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Statement 

 

To whom it may concern： 

 

We, Hangzhou AGS MedTech Co., Ltd., as the manufacturer, before the date of expiry of the MDD 

EC certificate, have signed a written agreement with our notified body in accordance with Section 

4.3, second subparagraph, of Annex VII to regulation (EU) 2017/745 for the conformity assessment 

in respect of the device as listed in Annex I. 

 

And, we, Hangzhou AGS MedTech Co., Ltd., hereby declare that: 

The following conditions set out in paragraph 3c of amending regulation (EU) MDR 2017/745 are 

met: 

(a) those devices continue to comply with Directive 90/385/EEC or Directive 93/42/EEC, as 

applicable; 

(b) there are no significant changes in the design and intended purpose; 

(c) the devices do not present an unacceptable risk to the health or safety of patients, users or other 

persons, or to other aspects of the protection of public health; 

(d) no later than 26 May 2024, the manufacturer has put in place a quality management system in 

accordance with Article 10(9); 

(e) no later than 26 May 2024, the manufacturer or the authorised representative has lodged a formal 

application with a notified body in accordance with Section 4.3, first subparagraph, of Annex VII 

for conformity assessment in respect of a device referred to in paragraph 3a or 3b of this Article or 

in respect of a device intended to substitute that device, and, no later than 26 September 2024, the 

notified body and the manufacturer have signed a written agreement in accordance with Section 4.3, 

second subparagraph, of Annex VII. 

 

Also, according to Article 120 3a. (b) of amending regulation (EU) MDR 2017/745, class IIa and 

class IIb devices as listed in Annex I, have a certificate that was issued in accordance with Directive 

93/42/EEC from 25 May 2017 that were still valid on 26 May 2021and that have expired before 20 

March 2023 shall be considered to be valid until 31 December 2028. 

 

Conclusion, our devices as listed in Annex I, will place on the market until 31 December 2028. 

 

Hangzhou AGS MedTech Co., Ltd.  

Building 5, Building 6,  

No.597 Kangxin Road  

Yuhang District  

311106 Hangzhou, Zhejiang,  

P. R. China 

    

                                                                 23/3/2023                   

Mr. Shifei Wang (Management Representative)                             Date 
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Annex I 

MD EC Certificate number: G1 081710 0021 Rev.02 

Issue Date: 2021/04/13 

Expiry date: 2023/03/18 

Product name Classification 

Stone Retrieval Balloon IIa 

Disposable Guide Wire IIa 

Disposable Biopsy Forceps IIa 

Disposable Grasping Forceps IIa 

Disposable Swinging Biopsy Forceps IIa 

Disposable Stone Extraction Basket IIa 

Disposable Sclerotherapy Needle IIa 

Hemoclip IIb 

Polypectomy Snare IIb 

Sphincterotome IIb 

Endoscopic Water Pump IIa 

Electrosurgical Generator IIb 
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