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Declaration of Conformity 
 

Manufacturer New World Medical, Inc. 
Address: 10763 Edison Court 

Rancho Cucamonga, CA 91730 USA 
Phone: +1(909)466-4304 
Website: www.newworldmedical.com 

 

European Emergo Europe 
Representative: Prinsessegracht 20 

2514 AP The Hague 
The Netherlands 

Tel: (31) (0) 70 345-8570 
Fax: (31) (0) 70 346-7299 
Email: EmergoVigilance@ul.com 

 
Notified Body: GMED Groupe LNE (0459)  

EC Certificate: Certificate No. 31829 Rev. 7 
Effective Date: March 11th, 2021 
Expiry Date: May 26th. 2024 

GMED Address: 1 rue Gaston Boissier 75015 Paris France 
 

Product: AHMED® Glaucoma Valve (Glaucoma Shunts) 
 

GMDN Code: 42526 - A sterile device designed to regulate the flow of fluid between the 

anterior chamber and the space around the conjunctiva of the eye by allowing 

flow when the pressure in the chamber is above a pre-set value (e.g., 8 to 10 

mmHg). It is typically a very small (e.g., slit) valve implanted in the eye as a 

component of an eye stent, and typically used in patients with advanced glaucoma 

when, despite the use of medication, laser treatments, or a previous glaucoma 

filtration procedure (trabeculectomy), the addition of a drainage tube and valve 

(aqueous shunt) is recommended.  

Conformity Assessment: Annex II (excluding Section 4) of Directive 93/42/EEC 

Classification (MDD, Annex 9): IIb per Rule 8 

Regulation Compliance Statement:  
New World Medical declares that the AHMED® Glaucoma Valve models meet the provision of 
the Council Directive 93/42/EEC for Medical Devices and Directive 93/42/EEC as transposed 
into the national laws of the Member States. 
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