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Elenco dei dispositivi medici

Criteri di ricerca:
Denominazione fabbricante: 
Codice fiscale fabbricante: 
Partita IVA / VAT number fabbricante: 
Codice nazione fabbricante: 
Denominazione mandatario: 
Codice fiscale mandatario: 
Partita IVA / VAT number mandatario: 
Codice nazione mandatario: 
Tipologia dispositivo: 
Identificativo di registrazione attribuito dal sistema BD/RDM: 1798068
Codice attribuito dal fabbricante: W39-CH
Nome commerciale e modello: 
Classificazione CND: 
Descrizione CND: 
Normativa: 
Classe CE (valida solo per dispositivi medici di classe, impiantabili attivi e IVD): 

Elenco dispositivi individuati
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TÜV SÜD Product Service GmbH is Notified Body with identification no. 0123

TÜV SÜD Product Service GmbH • Certification Body • Ridlerstraße 65 • 80339 Munich • Germany

Manufacturer: GUANGZHOU WONDFO BIOTECH CO., LTD.
No. 8 Lizhishan Road, Science City
Luogang District
510663 Guangzhou
PEOPLE'S REPUBLIC OF CHINA

Product Category(ies): Products for determination of tumor 
markers (PSA)
Chlamydia, Blood Glucose and self testing 
products

The Certification Body of TÜV SÜD Product Service GmbH declares that the aforementioned 
manufacturer has implemented a quality assurance system for design, manufacture and final 
inspection of the respective devices / device families in accordance with IVDD Annex IV. This 
quality assurance system conforms to the requirements of this Directive and is subject to periodical 
surveillance. For marketing of List A devices an additional Annex IV (4) certificate is mandatory. All 
applicable requirements of the testing and certification regulation of TÜV SÜD Group have to be 
complied with. For details and certificate validity see: www.tuvsud.com/ps-cert?q=cert:V1 058008 
0030 Rev. 02 

Report no.: SH2114101

Valid from: 2022-03-18
Valid until: 2025-05-26

Date, 2022-03-18

Christoph Dicks
Head of Certification/Notified Body

http://www.tuvsud.com/ps-cert?q=cert:V1%20058008%200030%20Rev.%2002
http://www.tuvsud.com/ps-cert?q=cert:V1%20058008%200030%20Rev.%2002
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TÜV SÜD Product Service GmbH • Certification Body • Ridlerstraße 65 • 80339 Munich • Germany

Model(s): One Step Prostate Specific Antigen (PSA) 
Serum/Plasma Test, One Step Prostate Specific 
Antigen (PSA) Whole Blood/Serum/Plasma Test, 
One Step FSH Urine Test, Blood Glucose 
Monitoring System for Self Testing, One Step Strep 
A Swab Test, One Step Chlamydia Swab Test, One 
Step Influenza A Test, One Step Influenza B Test, 
One Step Influenza A&B Test, Digital Pregnancy 
Test, PSA Rapid Quantitative Test, Sperm 
Concentration Test, One Step Fecal Occult Blood 
(FOB) Test , Prostate Specific Antigen Control, 
Diagnostic kit for Human IgM Antibody of 
Chlamydia Pneumoniae(Immunochromatographic 
Assay), Digital OvulationTest, FPSA (Free Prostate 
Specific Antigen) Quantitative Rapid Test, Digital 
Pregnancy Test with Conception Indicator, One 
Step Ovulation Urine Test, One Step HCG Urine 
Test 

Facility(ies): GUANGZHOU WONDFO BIOTECH CO., LTD.
No. 8 Lizhishan Road, Science City, Luogang District, 510663 
Guangzhou, PEOPLE'S REPUBLIC OF CHINA

GUANGZHOU WONDFO BIOTECH CO., LTD.
501 Room,5F Self-edited Building 1, No.8 Lianhuayan Road, 
Huangpu District, 510663 Guangzhou, PEOPLE'S REPUBLIC OF 
CHINA

.







LVondfo 
万孚

物料编码：13017720 项目名称：Strep A分泌物卡自测用说明书(285x210mm)70g双胶英意VOl

尺寸（长＊岔高） ：285*210mm 颜色： K20 一 ClOOM40 材质：70g双胶

折页方式：风琴2折3页＋对折巴� 修改内容：口文字口颜色口尺寸口工艺口材质口其他口无

改稿前编码：／

稿件确认签名：

申请人：赵慧婷 设计师：杨晓洁

工艺：／

巴
设计时间：2022.12.29

稿件确认签名： 仅核对阴阳符合性和标识符号无误，
其他内容正确性请业务部门自行核对，
请业务部门与注册确认稿件与注册稿的一致性






