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STATEMENT 
 
 

We, ACON Laboratories, Inc. having a registered office at 5850 Oberlin Drive #340, San Diego, CA 
92121 assign SRL Sanmedico having a registered office at A. Corobceanu street 7A, apt. 9, Chisinău, 
MD-2012, Moldova, as authorized representative in correspondence with the conditions of directive 
98/79/EC.  
 
We declare that the company mentioned above is authorized to register, notify, renew or modify the 
registration of medical devices on the territory of the Republic of Moldova. 
 
This authorization will be valid for one year after the date of this statement. 
 
Date:  June 1, 2021 
 
Signature:  
 
  ___________________ 
  Qiyi Xie, Md, MPH 
  Sr. Officer, Regulatory & Clinical Affairs 
  ACON Laboratories, Inc. 
  Ph: 858-875-8011 
  Email: qxie@aconlabs.com 
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Declaration of Conformity 

 
ACON Laboratories, Incorporated 

5850 Oberlin Drive #340 
San Diego, CA  92121 USA  

 
We, the manufacturer, declare under our sole responsibility that the medical 

device: 

 
Mission® Lancets (C121-3041) 
On Call® Lancets (G124-10A) 
Insight® Lancets (C121-3045) 

Swiss Point of Care Lancets (G124-90AA) 
 

 
of class IIA according to Annex IX rule 6 of the directive 93/42/EEC, 

 
meets all the provisions of the directive 93/42/EEC as amended by directive 

2007/47/EC concerning medical devices which apply to it. 
 

This declaration is according to Annex II of the Directive and thus is based on 
approval by the notified body  

TÜV SÜD Product Service GmbH,  
Ridlerstraße 65, 

80339 MÜNCHEN, Germany,  
notified under No. 0123 to the EC Commission. 

 
This declaration is valid until expiration of EC Certificate  

No. G1 104507 0002 Rev. 01 
Expiration Date: 2023-09-06 

 
Authorized Representative: 

Medical Device Safety Service GmbH 
Schiffgraben 41 

30175 Hannover, Germany 

 
Signed this 17 day of August, 2021   
in San Diego, CA USA   
 
 
 
 

 Qiyi Xie, MD, MPH 
Senior Staff, Regulatory Affairs & Clinical Affairs 

ACON Laboratories, Inc. 
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 Declaration of Conformity 
 

We, the manufacturer, under compliance to Article 19 of EU MDR 2017/745, 
declare under our sole responsibility that the medical device: 

 
Mission® Lancing Device (C121-3051) 
Insight® Lancing Device (C121-3055) 
On Call® Lancing Device (G124-11A) 

On Call® GenTouch Lancing Device (G124-17A) 
Swiss Point of Care Lancing Device (G124-91AA) 

GIMA Lancing Device (G124-91AC) 
Go-Keto Lancing Device (G124-97AA) 

 
of class I according to Rule 13 of Annex VIII of regulation (EU) 2017/745, 

 
is in conformity with EU MDR 2017/745.  

 
 

This declaration is based on: 
 
Manufacturer’s Name: ACON Laboratories, Inc. 
 
Manufacturer’s Address: 5850 Oberlin Drive, #340 San Diego, CA 92121 
 
Manufacturer’s SRN: US-MF-000023913 
 
Authorized Representative Name: Medical Device Safety Service GmbH 
 
Authorized Representative Address: Schiffgraben 41, 30175 Hannover, Germany 
 
Basic UDI-DI: 8260799999900013V 
 
Intended Purpose of device: The device is intended for injuring the fingertip in combination 
with a disposable lancet for obtaining a small amount of blood sample.   
 

 

 
Signed this 18 day of  May 2022 
in San Diego, CA USA   

  
 
 

Qiyi Xie, MD, MPH 
Senior Staff, Regulatory Affairs & Clinical Affairs 

ACON Laboratories, Inc. 
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