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Antigen-Tests zum direkten Erregernachweis des Cc

Die Angabe .Evaluierung PEI" bildet die entsprechende. auf der Webseite des Paul-Ehrlich-Instituts (PEI) verdffentlichte Ubersicht zur dortigen verg

CoV-2 Antigensch

ab (siehe WV

des PEI).

= ,Ja" bedeutet, dass der Test bereits mit positivem Ergebnis durch das PEI evaluiert wurde.
= .MNein" bedeutet, dass bislang keine entsprechenden Testergebnisse vorliegen.

Im Falle einer negativen Evaluierung durch das PEI streicht das BfArM den entsprechenden Test mit allen zugeordneten Vertreibern von seiner List
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Test-1D Herstellers / Europ. PEI o Name T= Stadt Land Name Stadt Land
Bevollméchtigten
MNovel corenavirus (2019- MNanjing Norman
ATA462/20 nCov) Antigen Testing Kit Ja Biological Technology Nanjing CN Caretechion GmbH Dasseldorf DE
(Collcidal Gold) Co., Lid
MNovel Coronavirus (2019- Nanjing Norman CMG Medical
AT406/21 nCoV) Antigen Testing Kit Ja Biclogical Technology Nanjing CN Devices& Drugs S.L Malaga ES
(Colloidal Gold){Saliva) Co., Ltd g o
MNovel Coronavirus (2019- Nanjing Morman
nCoV) Antigen Testing Kit - CMC Medical
ATBES721 (Colloidal Gold) (Anterior Ja Biological Technology Nanjing CN Devices& Drugs S.L. Malaga ES
Co., Ltd.
MNasal swab}
Inverkehrbringer Bezeichnung des Z B PR
= — = Mame und Anschrift des Herstellers Mame und Anschrift des Bevollmachtigten
Firma Anschrift Medizinprodukts

Manjing Morman Biological
Technology Co., Ltd.

Mo. 197 Pharmaceutical
Valley Road, liangbei New
Area, Manjing, liangsu,
210000, China

Mowel Coronavirus (2018-nCoV)
Antigen Test-Kit (Kolloidales
Gold)|Anterior Nasal swab)
Self-test

Manjing Morman Biological
Technology Co., Ltd.

Mo, 197 Pharmaceutical Valley Road,
Jiangbei Mew Area, Nanjing, liangsu,
210000, China

Spain

(CMC Medical Devices& Drugs 5.L.
C/ Horacio Lengo N™ 18, CP29006, Malaga,

Bolivia approval
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Mowel Coronavirus (2019-nCoV) Naniji Norman Biclogical
00965873 Antigen Testing Kit (Colloidal 2
Technology Co., Ltd.
Gold)
) Appendix 1 RETRTE
Medical Device Details
Name of Medical Devi % i - i i B
i ice Novel Coronavirus (2019-nCoV) Antigen Testing Kit (Colloidal Gold) P s aiweiiletdosiitwns
Brand/Model Norman Tuduseanavszdlu # T 6600068
Malaysia MDA e s )
— Tufuseams
Sample type ¢ Saliva Vit i
& Th = I d FDA Tntended Use Novel Coronavirus (2019-nCoV) Antigen Testing Kit is used for the . .1 SES250 BIS
allan rapid, qualitative, self-test using detection of the nucleocapsid - 3 i
protein antigen from SARS-CoV-2 in human saliva in vitro.vThe wnswszssiaRietoslourme e bece dumiundoiouns
antigen Is generally detectable in upper respiratory samples during Novel Coronavirus (2019-nCoV) Antigen Testing Kit (Colloidal
the vacute phase of infection. The test is intended for self-use in
adults. The application in adolescents and children should be Twandunipdosourms  THAAUR NAM-FT-155-1, NRMFT-1
carried out under the supervision of adults. AU 1, 25 YamveaBuRBnass
Brief Description The novel coronaviruses belong to the B genus. COVID-19 is an Fsdumeeniime sindomslsiumeyee wwuisdnios
acute respiratory infectious _disease. People are generally HUUATISIN wouRsuImIDs (Home use/Self-test)
susceptible. Currently, the patients infected by the novel Fsdanas saliva
mrqnavirus are the main source of infection; asymptomatic virus 3 P73 AmeRot e
carriers oall1iv flls_n be inf_ecticglé _soul'oe§. Base;'idgnlthe Cl;fl’e!’l‘ Nanjing Norman Technology Co., Ltd.
inv period is 1 to 14 days, No. 197 Pharmaceutical Valley Road Jlangbel New Area, Nanjing, Jiangsu, 210000, China
mostly 3 to 7 days. The most common symptoms include fever, dry @ e P ==
cough, and tiredness. Some cases also report aches and pains, W AaTy Hamvisthivinlesdlounvedn  vidm mndvlnuea Siim
sore throat, diarrhea, conjunctivitis, headache, loss of taste or frogeod — 12 o
smell, a rash on skin, or discoloration of fingers or toes. The paoses, = i) it L3
serious symptoms include difficulty breathing or shortness of dwamws  womanaei Sinosiun Wasamyd =
breath, chest pain or pressure, loss of speech or movement. dawln amgd ilusudy 15000 Twsdw 087 7175444 Tnsans -
Without timely medical intervention, severe complications or even sonlvla w Fuil 1 deu [ — wn 2568

Lot Number

Manufacturer’s name

death may occur to COVID-19 cases.
i 52052621
¢ Nanjing Norman Biological Technology Co. Ltd., P,l(.




