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HATOSAGI BIZONYITVANY

Az Orszagos Gyogyszerészeti és Elelmezés-egészségiigyi Intézet (a tovabbiakban: OGYEI) nevében
eljarva az in vitro diagnosztikai orvostechnikai eszk6zokrol szol6 98/79/EK eurdpai parlamenti €s
tanacsi iranyelvet honosito, az in vitro diagnosztikai orvostechnikai eszk6zokrdl szolo 8/2003. (111
13.) ESzCsM rendelet (a tovabbiakban: R.) 16. § (1g) bekezdése alapjan a Carbon Web Kft.
(székhelye: 5600 Békéscsaba, Siraly koz 6. adészam: 24195320-2-04, tovabbiakban: forgalmazo)
kérelmére az alabbi in vitro diagnosztikai orvostechnikai eszkdz(6k) nyilvantartasba vételét

igazolom:

Az eszk6z(6k) kategoridja az ISO 15225:2000 szerint: IVD eszkozok.

Az eszkdz(0k) neve:

Eszkoz neve Katalogusszam Kock,azatl Gyarto neve EC/REP neve
osztalya
) . Onellenérzésre | Guangdong Wesail
COVID-19 Ag Test Kit BEO0081 s70lgal6 IVD Biotech Co., Ltd. Lotus NL B.V.
) . Onellenérzésre | Guangdong Wesail
COVID-19 Ag Test Kit BEO0082 s70lgal6 IVD Biotech Co., Ltd. Lotus NL B.V.
, Onellenérzésre | Guangdong Wesail
COVID-19 Ag Test Kit BE0083 sz0lgal6 TVD Biotech Co.. Ltd. Lotus NL B.V.
, Onellenérzésre | Guangdong Wesail
COVID-19 Ag Test Kit BE0080 sz0lgalé TVD Biotech Co.. Ltd. Lotus NL B.V.
Severe Acute Respiratory Syndrome ) Nanjing Vazyme
Coronavirus 2 (SARS-CoV-2) Antigen C8611CA Altalanos IVD | Medical Technology Obelis s.a.
Detection Kit (Colloidal Gold-Based) Co., Ltd.
Severe Acute Respiratory Syndrome ) Nanjing Vazyme
Coronavirus 2 (SARS-CoV-2) Antigen C8602CA Altalanos IVD | Medical Technology Obelis s.a.
Detection Kit (Colloidal Gold-Based) Co., Ltd.
i i . Nanjing Vazyme
SARS CQV 2 RB.D Protein IgG E2611C Altalanos IVD | Medical Technology Obelis s.a.
Detection Kit (Colloidal Gold-Based)
Co,, Ltd.
SARS-CoV-2 RBD Protein 1gG Nanjing Vazyme
. . . g E2602C Altalanos IVD | Medical Technology Obelis s.a.
Detection Kit (Colloidal Gold-Based) Co. Ltd
_ : : : Onellendrzésre | Qingdao Hightop
SARS-CoV-2 Antigen Rapid Test H100G szolgilé TVD Biotech Co., Ltd. MedNet GmbH
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Severe Acute Respiratory Syndrome
Coronavirus 2 (SARS-CoV-2)
Antigen Detection Kit

C8611CH

Onellendrzésre
szolgalé IVD

Nanjing Vazyme
Medical Technology
Co., Ltd.

Polgen Sp. z o.0.
Sp.K.

HIV Rapid Test Device

HIV-W23

A lista IVD

Assure Tech.
(Hangzhou) Co.,
Ltd.

Lotus NL B.V.

Syphilis Rapid Test

SYP-W23

Altalanos IVD

Assure Tech.
(Hangzhou) Co.,
Ltd.

Lotus NL B.V.

Hepatitis A virus Rapid Test

HAV IgM -W23

Altalanos IVD

Assure Tech.
(Hangzhou) Co.,
Ltd.

Lotus NL B.V.

Adenovirus Rapid Test

Altalanos IVD

Assure Tech.
(Hangzhou) Co.,
Ltd.

Lotus NL B.V.

Cat Allergy Test

Allergen-E1

Altalanos IVD

Assure Tech.
(Hangzhou) Co.,
Ltd.

Lotus NL B.V.

Dog Allergy Test

Allergen-E5

Altalanos IVD

Assure Tech.
(Hangzhou) Co.,
Ltd.

Lotus NL B.V.

Egg white Allergy Test

Allergen-F1

Altalanos IVD

Assure Tech.
(Hangzhou) Co.,
Ltd.

Lotus NL B.V.

Milk Allergy Test

Allergen-F2

Altalanos IVD

Assure Tech.
(Hangzhou) Co.,
Ltd.

Lotus NL B.V.

Multi Drug Rapid Test

MD-U516

Altalanos IVD

Assure Tech.
(Hangzhou) Co.,
Ltd.

Lotus NL B.V.

Peanut Allergy Test

Allergen-F13

Altalanos IVD

Assure Tech.
(Hangzhou) Co.,
Ltd.

Lotus NL B.V.

Shrimp Allergy Test

Allergen-F24

Altalanos IVD

Assure Tech.
(Hangzhou) Co.,
Ltd.

Lotus NL B.V.

Soybean Allergy Test

Allergen-F14

Altalanos IVD

Assure Tech.
(Hangzhou) Co.,
Ltd.

Lotus NL B.V.

Monkeypox Antigen Rapid Test

Altalanos IVD

Assure Tech.
(Hangzhou) Co.,
Ltd.

Lotus NL B.V.

Monkeypox Antibody Rapid Test
Device

Altalanos IVD

Assure Tech.
(Hangzhou) Co.,
Ltd.

Lotus NL B.V.

Vaginal pH Test Device

PH-S23H

OnellenSrzésre
szolgal6é IVD

Assure Tech.
(Hangzhou) Co.,
Ltd.

Lotus NL B.V.

COVID-19 Antigen Nasal Test Kit

COV-S35002

Onellendrzésre
szolgalé TVD

Assure Tech.
(Hangzhou) Co.,
Ltd.

Lotus NL B.V.

Whole wheat flour Allergy Test

Allergen-F4

Altalanos IVD

Assure Tech.
(Hangzhou) Co.,
Ltd.

Lotus NL B.V.
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Assure Tech.

Crab Allergy Test Allergen-F23 | Altaldnos IVD (Hangzhou) Co., Lotus NL B.V.
Ltd.
) Assure Tech.
Beef Allergy Test Allergen-F27 | Altalanos IVD (Hangzhou) Co., Lotus NL B.V.
Ltd.
) Assure Tech.
Lamb Allergy Test Allergen-F88 | Altalanos IVD (Hangzhou) Co., Lotus NL B.V.
Ltd.
) Assure Tech.
Cashew nut Allergy Test Allergen-F202 | Altalanos IVD (Hangzhou) Co., Lotus NL B.V.
Ltd.
) Assure Tech.
Breast Milk Alcohol Test D-ALC-M11 Altalanos IVD (Hangzhou) Co., Lotus NL B.V.
Ltd.
) Assure Tech.
Strep A Rapid Test STA-S23 Altalanos IVD (Hangzhou) Co., Lotus NL B.V.
Ltd.
) Assure Tech.
Strep B Rapid Test STB-S23 Altalanos IVD (Hangzhou) Co., Lotus NL B.V.
Ltd.
) Assure Tech.
Rotavirus Rapid Test ROTA-F23 Altalanos IVD (Hangzhou) Co., Lotus NL B.V.
Ltd.
. . . Assure Tech.
Salmonella Typhi/ Paratyphi Antigen Altalanos IVD | (Hangzhou) Co., | Lotus NL B.V.
Rapid Test
Ltd.
Trichomonas Vaginalis Rapid Test ‘ CITEST CMC MEDICAL
Cassette (Vaginal Swab) REF ITV-502 Altalanos IVD DIAGNOSTICS DEVICES &
g INC DRUGS, S.L.
CITEST CMC MEDICAL
Lyme 1gG/IgM Rapid Test REF ILY-402 | Altalanos IVD | DIAGNOSTICS DEVICES &
INC DRUGS, S.L.
) CITEST CMC MEDICAL
Candida albicans Rapid Test REF ICA-502 | Altalanos IVD DIAGNOSTICS DEVICES &
INC DRUGS, S.L.
RAPID SARS-COV-2 ANTIGEN Onellendrzésre Xiamen Boson
TEST CARD 1N40C5-2 sz0lgdlo IVD | Biotech Co., Ltd. | “OWMSNLBV.
Shanghai
‘ Hangzhou Clongene International
COVID-19 Antigen Rapid Test | ICOV5002-B025 | Altalénos IVD | a19 g Holding
Biotech Co., Ltd. -
Corporation GmbH
(Europe)
Shanghai
= International
) . . ISCOVU002- | Onellenérzésre | Hangzhou Clongene .
COVID-19 Antigen Rapid Test BOOL sz0lgdlé TVD Biotech Co., Ltd. Hol_dlng
Corporation GmbH
(Europe)
Shanghai
- International
; . ISCOVU002- | Onellendrzésre | Hangzhou Clongene .
COVID-19 Antigen Rapid Test BO0S sz0lgdlé VD | Biotech Co., Ltd. Holding
Corporation GmbH
(Europe)
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Shanghai
= International
i . . ISCOVU002- | Onellenérzésre | Hangzhou Clongene -
COVID-19 Antigen Rapid Test BO25 sz0lgilé VD | Biotech Co., Ltd. Holding
Corporation GmbH
(Europe)
Onellenérzésre ACON Biotech
SARS-CoV-2 Antigen Rapid Test L031-118M5 1 (Hangzhou) Co., MedNet GmbH
szolgal6é IVD Ltd
Onellenérzésre ACON Biotech
SARS-CoV-2 Antigen Rapid Test L031-118N5 (1 (Hangzhou) Co., MedNet GmbH
szolgalé IVD Ltd
Onellenérzésre ACON Biotech
SARS-CoV-2 Antigen Rapid Test L031-118W5 (1 (Hangzhou) Co., MedNet GmbH
szolgalé IVD Ltd
Onellenérzésre ACON Biotech
SARS-CoV-2 Antigen Rapid Test L031-118P5 1 (Hangzhou) Co., MedNet GmbH
szolgal6é IVD Ltd
Onellendrzésre ACON Biotech
SARS-CoV-2 Antigen Rapid Test L031-11875 o (Hangzhou) Co., MedNet GmbH
szolgalé IVD Ltd
Onellendrzésre ACON Biotech
SARS-CoV-2 Antigen Rapid Test L031-118R5 e (Hangzhou) Co., MedNet GmbH
szolgalé IVD Ltd
. . Onellenérzésre | Joinstar Biomedical
COVID-19 Antigen Rapid Test FGCOVG7100 sz0lgdlé TVD | Technology Co. Ltd., Lotus NL B.V.
Onellendrzésre Assure Tech
COVID-19 Antigen Saliva Test Kit COV-S35H1 e (Hangzhou) Co., Lotus NL B.V.
szolgalé IVD Ltd

A nyilvantartasba vett adatokat igazolé hatdsagi bizonyitvdny — a benne szerepld adatok
valtozatlansaga mellett — visszavonasig érvényes.

A nyilvantartasba vételt a gyart6 azon nyilatkozata alapjan végeztiik, amely szerint az eszk6z(6k) a
R. hatalya ala tartozd, az Europai Uni6 valamely tagallamaban mar nyilvantartasba vett / tantsitott in
vitro diagnosztikai orvostechnikai eszk6z(6k).

Az OGYEI a fenti nyilatkozatok alapjan nyilvantartasba vételi kérelmének eleget tett, annak egyidejii
hangsulyozasaval, hogy nem vizsgdl minden egyes bejelentést, ezért a nyilvantartdsba vétel nem
jelenti, nem is jelentheti a bejelentésben foglaltak jovahagyasat. A jelen igazolas tehat nem tekinthetd
sem jovahagyasnak, sem hozzajarulasnak.

Az Ugyfél a népjoléti agazatba tartozod egyes allamigazgatasi eljarasokért és igazgatasi jellegli
szolgaltatasokért fizetendd dijakrdl szold 50/1996. (XII. 27.) NM rendelet 1. melléklet IL.5. pontja
szerinti 16 000 Ft értékii igazgatési-szolgaltatasi dijat megfizette.

A fellebbezés lehetdségét az Akr. 116. § (4) bekezdésének d) pontja zarja ki, mig a kozigazgatasi per
inditasara vonatkoz6 lehetOséget az Akr. 114 § (1) bekezdés allapitja meg.

Jelen hatosagi bizonyitvanyban foglalt dontésemet az altalanos kozigazgatasi rendtartasrol sz6lo
2016. evi CL. torvény (a tovabbiakban: Akr.) 94-95. §-ok rendelkezéseire figyelemmel a R. 16. §
(19) bekezdésében biztositott hataskorben, az Orszagos Gyogyszerészeti és Elelmezés-egészségiigyi
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Intézetrdl sz616 28/2015. (11. 25.) Korm. rendelet 3. § (o) pontjaban foglalt kijel61és alapjan eljarva
hoztam meg.

Jelen igazolast a terméklista modositasa miatt a HU/CA01/45528/22 szamu igazolas helyett adtuk Ki.
Egyidejiileg a HU/CA01/45528/22 szamu igazolés érvényét veszitette.
Kelt, Budapest

Kiadményozza:

Foosztalyvezetd

Errél értesiil elektronikusan:
1. Carbon Web Kft. (5600 Békéscsaba, Siraly koz 6. adoszam: 24195320-2-04)
2. Irattar



Declaration of Conformity

ACON Biotech (Hangzhou) Co., Ltd.
No.210 Zhenzhong Road, West Lake District,
Hangzhou, P.R. China, 310030

We declare under our sole responsibility that the
in vitro diagnostic device:

Flowflex SARS-CoV-2 Antigen Rapid Test (Self-Testing)
(LO31-118M5: 1 Test; L031-118P5: 5 Test; L031-118R5: 25 Test)

classified as self-testing according to the Annex Il of the directive 98/79/EC,
meets all the provisions of the directive 98/79/EC on in vitro
diagnostic medical devices which apply to it.

This declaration is according to Annex II.6 of the Directive and thus is
based on approval by the notified body
TOV SUD Product Service GmbH, Ridlerstrae 65
80339 MUNCHEN, Germany, notified under
No. 0123 to the EC Commission.

Authorized Representative:
MedNet GmbH
Borkstrasse 10

48163 Muenster, Germany

This declaration is valid until expiration of EC certificate

No. V9 042074 0032 Rev.00
Expiration Date: 2024-05-26

Signed this _ 3| day of Mo it

in Hangzhou, China \/ %_\

International Regulatory Affairs Senior Director
ACON Biotech (Hangzhou) Co., Ltd.

' ACON BIOTECH (HANGZHOU) CO., LTD.
No.210 Zhenzhong Road, West Lake District, Hangzhou, P.R. China, 310030
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Tk g k" ZLG-BS-245.10.07

EC Certificate

EC Design-Examination Certificate
Directive 98/79/EC on In Vitro Diagnostic Medical Devices (IVDD), Annex llI (6)
(Devices for self-testing)

No. V9 042074 0032 Rev. 00

www.zlg.de

Product Service

Manufacturer: Acon Biotech (Hangzhou) Co., Ltd.
No.210 Zhenzhong Road
West Lake District
310030 Hangzhou
PEOPLE'S REPUBLIC OF CHINA

Product: In Vitro diagnostic devices for self testing

The Certification Body of TUV SUD Product Service GmbH declares that a design examination has
been carried out on the respective devices in accordance with VDD Annex Il (6). The design of the
devices conforms to the requirements of this Directive. All applicable requirements of the testing and
certification regulation of TUV SUD Group have to be complied with. For details and certificate validity
see: www.tuvsud.com/ps-cert?g=cert:V9 042074 0032 Rev. 00

Report No.: SH2110605
Valid from: 2021-05-14
Valid untii: 2024-05-26

Date, 2021-05-14 c
'@lL\/

Christoph Dicks
Head of Certification/Notified Body

Page 10f3
TOV SUD Product Service GmbH is Notified Body with identification no. 0123

TUV SUD Product Service GmbH « Certification Body * Ridlerstralte 65 « 80339 Munich « Germany
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EC Certificate

EC Design-Examination Certificate

Product Service

Directive 98/79/EC on In Vitro Diagnostic Medical Devices (IVDD), Annex lll (6)

(Devices for self-testing)

No. V9 042074 0032 Rev. 00

Model(s): SARS-CoV-2 Antigen Rapid Test (Self-Testing)

Facilitv(ies): Acon Biotech (Hangzhou) Co., Ltd.
y( ) No0.210 Zhenzhong Road, West Lake District, 310030 Hangzhou,
PEOPLE'S REPUBLIC OF CHINA

Model name:

Flowflex SARS-CoV-2 Antigen Rapid Test {Self-Testing)
Flowflex SARS-CoV-2 Antigen Rapid Test (Self-Testing)
Flowflex SARS-CoV-2 Antigen Rapid Test (Self-Testing)
Flowflex SARS-CoV-2 Antigen Rapid Test (Self-Testing)
Flowflex SARS-CoV-2 Antigen Rapid Test (Self-Testing)
Flowflex SARS-CoV-2 Antigen Rapid Test (Self-Testing)
Flowflex SARS-CoV-2 Antigen Rapid Test (Self-Testing)
Flowflex SARS-CoV-2 Antigen Rapid Test {Self-Testing)
Flowflex SARS-CoV-2 Antigen Rapid Test (Self-Testing)
Flowflex SARS-CoV-2 Antigen Rapid Test (Self-Testing)
Flowflex SARS-CoV-2 Antigen Rapid Test {Self-Testing)
Flowflex SARS-CoV-2 Antigen Rapid Test (Self-Testing)
Flowflex SARS-CoV-2 Antigen Rapid Test (Self-Testing)
Flowflex SARS-CoV-2 Antigen Rapid Test {Self-Testing)

Hughes SARS-CoV-2 Antigen Rapid Test (Self-Testing)
Hughes SARS-CoV-2 Antigen Rapid Test {Self-Testing)
Hughes SARS-CoV-2 Antigen Rapid Test (Self-Testing)
Hughes SARS-CoV-2 Antigen Rapid Test (Self-Testing)
Hughes SARS-CoV-2 Antigen Rapid Test (Self-Testing)
Hughes SARS-CoV-2 Antigen Rapid Test (Self-Testing)

Quik Check SARS-CoV-2 Antigen Rapid Test (Self-Testing)
Quik Check SARS-CoV-2 Antigen Rapid Test (Self-Testing)
Quik Check SARS-CoV-2 Antigen Rapid Test (Self-Testing)
Quik Check SARS-CoV-2 Antigen Rapid Test (Self-Testing)
Quik Check SARS-CoV-2 Antigen Rapid Test (Self-Testing)
Quik Check SARS-CoV-2 Antigen Rapid Test (Self-Testing)

Page 2 of 3

Model number:

REF LO31-11855
REF LO31-118L5
REF LO31-118T5
REF LO31-118A5
REF L0O31-118U5
REF L0O31-118V5
REF LO31-118Q5
REF LO31-118M5
REF LO31-118N5
REF LO31-118W5
REF L0O31-118P5
REF LO31-118Y5
REF LO31-11875
REF LO31-118R5

REF LO31-11853E
REF LO31-118A3E
REF L031-118Q3E
REF L031-118M3E
REF LO31-118P3E
REF LO31-118R3E

REF LO31-11857
REF LO31-118A7
REF LO31-118Q7
REF LO31-118M7
REF L031-118P7
REF L031-118R7

TUV SUD Product Service GmbH is Notified Body with identification no. 0123

TUV SUD Product Service GmbH « Certification Body ¢ Ridlerstrafte 65 » 80339 Munich « Germany
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EC Certificate

EC Design-Examination Certificate
Directive 98/79/EC on In Vitro Diagnostic Medical Devices (IVDD), Annex lli (6)
(Devices for self-testing)

No. V9 042074 0032 Rev. 00

www.zig.de

Product Service

DIAQUICK SARS-CoV-2 Antigen Rapid Test (Self-Testing) REF L0O31-11853)
DIAQUICK SARS-CoV-2 Antigen Rapid Test (Self-Testing) REF LO31-118A3)
DIAQUICK SARS-CoV-2 Antigen Rapid Test (Self-Testing) REF LO31-118Q3)
DIAQUICK SARS-CoV-2 Antigen Rapid Test (Self-Testing) REF LO31-118M3)
DIAQUICK SARS-CoV-2 Antigen Rapid Test (Self-Testing) REF LO31-118P3/
DIAQUICK SARS-CoV-2 Antigen Rapid Test (Self-Testing) REF LO31-118R3)
Swiss Point of care SARS-CoV-2 Antigen Rapid Test (Self-Testing) REF L0O31-11853D
Swiss Point of care SARS-CoV-2 Antigen Rapid Test (Self-Testing) REF LO31-118A3D
Swiss Point of care SARS-CoV-2 Antigen Rapid Test (Self-Testing) REF L0O31-118Q3D
Swiss Point of care SARS-CoV-2 Antigen Rapid Test (Self-Testing) REF L031-118M3D
Swiss Point of care SARS-CoV-2 Antigen Rapid Test (Self-Testing) REF LO31-118P3D
Swiss Point of care SARS-CoV-2 Antigen Rapid Test (Self-Testing) REF LO31-118R3D
Page 30f3

TOV SUD Product Service GmbH is Notified Body with identification no. 0123 5
TOV
TUV SUD Product Service GmbH « Certification Body ¢ Ridlerstrale 65 « 80339 Munich * Germany



