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Dear Karen Hill
 
We are pleased to confirm that the application to register or update an existing registration for the following
manufacturer, which you submitted on 15 September 2022 has been reviewed:

Application reference: 2022091501277316

Manufacturer organisation: Apollo Biotech co., ltd.
Address:
18F-1 No. 75 Xintai 5th Road
New Taipei
New Taipei City
22101
Taiwan
 

Manufacturer registration status: Registered

Device(s):

 



 

GMDN Code & Term Status Comment

61302 - Clinical laboratory analyser/instrument
control unit IVD

Registered

 

Please note this letter does not represent any form of accreditation, certification or approval by the UK Competent
Authority.

If you stop placing devices on the market or if you are not complying with the Regulations, you should inform us
so that we can amend our records. You should be aware that it is an offence to place on the market UKCA or CE
marked devices that do not comply with the regulations.

Please inform us of the following chargeable changes:
1. company/organisation information e.g. name and address
2. additional devices (GMDN code or term)

 

Please also use the Devices Online Registration Database (DORS) to tell us of the following changes e.g. removal/
discontinuation of a device (GMDN) or product from your registration record, change of contact person, telephone
number and/or email address, for which payment of our statutory fee does not apply.

Please note that the name and address of manufacturer, UK Responsible Person or Authorised Representative
(Northern Ireland only) and devices that have been registered will be published on our Public Access Registration
Database (PARD). In vitro diagnostic medical devices registered as undergoing performance evaluation study are
not published on this database.

The account number for your company/organisation is 0000026022.
 
Please do not respond directly to this email address. The originating email account is not monitored.

Yours sincerely,
 

 
Ngozi Onyeukwu
Device registrations service
Devices division
Medicines and Healthcare products Regulatory Agency

 
 
 

 





Consultas
ANVISA - Agência Nacional de Vigilância Sanitária
    

    

    

    

Detalhes do Produto

Nome da Empresa VYTTRA DIAGNOSTICOS IMPORTACAO E EXPORTACAO S.A.

CNPJ 00.904.728/0012-09

Autorização 8.16.926-1

Produto proxima iaX - Analisador Inteligente

Modelo Produto Médico

2101

Tipo de Arquivo Arquivos Expediente, data e hora de inclusão

INSTRUÇÕES DE USO OU MANUAL
DO USUÁRIO DO PRODUTO

Proxima IaX- Analisador
Inteligente_2101 - 81692610238.pdf 3973275211 - 08/10/2021 09:29:06

Nome Técnico Instrumento destinado a imunoensaios

Registro 81692610238

Processo 25351414466202172

Fabricante Legal APOLLO BIOTECH CO. LTD

Classificação de Risco II - Classe II: produtos de médio risco ao indivíduo e ou baixo risco à saúde
pública

Vencimento do Registro [sem dados cadastrados]

Impresso dia 19 de outubro de 2021 às 19h24 em "http://consultas.anvisa.gov.br/api/consulta/downloadPDF/25351414466202172"

http://consultas.anvisa.gov.br/api/consulta/produtos/25351414466202172/anexo/T15222293/nomeArquivo/Proxima IaX- Analisador Inteligente_2101 - 81692610238.pdf?Authorization=Guest
http://consultas.anvisa.gov.br/api/consulta/produtos/25351414466202172/anexo/T15222293/nomeArquivo/Proxima IaX- Analisador Inteligente_2101 - 81692610238.pdf?Authorization=Guest
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