumatul, produse pentru improspatarea respiratiei etc. Prin urmare, respectati cu strictete acest
manual Tnainte de colectarea probelor
Un rezultat negativ al testului poate fi obtinut, daca concentratia de antigen dintr-o proba este
sub limita de detectare a testului sau daca proba a fost colectatd sau transportatd
necorespunzator, astfel, un rezultat negativ al testului nu elimina posibilitatea infectiei cu
SARS-Cov-2, fiind necesara confirmarea prin cultura virald sau PCR. 5
CARACTERISTICI DE PERFORMANTA
Evaluare clinica

Evaluarea clinica s-a realizat pentru a compara rezultatele obtinute cu dispozitivul de testare
rapida a antigenului noului coronavirus (SARS-Cov-2) (saliva) si rezultatul testului PCR.
Performanta a fost stabilita utilizand 405 probe de saliva orofaringiana de la pacienti
simptomatici suspectati de infectie cu COVID-19. Saliva orofaringiana. Cititi instructiunile de
utilizare pentru colectarea si prepararea specimenului. Toate probele au fost selectate iar apoi
testate secvential in orb. Performanta dispozitivului de testare a fost comparata cu rezultatele
unui reactiv RT-PCR comercial. Dispozitivul de testare a aratat o sensibilitate de 92,9% si o
specificitate de 99,58%. Rezultatele sunt rezumate mai jos:

Tabel: Dispozitiv de testare rapida a antigenului noului coronavirus (SARS-Cov-2) (saliva)

comparativ cu PCR

Kit de testare cu acid
nucleic nCoV 2019
(RT-PCR)

Metoda
etoda Total rezultate

Dispozitiv de testare rapida a Rezultate Pozitiv Negativ

antigenului noului Pozitiv 157 1 158
coronavirus (SARS-Cov-2) .

(saliva) Negativ 12 235 247
Total rezultate 169 236 405

Sensibilitate clinica = 157/169= 92,9 % (95% CI*:87,89% pana la 96%)
Specificitate clinica =235/236=99,58% (95% CI*:97,39% pana la >99,99%)
Acuratete: (157+235)/ (157+1+12+235) *100%=96,79% (95% CI* 94,53% péana la 98,17%)
*Interval de incredere
Limita de detectare (LOD)
Tulpind nCoV 2019 testata Produs Realy Tech
Concentratie stoc nCoV 2019 1 X 10° TCIDso/mL
Dilutie 11/100 1/200 1L/400 [1/800 [1/1600
Concentratie in dilutie testatd (TCIDso/ml) 1X10° 5X10% [2.5X 102 [1.25X102 62,5
Interval de retragere a 20 dubluri aproape de [L00(20/20) 100(20/20)  [100(20/20) 195(19/20) [10(2/20)
valoarea critica
Limita de detectare (LOD) per tulpina a
virusului

[1.25 X 10? TCIDso/mL.

Reactie incrucisata
Studiul privind reactia incrucisata, realizat prin utilizarea unui dispozitiv de testare rapida a
antigenului noului coronavirus (SARS-Cov-2) (saliva) pentru testarea probei in care se adauga
fiecare concentratie de patogeni prezentata in tabelul urmétor la specimenele preparate probe
negative si probe pozitive 3XLOD. Rezultatele arata ca patogenii mentionati in tabelul urmator
nu prezintd nicio reactie incrucisatd, care ar putea determina rezultate fals pozitive sau fals
negative pentru antigenul SARS-Cov-2.

Virus/Bacterie/Parazit Tulpina Concentratie

Coronavirus-MERS NU ESTE CAZUL 72 pg/mL
Tip 1 1,5 x 10°TCIDso/mL
Tip 3 7,5 X 10°TCIDso/mL
Tip 5 4,5 x 105TCIDso/mL
Tip 7 1 x 105TCIDso/mL

Adenovirus Tip 8 1 x 10°TCIDso/mL

Tip 11 2,5 x 10°TCIDso/mL
Tip 18 2,5 X 10°TCIDso/mL
Tip 23 6 x 10°TCIDso/mL
Tip 55 1,5 X 10°TCIDso/mL



https://en.wikipedia.org/wiki/Peplomer
https://en.wikipedia.org/wiki/Severe_acute_respiratory_syndrome_coronavirus_2#Structural_biology

H1N1 Denver

3 x 10°TCIDso/mL

H1N1 WS/33

2 x 10°TCIDso/mL

Reprezentant autorizat in
Comunitatea Europeana

Producator

Data fabricatiei Data expirérii

Cititi instructiunile de

Influenza A HIN1 A/Mal/302/54 1,5 x 108TCIDso/mL
H1N1 Noua Caledonie 7,6 x 10°TCIDso/mL
H3N2 A/Hong Kong/8/68 4,6 x 10°TCIDso/mL
Nevada/03/2011 1,5 x 10°TCIDso/mL

Influenza B B/Lee/40 8,5 x 10°TCIDso/mL
B/Taiwan/2/62 4 x 10°TCIDso/mL

Virus respirator sincitial N/A 2,5 x 10°TCIDso/mL

indeplineste cerintele

Cod lot Directivei CE 98/79/CE

A nu se reutiliza E]E "
utilizare

Bloomington-2

1 x 10° PFU/mL

Legionella pneumophila

Los Angeles-1

1 x 10° PFU/mL

E Bl

82A3105 1 x 10° PFU/mL
Rhinovirus A16 N/A 1,5 x 10°TCIDso/mL
K 1 x 10°PFU/mL
Erdman 1 x 10°PFU/mL
Mycobacterium tuberculosis HN878 1 x 10°PFU/mL
CDC1551 1 x 10°PFU/mL
H37Rv 1 x 10°PFU/mL

4752-98 [Maryland (D1)6B-17]

1 x 10°PFU/mL

178 [Polonia 23F-16]

1 x 10°PFU/mL

Streptococcus pneumonia

262 [CIP 104340]

1 x 10°PFU/mL

Slovacia 14-10 [29055]

1 x 10°PFU/mL

Streptococcus pyrogens

Identificarea susei T1
[NCIB 11841, SF 130]

1 x 10°PFU/mI

Mutant 22

1 x 10°PFU/ml

Mycoplasma pneumoniae

Tulpina FH a agentului
Eaton [NCTC 10119]

1 x 105PFU/ml

‘@)
m

36M129-B7 1 x 10°PFU/mI
229E 1,5 x10°TCIDso/mL
Coronavirus 0C43 1,5 x10°TCIDso/mL
NL63 1,5 Xx10°TCIDso/mL
HKU1 1,5 x10°TCIDso/mL
Etapneumovirus uman 1,5 x10°TCIDso/mL
(MPV) 3 Tip 81 Peru2-2002
Metapneumovirus uman 1,5 x10°TCIDso/mL
(hMPV) 16 Tip Al IA10-2003
Tip1l 1,5 Xx10°TCIDso/mL
Parainfluenza virus Tip 2 1,5 x10°TCIDsofmL
Tip 3 1,5 x10°TCIDso/mL
Tip 4A 1,5 x10°TCIDso/mL

Reactia cu substante interferente

Atunci cand s-a testat cu ajutorul dispozitivului de testare rapida a antigenului noului coronavirus
(SARS-Cov-2) (saliva), nu a existat nicio interferenta intre reactivii dispozitivului si substantele
potential interferente mentionate in tabelul de mai jos, care sa determine rezultate fals pozitive

sau fals negative pentru antigenul SARS-Cov-2.

Substanta IConcentratie Substanta IConcentratie
Mucina 100ug/mL )Acid acetilsalicilic B mM
ISange total 5%L0] (v/v) Ibuprofen 2,5 mM
Biotina 100 pg/mL Mupirocina 10 mg/mL
Neo-Synephrine (Fenilefrind) 5% (viv) [Tobramicina 10 pg/mL
Spray nazal Afrin (Oximetazolind) |5% (v/v) Eritromicina 50 uM
[Sprayuri nazale cu solutie salina _ [5% (v/v) Ciprofloxacin 50 uM
Homeopatic 5% (v/v) Ceftriaxona 110mg/mL
ICromoglicat de sodiu 10 mg/mL Meropenem 3,7 pg/mL
Clorhidrat de olopatadina 10 mg/mL [Tobramicina 100 pg/mL
[Zanamivir 5 mg/mL Clorhidrat de histamina 100 pg/mL
Oseltamivir 10 mg/mL Peramivir 1 mmol/mL
IArtemeter-lumefantrind 50 uM Flunisolida 100 pg/mL
Hiclat de doxiciclina 50 uM Budesonida 0,64 nmol/ L
IChinina 150 uM Fluticazona 0,3 ng/mL
Lamivudina 1 mg/mL Lopinavir 6 pg/mL
Ribavirind 1 mg/mL Ritonavir 8,2 mg/mL
Daclatasvir 1 mg/mL IAbidor 417,8 ng/mL
IAcetaminofen 150 uM Proba combinata de apa de[N/A

gura

in cazul testarii mediului de cultura a tulpinii silbatice de SARS-CoV-2 (concentratie  1X10”
TCIDso/ml) si a unei probe cu dilutie multipla cu ajutorul dispozitivului de testare rapida a

Efectul de prozona

antiienului noului coronavirus iSARS-Cov-2E isalivéi nu s-a detectat niciun efect de prozona.

Simbol Semnificatie Simbol

Semnificatie

Dispozitiv medical de
diagnosticare in vitro

Limita temperaturii de
depozitare

HANGZHOU REALY TECH CO., LTD.

Cladirea 2, Nr. 763, Yuansha, Strada Xinjie, Districtul
Xiaoshan, 311200 Orasul Hangzhou, Provincia
Zhejiang, REPUBLICA POPULARA CHINEZA
Website: www.realytech.com

Luxus Lebenswelt GmbH
Kochstr.1,47877, Willich, Germania

Numar: 1100003007
Versiune: 2.1
Data intrarii in vigoare:
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%e% MINISTERUL SANATATI
& AGENTIA NATIONALA A MEDICAMENTULUI
S DI SI A DISPOZITIVELOR MEDICALE DIN ROMANIA
Str. Av. Sanatescu nr. 48, sector 1, 011478 Bucuresti
S Tel: +4021-317.11.00

g.% ﬁﬁﬁ Fax: +4021-316.34.97
% ANMDMR WWW.anm.ro

AVIZ DE FUNCTIONARE
Nr. 7111 din 19.08.2020

In conformitate cu art. 926 din Legea nr. 95/2006 privind reforma in domeniul
sanatatii, republicatd, cu modificarile si completarile ulterioare g1 Tn baza
documentatiei inaintate, Agentia Nationalda a Medicamentului si a Dispozitivelor
Medicale din Romania avizeaza functionarea operatorului economic:

MEDPLAZA HEALTH SRL

cu sediul social si punct de lucru in sat Chiajna, comuna Chiajna, Sos Soseaua de
Centura, nr 27-28, hala C2, birou nr 2, judetul lifov

pentru activitati de:

import dispozitive medicale ‘DA P\IEE :

distributie dispozitive medicale' DA | N& |

instalare gi/sau mentenanta dispozitive medicale | paA | NU

Categoriile si grupele de dispozitive medicale pentru care se executa lucrari de
instalare si/sau mentenanta sunt urmatoarele:

Nu este cazul.

Unitatea este distribuitor/importator al producatorilor:

'- Y FpEE - T g i g ﬂ. 0 TI: . i . iy £
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EC Certificate TUVRheinland
Directive 93/42/EEC Annex I, excluding Section 4 ~—
Full Quality Assurance System
Medical Devices

Registration No.: HD 60148438 0001

Report No.: 15056820 014

Manufacturer: SteriLance Medical (Suzhou) Inc.

No.168 PuTuoShan Road
Mew District

215153 Suzhou, Jiangsu
P.R. China

Products: Medical Devices

{see attachment for products included)

Replaces Approval, Registration No.: HD 60125743 0001

Expiry Date: 2023-02-28

The Notified Body hereby declares that the requirements of Annex Il, excluding section 4 of the directive
93/42/EEC have been met for the listed products. The above named manufacturer has sstablished

and applies a quality assurance system, which is subject to periodic surveillance, defined by Annex I,
section 5 of the aforementioned directive. For placing on the market of class lll devices covered by
this certificate an EC design-examination certificate according to Annex Il, section 4 is required.

1“;’%" n

TUV Rheinland LGA Products GmbH - Tillystrale 2 - 904 urnberg
TUV Rheinland LGA Products GmbH is a Notifled Body according to Directive 93/42/EEC
conceming medical devices with the identification number 0197.

MNotified Body

Effactive Date: 2020-06-01

Date: 2020-06-01




Attachment to
Certificate

Registration No.:

Report No,:

Manufacturer:

Froductea:

TUV Rheinland 0

LGA Products GmbH
TillystraRe 2, 90431 Niirnberg

HD 60148438 0001
15056820 014

SteriLance Medical (Suzhou) Inc,
MNo.168 PuTuoShan Road

New District

215153 Suzhou, Jiangsu

P.R. China

- Dispoeable Blood lLancets

- Disposable Safety Lancets

- Disposable Scalpels and Cartridges
- Disposable Surgical Blades

- Disposable Insulin Pen Needles

Aspects of manufacture concerned with securing
and maintaining sterile conditiona:

= Dieposable Swabz

Date: 2020-086-01

5 &
TUVRheinland

1/1, Rew. O
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ZERTIFIKAT & CERTIFICATE ¢

(( DAKKS

Deatscha
Axlreditieungssielie
O-Z-11321-00-00

Certificate

No. Q5 094846 0002 Rev. 02

Product Senens

Holder of Certificate: Hangzhou Realy Tech Co., Ltd.

#2 Building, No. 763, Yuansha Village, Xinjie Street
Xiaoshan District

311200 Hangzhou City, Zhejiang Province
PEOPLE'S REFUBLIC OF CHINA

Certification Mark:

«  Design and Development, Production and Distribution of
Scope of Certificate: In vitro diagnostic reagent based on Colloidal gold

method, and In vitro diagnostic POCT instrument based
on Colloidal Gold method and GLIA method.

The Certification Body of TUV SUD Product Service GmbH cerifies that the company mentioned
abowve has established and ks maintaining a quality management system, which meeais the
requirements of the listed standard(s). All apphcable requirements of the lesting and certification
regulation of TUWV SUD Group have to be complied with. For details and cerificate vahdity see:
wana tuvsud comips-cer 7g=cert OF 094846 0002 Rev. 02

Report Mo.: SH20105601
Valid from: 2021-03-02
Valid until: 2023-01-23

CO

Date, 2021-03-02 Christoph Dicks
Head of Cerification/Notified Body

Page 1of2 TOV

TOW S0D Product Service GmbH « Certfication Body + Ridlerstralte 65 » 50339 Munich = Germany
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ZERTIFIKAT & CERTIFICATE ¢

s,

Azkred teungssiells
D-EM-E1321-00-00

Prodfuct Savice

Certificate

No. Q5 094846 0002 Rev. 02

Applied Standard(s): EN ISO 134852016
Medical davices - Quality management systems -

Requirements for regulatory purposes
(150 13485:2016)
DIN EN 1SO 13485:2016

Facl"ty(las}: Hangzhou Realy Tech Co., Lid.
#2 Building, No. 763, Yuansha Village, Xinjie Streat, Xiacshan
District, 311200 Hangzhou Gity, Zhajiang Province, PEOPLE'S
REPUBLIC OF CHINA

Ses Scope of Carificate

Page 2 of 2
TOW SO0 Product Service GmbH « Certification Body « Ridlerstralte 65 « 80338 Munich - Germany
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= Declaration of Conformity
= in accordance with Directive 98/79/EC
=% Manufacturer:
=
E¥|  Name: HANGZHOU REALY TECH CO., LTD.
:’§; Address:4th Floor, #12 Building, Eastern Medicine Town, Xiasha Economic &
%‘i Technology Development, 310018 Hangzhou, Zhejiang, P. R. China
=
:vé-_':' Product/s Catalogue number
26l Novel Coronavirus (SARS-Cov-2) Antigen Rapid Test Device (saliva) |K590516D
%‘a Category: Other Devices (All devices except Annex I and self-testing devices)
:::5;:3 Conformity assessment route: Annex 111, except Point 6, of Directive
23:1‘:.-‘:; Applicoble Standards: EN ISO 13485: 2016, EN 1SO 15223-1:2016;
==
'-';%‘;’ ENISO 14971: 2012; EN ISO 13612:2002; EN 1SO 17511:2003; EN
| P
"‘?,f; ISO 18113-1:2011; EN ISO 18113-2:2011, EN ISO 23640:2015.
=2 ‘ _ - 32
©7 We, the Manufacturer, herewith declare with sole responsibility that our product/s _-:%3
g.:-" mentioned above meet/s the provisions of the Directive 98/79/EC of the European el
:?;*: Parliament and of the Council on In-Vitro Diagnostic Medical Devices. rias)
=H =S
£  We hereby explicitly appoint Luxus Lebenswelt GmbH, located at Kochstr.1,47877, ==
£<8|  Willich, Germany to act as our European Authorised Representative as defined in the =
¥ aforementioned Directive, S22
= I o
= . A 32
== 113 %M 36 =
= Haujl}m VoL £ SO\ =
o . 3]
=2 N @ - =
== (Place and date of issue) (Srgnatu po%ﬂ 2
= : =
o Signed for and 0%&31 @1& acturer ==
= - =
=% AINN %
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