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Kat: 6973315390026

[PRODUKTNAME]
SARS-CoV-2 Ag Rapid Test Kit

[VERPACKEN]
1 Stiick/Beutel, 5 Stiick/Karton, 25 Stiick/Karton

[VERWENDUNGSZWECK]
Dieses Produkt ist fiir qualitative Bestimmung von neuartigem Coronavirus (COVID-19) in
Nasenabstrichproben bestimmt. Es hilft bei der Diagnose einer Infektion mit dem neuartigen
Coronavirus. Dieses Produkt kann fiir Selbsttests verwendet werden.

[ZUSAMMENFASSUNG]
Das neuartige Coronavirus (SARS-CoV-2) gehort zur B-Gattung. COVID-19 ist eine akute
Infektionskrankheit der Atemwege. Die Menschen sind generell anfillig fir diese Infektion.
Derzeit sind die mit dem neuartigen Coronavirus infizierten Patienten die
Hauptinfektionsquelle; asymptomatische Infizierte kénnen ebenfalls eine Infektionsquelle sein.
Nach den derzeitigen epidemiologischen Untersuchungen betrigt die Inkubationszeit 1 bis 14
Tage, in der Regel 3 bis 7 Tage. Zu den Hauptsymptomen gehoren Fieber, Miidigkeit und
trockener Husten. In einigen Fillen treten auch Nasenverstopfung, laufende Nase,
Halsschmerzen, Myalgie und Durchfall auf.

[PRINZIP]
Das SARS-CoV-2 Ag Rapid Test Kit basiert auf einen immunchromatographischer
Membrantest, der hochempfindliche monoklonale Antikérper zum Nachweis des

Nukleokapsidproteins von SARS-CoV-2 in Nasenabstrichproben verwendet. Der Teststreifen

besteht aus folgenden Teilen: Probenpad, Reagenzpad, Reaktionsmembran und Absorptionspad.

Der Reagenzpad enthilt den kolloidale Gold, der mit den monoklonalen Antikorpern gegen das

Nukleokapsidprotein von SARS-CoV-2 konjugiert ist; die Reaktionsmembran enthélt die

sekunddren Antikorper fiir das Nukleokapsidprotein von SARS-CoV-2. Der gesamte Streifen ist

in einer Kunststoffkassette fixiert. Wenn die Probe ins Probenloch zugegeben wird, werden die
trocken Konjugate im Reagenzpad geldst und zusammen mit der Probe wandern. Wenn die

Probe SARS-CoV-2-Antigen enthilt, bilden der Anti-SARS-2-Konjugat und Virus einen

Komplex.  Dieser Komplex werden von den  spezifischen  monoklonalen

Anti-SARS-2-Antikorpern auf der Testlinie (T) erfasst. Das Fehlen der farblichen T-Linie

deutet auf ein negatives Ergebnis hin. Zur Verfahrenskontrolle erscheint im Bereich der

Kontrolllinie (C) stets eine rote Linie, die darauf hinweist, dass das zugegebene

Probenvolumen geeignet ist und die Membran richtig arbeitet.

[Bestandteile]

1. Einweg-Testkassette

2. Einweg-Probenextraktionsrohrchen

3. Tupfer zur Probenentnahme (Nasentupfer)

[LAGERUNG UND STABILITAT]

1. Bewahren Sie das Kit in dem hermetisch verschlossenen Beutel bei einer Temperatur von
2-30°C oder 38-86°T" und vermeiden Sie direkte Sonnenstrahlung. Das Kit ist bis zu dem auf
Etikett angegebenen Verfallsdatum (2 Jahre) haltbar.

2. Nach dem Offnen des versiegelten Beutels ist der Test innerhalb einer Stunde durchzufiihren.
Langere Exposition bei heifler und feuchter Umgebung kann das Produkt beschiadigen.

3.Die Chargennummer und das Verfallsdatum werden auf jedem versiegelten Beutel
aufgedruckt.

[TESTVORGANG]

Die Testkassette und die Proben miissen vor dem Test auf Raumtemperatur (15-30°C oder

59-86°TF") gebracht werden.

NASENABSTRICHPROBE:

3 Tropfen

Nasentupfer

—_

. Verwenden Sie den im Kit enthaltenen Nasentupfer, um den vorderen Teil der Nasenhohle
abzustreichen.

Offnen Sie den Deckel des Einweg-Probenextraktionsrohrchens, schneiden Sie die Spitze
des in das Reagenzglas eingefilhrten Wattestibchens ab und verschlieBen Sie das
Extraktionsrohrchen.

Schiitteln Sie das Einweg-Probenextraktionsrohrchen, um die Probe am Tupfer aufzuldsen.
Nehmen Sie die Testkassette aus dem Verpackungsbeutel und legen Sie sie auf einen Tisch.
Schneiden Sie den iiberstehenden Teil vom Sammelréhrchen ab.

Geben Sie 3 Tropfen der Probe senkrecht ins Probenloch und warten Sie 15 Minuten, bis die
T-Linie erscheint.

[INTERPRETATION DER ERGEBNISSE (INNERHALB VON 15 MINUTEN)]

Positiv (+): Sowohl die T- als auch die C-Linie erscheinen innerhalb von 3-15 Minuten.
Negativ (-): Die C-Linie erscheint, wihrend 15 Minuten nach der Probengabe keine T-Linie
erscheint.

Ungiiltig: Wenn die C-Linie nicht erscheint, ist das Testergebnis ungiiltig und Sie sollen die
Probe mit einem anderen Testkassette priifen.
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Positiv Negativ Ungiiltig

[ANMERKUNGEN]

. Das SARS-CoV-2 Ag Rapid Test Kit ist nur fiir Nasenabstrichproben geeignet. Blut, Serum,

Plasma, Urin und andere Proben kénnen zu abnormalen Ergebnissen fithren, wenn sie ins

Probenloch zugegeben werden. Wenn eine Probe positiv getestet wird, wenden Sie sich bitte

an Thre lokale Gesundheitsbehorde, um weitere klinische Diagnose zu erhalten und das

Ergebnis zu melden.

Bitte achten Sie darauf, dass 3 Tropfen der Probe ins Probenloch zugegeben werden. Zu viel

oder zu wenig Probe kann zu ungenauen Ergebnissen fiihren.

. Wenn sowohl die T- als auch die C-Linie erschienen sind, ist das Testergebnis als positiv zu

beurteilen. In der Regel erscheinen sie 3-15 Minuten nach der Probengabe. Wenn die C-Linie
erscheint allein, wahrend keine T-Linie erscheint, ist das Testergebnis als negativ zu

beurteilen. Fiir eine negative Beurteilung warten Sie bitte 15 Minuten nach der Probengabe.
Die Testkassette ist ein Einwegprodukt und enthdlt nach dem Gebrauch biologische
Gefahrstoffe. Bitte entsorgen Sie die Testkassette, die Proben und alle bei Probennahme

verwendeten Materialien nach dem Test ordnungsgemas.

Das Produkt muss vor dem auf dem Produktetikett angegebenen Verfallsdatum t verwendet

werden.

Wenn ein Teil der Testmembran, die die Reagenzien enthilt, aus dem Testfenster herausragt

oder mehr als 2 mm Filterpapier oder Latex-Pad im Testfenster offensteht, sollen Sie das

Testkit nicht verwenden, weil es zu ungiiltigem Testergebnis fiihrt. Verwenden Sie stattdessen

ein neues Testkit.

LEISTUNGSMERKMALE:

1. Klinische Leistung

Eine klinische Bewertung wird durchgefiihrt, um die Sensitivitit und Spezifitit von SARS-CoV-2 Ag Rapid Test

Kit fiir SARS-CoV-2 zu bestitigen. Die Ergebnisse von SARS-CoV-2 Ag Rapid Test Kit werden mit denen von

RT-PCR verglichen. Die Ergebnisse sind wie folgt zusamn fasst:
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RT-PCR
NASENABSTRICHPROBE Summe
Positiv Negativ
Positiv 116 0 116
Testreagenz -
Negativ 5 105 110
Summe 121 105 226

Nasenabstrichproben: Das SARS-CoV-2 Ag Rapid Test Kit zeigte eine Sensitivitit von 95,9 % und eine
Spezifitit von 100 % bei Nasenabstrichproben.

Klinische Sensitivitit (%) = [ 116/ (116+ 5) ] x100% = 95,9%

Klinische Spezifitit (%) = [105/ (0+ 105) ] x100% = 100%

Gesamte Ubereinstimmungsrate (%) = [ (116 +105) / (116+ 5+ 0+105) ] x100% = 97,8%

2. Nachweisgrenze (LoD)

Das in vitro exprimierte SARS-COV-2-Nukleokapsidprotein und die nationale Standardreferenzprobe von
SARS-CoV-2 werden zur Bestimmung von Nachweisgrenze (LoD) verwendet. Der LoD von SARS-CoV-2 Ag
Rapid Test Kit betrigt 0,5 pg/mL SARS-COV-2 Nukleokapsidprotein. Der LoD-Wert von SARS-CoV-2 Ag
Rapid Test Kits betrigt 1 x 10*TCID50/mL SARS-COV-2.

3. Kreuzreaktivitit:
Die Kreuzreaktivitit mit den folgenden Organismen und Viren wird untersucht. Folgenden Substanzen fithre
nicht zu falsch positiven oder falsch negativen Reaktionen, wenn sie mit dem SARS-CoV-2 Ag Rapid Test Kit

fiir SARS-CoV-2 getestet werden.

Organismus Konzentration Organismus Konzentration
(TCIDsymL) (TCIDsy/mL)
HKUI 1,5x10° EnterovirusD 4x10
Oc43 1,5x10° Epstein-Barr-Virus 2,5x10°
NI63 1,5x10° Masern-Virus 3x10
229E 1,5x10° Humanes lievirus 3x10
MERS 1,5x10° Rotavirus 5x10
Grippe AHIN1 3x10 Norovirus 5x10
i le Grippe HIN 2x10 Mumps-Virus 5x10
Grippe A H3N2 3x10 Varizella-Zoster-Virus 5x10
Grippe A HSN1 3x10° Menschllchsz;]\]\ﬁ;tc;))neumovuus 4x10°
Grippe A HIN9 3x10 Paragrippe-Virus 1 4x10
Grippe B 5x10 Paragrippe-Virus 2 2,5x10°
Synzytialvirus 4x10 Paragrippe-Virus 3 3x10
Rhinovirus A 2,5x10 Paragrippe-Virus 4 3x10
Rhinovirus B 2,5 x10 Respiratorisches Synzytialvirus 3,5x10°
Rhinovirus C 2,5x10 Hi hilus infl 5x10
Adenovirus Typ 1 5x10 Mycop 6x10"Zellen/ml
Adenovirus Typ 2 5x10 Chlamydia 4,5x10"Zellen/ml
Adenovirus Typ 3 5x10 Legionella 6x10" Zellen/ml
Adenovirus Typ 4 3,5x10 Staphylococcus aureus 6x10"Zellen/ml
Adenovirus 5 5x10 Strej kus i 5x10"Zellen/ml
Adenovirus Typ 7 3,5x10 Streptokokkus pyogenes 5x10"Zellen/ml
Adenovirus 55 4x10 Candida albicans 5x10" Zellen/ml
Gepooltes Waschwasser von
menschlichen
Enterovirus A 4x10° Probenahmestellen - 4,5x10° Zellen/ml
représentativ fiir die normale
Mikroflora im Atemweg
Enterovirus B 4x10 Bordetella pertussis 4,5x10" Zellen/ml
Enterovirus C 4x10
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4. Interfer mit

Substanzen

Die folgenden Substanzen, die natiirlich in Atemproben vorkommen oder kiinstlich in die Atemwege eingebracht
werden konnen, werden wie unten aufgefiihrt getestet. Das SARS-CoV-2 Ag Rapid Test Kit liefert kein falsch
ositives oder falsch negatives Ergebnis.

Substanz Substanz Substanz
Gereinigtes Muzin Alpha-Interferon Tobramycin
Bilirubin Zanamivir Histamin-Hydrochlorid
lutlipid Ribavirin Benfurin
Hamoglobi Oseltamivir [©) 1
RE L Paramivir Natriumchlorid
Antinukledre Antikorper Lopinavir Becl: i
Antimitochondrialer Antikdrper Ritonavir Dexamethason
HAMA Abidol Flunisolon
Gesamtes 1gG Levofloxacin Tri inol
Gesamtes [gM Azithromycin Budesonid
Himatokrit Ceftriaxon Momisson
Meropenem Fluticason

5. Hakeneffekt

Der Hakeneffekt bezieht sich auf das falsch negative Phinomen, das durch das falsche Verhiltnis von Antigen zu
Antikérper verursacht wird. Der Antikérperiiberschuss wird als Proband-Effekt bezeichnet.

Fir das SARS-CoV-2 Ag

Rapid

Test

Kit  gilt:selbst ~ wenn

die

Konzentration  an

SARS-COV-2-Nukleokapsidprotein oder des Spikerprotein 200ug/ml erreicht, zeigt das SARS-CoV-2 Ag Rapid

Test Kit keinen Hakenefffekt.
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Cat: 6973315390026

[PRODUCT NAME]
SARS-CoV-2 Ag Rapid Test Kit

[PACKING]
1 piece/bag, 5 pieces/box, 25 pieces/box.

[INTENDED USE]
This product is intended for the qualitative detection of novel coronavirus, or COVID-19, in
Nasal swab samples. It aids in the diagnosis of infection with novel coronavirus. This product
can be used for self-test.

[SUMMARY]
The novel coronaviruses (SARS-CoV-2) belong to the B genus. COVID-19 is an acute
respiratory infectious disease. People are generally susceptible to infection. Currently, the
patients infected by the novel coronavirus are the main source of infection; asymptomatic
infected people can also be an infectious source. Based on the current epidemiological
investigation, the incubation period is 1 to 14 days, particularly 3 to 7 days. The main
symptoms include fever, fatigue, and dry cough. Nasal congestion, runny nose, sore throat,
myalgia, and diarrhea are also found in some cases.

[PRINCIPLE]
The SARS-CoV-2 Ag Rapid Test Kit is an immunochromatographic membrane assay that uses
highly sensitive monoclonal antibodies to detect nucleocapsid protein from SARS-CoV-2 in
Nasal swab samples. The test strip is composed of the following parts: namely sample pad,
reagent pad, reaction membrane, and absorbing pad. The reagent pad contains the colloidal
gold conjugated with the monoclonal antibodies against the nucleocapsid protein of
SARS-CoV-2; the reaction membrane contains the secondary antibodies for nucleocapsid
protein of SARS-CoV-2. The whole strip is fixed inside a plastic device. When the sample is
added into the sample well, conjugates dried in the reagent pad are dissolved and migrate along
with the sample. If the SARS-CoV-2 antigen presents in the sample, a complex formed between
the anti-SARS-2 conjugate and the virus will be captured by the specific anti-SARS-2
monoclonal antibodies coated on the test line region (T). The absence of the T line suggests a
negative result. To serve as a procedural control, a red line will always appear in the control
line region (C), indicating that proper volume of sample has been added, and membrane
wicking has occurred.

[COMPOSITION]
1. Disposable test device
2. Disposable sample extraction tube
3. Specimen collection swab (nasal swab)

[STORAGE AND STABILITY]
1. Store as packaged in the hermetically-sealed bag at the temperature (2-30°C or 38-86°F) and

avoid direct sunshine. The kit is stable within the expiration date printed on the labeling.
2. Once the sealed bag is opened, the test should be used within one hour. Prolonged exposure

to hot and humid environments will cause product deterioration.
3. The lot number and the expiration date are printed on each sealed bag.

[TEST PROCEDURE]
Allow the test device and specimens to equilibrate to room temperature (15-30°C or 59-86°F)
prior to testing.
NASAL SWAB SAMPLE:

3 drops

Nasal Swab

1. Use the nasal swab provided in the kit to wipe the anterior part of the nasal cavity.

2. Open the cap of the disposable sample extraction tube, cut off the tip of the cotton swab
inserted into the test tube and close the extraction tube.

3. Shake the disposable sample extraction tube to dissolve the sample on the swab.

4. Take the test cassette from the packaging bag and place it on a table.

5. Cut off the protrusion of the collection tube.

6. Add 3 drops of the sample into the sample hole vertically and wait 15 minutes for the
appearance of the T line.
[INTERPRETATION OF RESULTS (AFTER 15 MINUTES)]

Positive (+): Both of T and C lines appear in 3-15 minutes.

Negative (-): C line appears while no T line appears in 15 minutes after the sample is added.

Invalid: If the C line does not appear, indicating that the test result is invalid, and you should

retest specimen with another test device.

Positive Negative Invalid
[NOTES]

1. SARS-CoV-2 Ag Rapid Test Kit is only applicable to Nasal swabs samples. Blood, serum,
plasma, urine, and other samples may cause abnormal results if placed in device sample hole.
If any sample is tested positive, please see your local healthcare authority for further clinical
diagnosis and reporting of results.

2. Please make sure that 3 drops of the sample are added to the sample hole. Too much or too
little sample may cause deviations in results.

3. For positive judgment, it can be confirmed as soon as both T and C lines have appeared,
typically 3-15 minutes after the sample has been added. For negative judgment, please wait
for 15 minutes after the sample has been added. The C line will appear alone while no T line
will be present.

4. The test device is a disposable product and will contain biohazards after use. Please properly
dispose of the test devices, specimens, and all collection materials after use.

5. The product must be used prior to the expiration date on product labeling.

If part of the test membrane containing the reagents is out of the test window, or more than 2
mm of filter paper or latex pad is exposed in the test window, do not use it because the test
results will be invalid. Use a new test kit instead.

PERFORMANCE CHARACTERISTICS:

1. Clinical Performance

A clinical evaluation was carried out to confirm that the sensitivity and specificity of the

SARS-CoV-2 Ag Rapid Test Kit for SARS-CoV-2, and the results of SARS-CoV-2 Ag Rapid

Test Kit were compared with those of RT-PCR. The results are as follows summarized:

Nasal Swab Sample RT_P(.:R - Total
Positive Negative

Test [ Positive 116 0 116

reagent | Negative 5 105 110

Total 121 105 226

Nasal swab samples: The SARS-CoV-2 Ag Rapid Test Kit showed 95.9% sensitivity and 100%
specificity in nasal swab samples.

Clinical sensitivity (%) =[ 116/ (116+ 5) ] x100% = 95.9%

Clinical specificity (%) = [105/ (0+ 105) ] x100% = 100%

Total agreement rate (%) = [ (116 +105) / (116+ 5+ 0+105) ] x100% = 97.8%

3. Limit of Detection (LoD)

SARS-COV-2 nucleocapsid protein expressed in vitro and National Standard Reference sample
of SARS-CoV-2 were used for Limit of Detection (LoD) tests. The LoD of the SARS-CoV-2
Ag Rapid Test Kit is 0.5 pg/mL SARS-COV-2 nucleocapsid protein. The LoD of the
SARS-CoV-2 Ag Rapid Test Kit is 1 x10*TCID50/mL SARS-COV-2.

Nasal Swab Sample
Nasal Swab Sample
D

Lren 3030 (100%) 1x10°TCID50/mL 30/30 (100%)

5 pg/mL 30/30 (100%) a ?

1 pg/mL 30/30 (100%) 1X104TCID50/m 30/30 (100%)

0. 2 /mL 29/30 (96.7%) 1x10"TCID50/mL 28/30 (93.3%)

0.1 pBg’/mL 730 (23 3.,/0) 1x10°TCID50/mL 6/30 (20%)
Mml_ 0/30 (}]"V )“ 1x10°TCIDS0/mL 0/30 (0%)

.05 pg % 2
0 pg/mL 0/30 (0%) 0 TCID50/mL 0/30 (0%)

3. Cross-reactivity:

The cross-reactivity with the following organisms and viruses was examined. The following
substances will not produce false positive or false negative reactions when tested with the
SARS-CoV-2 Ag Rapid Test Kit for the SARS-CoV-2.

Organism Concentration Organism Concentration
(TCID50/mL) (TCID50/mL)
HKU1 1.5x10° EnterovirusD 4x10
Oc43 1.5x10° Epstein-Barr virus 2.5x10°
NI63 1.5x10° Measles virus 3x10°
229E 1.5x10° Human cytomeg alovirus 3x10
MERS 1.5x10° Rotavirus 5x10°
Influenza A HIN1 3x10 Norovirus 5x10
Seasonal Influenza HIN1 2x10’ Mumps virus 5x10°
Influenza A H3N2 3x10 Varicella-zoster virus 5x10
Influenza A H5N1 3x10° Human “g}f;zg‘{f)“m"“ms 4x10°
Influenza A H7TN9 3x10 Parainfluenza virus 1 4x10
Influenza B 5x10° Parainfluenza virus 2 2.5x10°
Syncytial virus 4x10 Parainfluenza virus 3 3x10
Rhinovirus A 2.5x10 Parainfluenza virus 4 3x10°
Rhinovirus B 2.5x10 Respiratory syncytial virus 3.5x10
Rhinovirus C 2.5x10° Haemophilus influenzae 5x10°
Adenovirus type 1 5x10 Mycoplasma pneumoniae 6x107cells/mL
Adenovirus type 2 5x10 Chlamydia pneumoniae 4.5x10"cells/mL
Adenovirus type 3 5x10° Legionella pneumophila 6x107 cells/mL
Adenovirus type 4 3.5x10 Staphylococcus aureus 6x107cells/mL
Adenovirus 5 5x10° Streptococcus pneumoniae 5x10cells/mL
Adenovirus type 7 3.5x10° Streptococcus pyogenes 5x10"cells/mL
Adenovirus 55 4x10° Candida albicans 5x107 cells/mL
Pooled human sampling site
Enterovirus A 4x10° wash - representative of |y 5y 8 cellg/mi,
normal I respiratory microbial
flora
Enterovirus B 4x10 Bordetella pertussis 4.5x10" cells/mL
Enterovirus C 4x10°
4. Endogenous/exogenous material interference test
The following substances, which occur naturally in breath samples or which can be artificially
introduced into the airways, were evaluated as listed below. The SARS-CoV-2 Ag Rapid Test
Kit does not report false positive or false negative.
Substance Substance Substance
Purified Mucin alpha-interferon Tobramycin
Bilirubin Zanamivir Histamine hydrochloride
Blood lipids Ribavirin Benfurin
Hemoglobin Oseltamivir Oxymetazoline
Rheumatoid factor Paramivir Sodium chloride
Antinuclear antibody Lopinavir Beclomethasone
Antimitochondrial antibody Ritonavir Dexamethasone
HAMA Abidol Flunisolone
Total IgG Levofloxacin Triamcinolone
Total IgM Azithromycin Budesonide
Hematocrit Ceftriaxone Momisson
Meropenem Fluticasone
5. Hook effect

The hook effect refers to the false-negative phenomenon caused by the incorrect ratio of
antigen to antibody. Antibody excess is called proband effect.

For SARS-CoV-2 Ag Rapid Test Kit, even if the concentration of SARS-COV-2 nucleocapsid
protein reaches 200 1 g/mL, the SARS-CoV-2 Ag Rapid Test Kit still has no hook effect.
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EC REP CERTIFICAT

CMC MEDICAL DEVICES & DRUGS SL
NO. CMC/CE/2020/07012021.20

CONFIRMED THAT CMC MEDICAL DEVICES & DRUGS S.L. Is the European Authorized
Representative of
Hangzhou Jucheng Medical Products Co., Ltd
3rd floor, building 1, No.8 Mingyuan Road, Gaohong Town, Lin’an District,
Hangzhou City, Zhejiang Province

The certificate remains valid until the expiration agreement of EC REP, manufacturing
conditions, the quality system or relevant legislation are changed. The validity is conditioned
by positive results of periodic surveillance audits.

The product liability rests with the manufacturer in accordance with applicable directive and
standard, after fulfilling of the relevant EU legislation requirements, the manufacturer shall
affix relevant CE marking to all above mentioned models of the medical device.

Complies with the applicable essential requirements of the council directive 98/79/EEC in

vitro diagnostics as amended.

The products in Annex I was registered in Spanish MOH with number RPS/28/2021

Issued on: 07/01/2021

www.cmcmedicaldevices.com




EC REP CERTIFICAT

ANNEX 1 Medical Device Produ
=

SARS-CoV-2 Ag Rapid Test Kit
COVID-19 Neutralizing Antibody Detection Kit

SARS-CoV-2 / Influenza Virus A/B Antigens Multiple Detection Kit

www.cmcmedicaldevices.com
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N/REF: PS/CLV/MR/0509/2021-CLV

Y para que conste y surta los efectos oportunos ante las  Signed and issued as evidence thereof to be effective
Autoridades Sanitarias de [ndia, lo firmo en Madrid. ~ with the Health Authorities of India, in Madrid.

agencia espanola de

. medicamenlos y

roducto itarj
A P S sanita
Partamento de Productos Sanit;l%?

Fdo. Carmen Ruiz-Villar Fernandez-Bravo

D. Antonio Gonzdlez Fernédndez, Jefe de Seccién de la
Subdireccion General de Relaciones Internacionales y
Publicaciones del Ministerio de Sanidad, reconoce como
auténtica la firma de este documento mediante el
certificado electrénico del sello AEMPS (Agencia Espafiola
de Medicamentos y Productos Sanitarios) emitido por la
FNMT-RCM (Fabrica Nacional de Moneda y Timbre - Real
Casa de la Moneda), certificado conforme al Reglamento

. 910/2014, anexo llI, de la Unidn Europea.

| Madrid,
AN
42 MAY. 2021
Agencia Espafiola de Medicamentos y Productos Sanitarios (AEMPS) CSV: SACYQB216B
Fecha de la firma: 10/05/2021
Puede comprobar Ia autenticidad dgl documento en la sede de la AEMPS:https:/localizador.aemps.es

CORREOQ ELECTRONICO
soportecertps@aemps.es
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DEPARTAMENTO DE
PRODUCTOS SANITARIOS

N/REF: PS/CLV/MR/0509/2021-CLV

EXO I DEL CERTIFICADO N° 0509/2021-CLV

ANNEX I TO THE CERTIFICATE N° 0509/2021-CLV

PRODUCTOS SA

TARIOS PARA DIAGNOSTICO IN VITRO REFERENCIADOS EN EL CERTIFICADO

IN VITRO DIAGNOSTIC MEDICAL DEVICES LISTED IN THE CERTIFICATE

Produ

/ Product Emprésa(s) / Company(s)

Referencia y modelo / Reference and model - Domicilio social / Registered office

1 - SARS-CoV-2 Ag Rapid Test Kit Hangzhou Jucheng Medical Products Co., Ltd

( Ref: G-C-0104 ) ( Mod: 1 test

3rd floor, building 1, No.8 Mingyuan Road, Gachong Town, Lin'an District,

Hangzhou City, Zhejiang Province, REPUBLICA POPULAR CHINA /
PEOPLES REPUBLIC OF CHINA

Representante autorizado / Authorised representative
CMC Medical Devices & Drugs S.L.
HORACIO LENGO 18, 29006 - ESPANA / SPAIN

s/box )

3rd floor, building 1, No.8 Mingyuan Road, Gachong Town, Lin'an District,

2 - SARS-CoV-2 Ag RapId Test Kit Hangzhou Jucheng Medical Products Co., Ltd

( Ref: G-C-0104 ) ( Mod: 25 te

3 - SARS-CoV-2 Ag Rap

( Ref: G-C-0104 ) ( Mod: 5 tests/box )

LS Hangzhou City, Zhejiang Province, REPUBLICA POPULAR CHINA /

PEOPLES UBLIC OF CHINA

Representante autorizado / Authorised representative
CMC Medical Devices & Drugs S.L
HORACIO LENGO 18, 29006 - ESPANA / SPAIN

id Test Kit Hangzhou Jucheng Medical Products Co., Ltd
3rd floor, building 1, No.§ Mingyuan Road, Gaohong Town, Lin'an District,

Han u City, Zhejiang Province, REPUBLICA POPULAR CHINA /
PEOPLES REPUBLIC OF CHINA

Representante autorizado / Authorised representative
CMC Medical Devices & Drugs S.L
HORACIO LENGO 18, 29006 - ESPANA / SPAIN

Agencia Espaiiola de Medlcamej\m y Productos Sanitarios (AEMPS) CSV: SACYQB216B
Fecha de la firma: 10/06/2021 |
Puede comprobar la autenticidad qel documento en la sede te la AEMPS:hitps:flocalizador.aemps.es
|CORREO ELECTRONICO! Pagina 3 de 3 C/ CAMPEZO, 1 - EDIFICIO 828022 MADRID
Soporecerps@semps o ey
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DEPARTAMENTO DE
PRODUCTOS SANITARIOS

N/REF: PS/CLV/MR/0507/2021-CLV

Y para que conste y surta lps efectos oportunos ante las  Signed and issued as evidence thereof to be effective
Autoridades Sanitarias [de Turquia, lo firmo en Wwith the Health Authorities of Turkey, in Madrid.

Madrid.

agencia espafola de

. medicamentos y

Productos sanitari
r
Departamento de Prodyctos Saniat.an'"gg

Fdo. Carmen Ruiz-Villar Fernandez-Bravo

D. Antonio Gonzalez Fernandez, Jefe de Seccién de Ia
Subdireccién General de Relaciones Internacionales y
Publicaciones del Ministerio de Sanidad, reconoce como
auténtica la firma de este documento mediante el
certificado electrénico del sello AEMPS (Agencia Espafiola
de Medicamentos y Productos Sanitarios) emitido por la
FNMT-RCM (Fabrica Nacional de Moneda y Timbre - Real
Casa de la Moneda), certificado conforme al Reglamento
910/2014, anexo lll, de la Unién Europea.

Madrid,

12 MAY. 2021

Fecha de la firma: 10/05/2021
Puede comprobar la autenticidad

Agencia Espafiola de Medicamentos y Productos Sanitarios (AEMPS) CSV: 8YBYZPJOOC

documento en la sede de la AEMPS:htips://localizador.aemps.es ||| I| |I|| ! || ||| II |I"‘||I I|| | I|| l " ||| Hl
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N/REF: PS/CLV/MR/0507/2021-CLV

DEPARTAMENTO DE
PRODUCTOS SANITARIOS

ANEXO I DEL CERTIFICADO N° 0507/2021-CLV

ANNEX I TO THE CERTIFICATE N° 0507/2021-CLV

PRODUCTOS SANITARIOS PARA DIAGNOSTICO N VITRO REFERENCIADOS EN EL CERTIFICADO
IN VITRO DIAGNOSTIC MEDICAL DEVICES LISTED IN THE CERTIFICATE

Producto / Product
- Referencia y modelo// Reference and model

1 - SARS-CoV-2 Ag Rapid Test Kit
(Ref: G-C-0104) ( Mod: 1 test/box )

2 -SARS-CoV-2 Ag Rapirl Test Kit
( Ref: G-C-0104 ) ( Mod: 25 tests/box )

3 - SARS-CoV-2 Ag Rapid Test Kit
(Ref: G-C-0104 ) ( Mod: 5 testsfbox )

Empresa(s) / Company(s)
Domicilio social / Registered office

Hangzhou Jucheng Medical Products Co., Ltd
3rd floor, building 1, No.8 Mingyuan Road, Gachong Town, Lin'an District,

Hangzhou City, Zhejiang Province, REPUBLICA POPULAR CHINA /
PEOPLES REPUBLIC OF CHINA

Representante autorizado / Authorised representative
CMC Medical Devices & Drugs S.L.
HORACIO LENGO 18, 29006 - ESPANA / SPAIN

Hangzhou Jucheng Medical Products Co., Ltd
3rd floor, building 1, No.8 Mingyuan Road, Gaohong Town, Lin'an District,

Hangzhou City, Zhejiang Province, REPUBLICA POPULAR CHINA /
PEOPLES UBLIC OF CHINA

Representante autorizado / Authorised representative
CMC Medical Devices & Drugs S.L
HORACIO LENGO 18, 29006 - ESPANA / SPAIN

Hangzhou Jucheng Medical Products Co., Ltd
3rd floor, building 1, No.8 Mingyuan Road, Gaohong Town, Lin'an District,

Hangzhou City, Zhejiang Province, REPUBLICA POPULAR CHINA /
PEOPLES REPUBLIC OF CHINA

Representante autorizado / Authorised representative
CMC Medical Devices & Drugs S.L
HORACIO LENGO 18, 29006 - ESPANA / SPAIN

Agencia Espafiola de Medicamentaos y Productos Sanitarios {AEMPS)
Fecha de la firma: 10/05/2021

Puede comprobar ia autenticidad del documento en Ia sede de fa AEMPS:hitps:/localizador.aemps.es

CSV: BYBYZPJO9OC
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; ; PR DEPARTAMENTO DE

PRODUCTOS SANITARIOS

N/REF: PS/CLV/IMGCO0/0431/2021-CLV

Y para que conste y surta los efectos oportunos ante las  Signed and issued as evidence thereof to be effective

Autoridades Sanitarias de Arabia Saudi, lo firmo en Wwith the Health Authorities of Saudi Arabia, in
Madrid. Madrid.

agencia espariola de

. Medicamentos y

Productos sanitar:
ni
Departamento de Productos Santi?;:ﬁ)ss

Fdo. Carmen Ruiz-Villar Fernandez-Bravo

D. Antonio Gonzdlez Ferndndez, Jefe de Seccién de la
Subdireccién General de Relaciones Internacionales y
Publicaciones del Ministerio de Sanidad, reconoce como
auténtica la firma de este documento mediante el
certificado electrénico del sello AEMPS (Agencia Espafiola
de Medicamentos y Productos Sanitarios) emitido por la
FNMT-RCM (Fébrica Nacional de Moneda y Timbre - Real
Casa de la Moneda), certificado conforme al Reglament
910/2014, anexo i, de la Unién Europea.

Madrid,

0 5 MAY. 2021

Agencia Espafiola de Medicamentos y Productos Sanitarios (AEMPS) CSV: FKBVYYWCES®
Fecha de la firma: 28/04/2021
Puede comprobar la autenticidad del documento en la sede de la AEMPS:https:flocalizador.aemps.es
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N/REF: PS/CLV/MGC0/0431/2021-CLV

DEPARTAMENTO DE
PRODUCTOS SANITARIOS

ANEXO I DEL CERTIFICADO N° 0431/2021-CLV

ANNEX I TO THE CERTIFICATE N° 0431/2021-CLV

PRODUCTOS SANITARIOS PARA DIAGNOSTICO IN VITRO REFERENCIADOS EN EL CERTIFICADO
IN VITRO DIAGNOSTIC MEDICAL DEVICES LISTED IN THE CERTIFICATE

Producto / Product ~ Empresa(s) / Company(s)
Referencia y modelo / Reference and model Domicilio social / Registered office
1-SARS-CoV-2 Ag Rapid Test Kit Hangzhou Jucheng Medical Products Co., Ltd

3rd floor, building 1, No.8 Mingyuan Road, Gachong Town, Lin'an District,

Hangzhou City, Zhejiang Province, REPUBLICA POPULAR CHINA /
PEOPLES REPUBLIC OF CHINA

( Ref: G-C-0104 ) ( Mod: 1 tests/box )

Representante autorizado / Authorised representative
CMC Medical Devices & Drugs S.L
HORACIO LENGO 18, 29006 - ESPANA / SPAIN

2 - SARS-CoV-2 Ag Rapid Test Kit Hangzhou Jucheng Medical Products Co., Ltd
: 5 . 3rd floor, building 1, No.8 Mingyuan Road, Gaohong Town, Lin'an District,
(Ref: 3-C-0104 ) (Mod: 25 festabox. ) Hanezhou iy, Zheliang Province, REPUBLICA POPULAR CHINA /
PEOPLES REPUBLIC OF CHINA

Representante autorizado / Authorised representative
CMC Medical Devices & Drugs S.L
HORACIO LENGO 18, 29006 - ESPANA / SPAIN

3 - SARS-CoV-2 Ag Rapid Test Kit Hangzhou Jucheng Medical Products Co., Ltd
(Ref: G-C-0104 ) ( Mod: 5 tests/box ) 3rd floor, building 1, No.8 Mingyuan Road, Gaohong Town, Lin'an District,

angzhou City, Zhejiang Province, REPUBLICA POPULAR CHINA /
PEO ES REPUBLIC OF CHINA

Representante autorizado / Authorised representative
CMC Medical Devices & Drugs S.L
HORACIO LENGO 18, 29006 - ESPANA / SPAIN

Agencia Espaiiola de Medicamentos y Productos Sanitarios (AEMPS) CSV: FKBVYYWCE
Fecha de la firma: 28/04/2021
Puede comprobar la autenticidad del documento en la sede de la AEMPS:https:/localizador.aemps.es
@RREO ELECTRONICO | Pagina 3 de 3 C/ CAMPEZO, 1 - EDIFICIO 828022 MADRID
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DEPARTAMENTO DE
PRODUCTOS SANITARIOS

N/REF: PS/CLV/MR/0508/2021-CLV

Y para que conste y surta los efectos oportunos ante las  Signed and issued as evidence thereof to be effective
Autoridades Sanitarias de Emiratos Arabes Unidos, with the Health Authorities of United Arab Emirates,
lo firmo en Madrid. in Madrid.

agencia espafola de
. medlcamentos

Productos sapi
Departamento de Productos Sant:;:pc::i

Fdo. Carmen Ruiz-Villar Fernandez-Bravo

F’-iN!Slf,H{'!L ASUNTOS EXTERICRES YRF QOPERACICH
i Li.**-\LiZ”‘ﬂkQ"""
Slrnv P ahnganar a firme quedpleenE
: ?u;er.ua 5in prejuzaa M
del documento #i ulterior dg AP

Madrid,

D. Antonio Gonzdlez Fernandez, Jefe de Seccién de la
Subdireccion General de Relaciones Internacionales y
Publicaciones del Ministerio de Sanidad, reconoce como
auténtica la firma de este documento mediante el
certificado electrénico del sello AEMPS (Agencia Espafiola
de Medicamentos y Productos Sanitarios) emitido por la
FNMT-RCM (F4brica Nacional de Moneda y Timbre - Real
Casa de la Moneda), certificado conforme al Reglament
910/2014, anexo llI, de Ia Unién Europe

vadrid, | 42 MAY. 2021

Agencia Espaiiola de Medicamentos y Productos Sanitarios (AEMPS) CSV: GSWYNGFBOD
P oot T T
Puede comprobar la autenticidad del documento en la sede de la AEMPS:htips.//localizador.aemps.es
i C/ CAMPEZO, 1 - EDIFICIO 828022 MADRID
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N/REF: PS/CLV/MR/0508/2021-CLV

DEPARTAMENTO DE
PRODUCTOS SANITARIOS

ANEXO I DEL CERTIFICADO N° 0508/2021-CLV

ANNEX I TO THE CERTIFICATE N° 0508/2021-CLV

PRODUCTOS SANITARIOS PARA DIAGNOSTICO IN VITRO REFERENCIADOS EN EL CERTIFICADO
IN VITRO DIAGNOSTIC MEDICAL DEVICES LISTED IN THE CERTIFICATE

Producto / Product
Referencia y modelo / Reference and model

1 - SARS-CoV-2 Ag Rapid Test Kit
( Ref: G-C-0104 ) ( Mod: 1 tests/box )

2 - SARS-CoV-2 Ag Rapid Test Kit
( Ref: G-C-0104 ) ( Mod: 25 tests/box )

3 - SARS-CoV-2 Ag Rapid Test Kit
( Ref: G-C-0104 ) ( Mod: 5 tests/box )

Empresa(s) / Company(s)
Domicilio social / Registered office

Hangzhou Jucheng Medical Products Co., Ltd
3rd floor, building 1, No.8 Mingyuan Road, Gachong Town, Lin'an District,

Hangzhou City, Zhejiang Province, REPUBLICA POPULAR CHINA /
PEOPLES REPUBLIC OF CHINA

Representante auforizado / Authorised representative
CMC Medical Devices & Drugs S.L
HORACIO LENGO 18, 29006 - ESPANA / SPAIN

Hangzhou Jucheng Medical Products Co., Ltd
3rd floor, building 1, No.8 Mingyuan Road, Gaohong Town, Lin'an District,

Hangzhou City, Zhejiang Province, REPUBLICA POPULAR CHINA /
PEOPLES REPUBLIC OF CHINA

Representante autorizado / Authorised representative
CMC Medical Devices & Drugs S.L
HORACIO LENGO 18, 29006 - ESPANA / SPAIN

Hangzhou Jucheng Medical Products Co., Ltd
3rd floor, building 1, No.8 Mingyuan Road, Gaohong Town, Lin'an District,

Hangzhou City, Zhejiang Province, REPUBLICA POPULAR CHINA /
PEOPLES SUBLIC OF CHINA

Representante autorizado / Authorised representative
CMC Medical Devices & Drugs S.L
HORACIO LENGO 18, 29006 - ESPANA / SPAIN

Fecha de la firma: 10/05/2021

Agencia Espaiiola de Medicamentos y Productos Sanitarios (AEMPS)

Puede comprobar la autenticidad del documento en la sede de la AEMPS:https:/localizador.aemps.es ﬁl H | H| I, |||| || m | l I H " |I| || ”I" m
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Hangzhou Jucheng Medical Products Co., Ltd.

SARS-CoV-2 Ag Rapid Test Kit

Limit of Detection Study Report

Study Summary

This study tested the limit of detection (LOD) of the SARS-CoV-2 Ag Rapid Test Kit on testing
SARS-COV-2 nucleocapsid protein.

1.Purpose

This study was to find out the LOD of the SARS-CoV-2 Ag Rapid Test Kit using SARS-COV-2
nucleocapsid protein expressed in vitro and National Standard Reference sample of SARS-CoV-2.

The eligibility standard of the product is: When the SARS-CoV-2 Ag rapid detection kit is used to detect a
pre-diluted low-concentration positive sample, and the positive rate is still >90%, it can be determined as
the LoD value

2.Reference
The study was performed according to the technical specification of the SARS-CoV-2 Ag Rapid Test Kit.
4.Method

Spike a Sputum/oropharyngeal saliva samples into saline water, respectively. Prepare the supernatant for
subsequent use. Spiked a group of serially diluted SARS-COV-2 nucleocapsid protein (500 pg/mL, 100
pg/mL, 50 pg/mL, 10 pg/mL, 0.5 pg/mL , 0 pg/mL) in supernatant described above, respectively. Each
supernatant is tested 30 times.

And then, spike a Sputum/oropharyngeal saliva samples into saline water, respectively. Prepare the
supernatant for subsequent use. Spiked a group of serially diluted National Standard Reference sample of
SARS-CoV-2 (10°TCIDsy/mL, 1x10°TCIDsy/mL, 1x10*TCIDsy/mL, 1x10°TCIDso/mL, 1x10*TCIDs¢/mL,
0TCIDsy/mL) in supernatant described above, respectively. Each supernatant are tested 30 times.



Hangzhou Jucheng Medical Products Co., Ltd.

6.Result
(Sputum/oropharyngeal saliva)
Sample

500 pg/mL 30/30 (100%)
100 pg/mL 30/30 (100%)

50 pg/mL 30/30 (100%)

10 pg/mL 28/30 (93.3%)
0.5 pg/mL 6/30 (20%)

0 pg/mL 0/30 (0%)

(Sputum/oropharyngeal saliva)
Sample
1x10°TCIDso/mL 30/30 (100%)
1x10°TCIDso/mL 30/30 (100%)
1x10*TCIDso/mL 30/30 (100%)
1x10°TCIDsy/mL 29/30 (96.7%)
1x10°TCIDso/mL 6/30 (20%)
0 TCIDso/mL 0/30 (0%)

Test results presented above shows that the LOD of the SARS-CoV-2 Ag Rapid Test Kit is 10 pg/mL
SARS-COV-2 nucleocapsid protein. The LOD of the SARS-CoV-2 Ag Rapid Test Kit is 1x10°TCIDsy/mL
SARS-COV-2.

7. Conclusion

The SARS-CoV-2 Ag rapid detection kit is superior to the requirements in the product specifications,
supporting its feasibility in clinical applications.

Hangzhou Jucheng Medical Products Co., Ltd
Cheng Yinkai



