
E.A.R.-CERTIFICATE

E
U

R
O

P
E

A
N

RESPONSIBLE PERS
O

N
 C

E
N

TER

Obelis European Authorized Representative Center is a member of the European Association of 
Authorized Representatives (E.A.A.R.), ISO 9001 : 2015 and ISO 13485 : 2016 certified in accordance 
to the profession of a European Authorized Representative.
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#

Catalogue 

reference 

number

Commercial 

Name
Generic Device Term

Short description 

and intended use

GMDN 

Code
Class Rule

1. VS-1-3 Vie Scope®

Rigid intubation 

laryngoscope, single-

use

laryngoscope 62918 I 5

2. VB-2001 Voir Bougie® 
Oesophageal bougie, 

single-use
introducer 46434 I 5

3. VB-3010
Tactical 

Bougie®

Oesophageal bougie, 

single-use
introducer 46434 I 5

Obelis s.a.

Order No.: 

Ref No.: 

Annex A - List of Devices

(Article 9, section 1 of the Directive 93/42/EEC on medical devices)

FQ 8125-2019
BS 8279-2019


	Article: (Article 14.2 of the Directive 93/42/EEC on Medical Devices)
	Manufacturer: Manufacturer:
	Manufacturer R: Adroit Surgical LLC13904 Quailbrook DriveOklahoma City, OK 73134USA
	Facilities: Facilities:
	Facilities R: Adroit Surgical LLC13904 Quailbrook DriveOklahoma City, OK 73134USA
	Product Cat: Product Categories:
	Product Cat R: Please See Annex A - List of Devices (3 Devices, 1 Page)
	Models: Models:
	Models R: Please See Annex A - List of Devices (3 Devices, 1 Page)
	MDD: The European Authorized Representative Center Obelis s.a. declares that the aforementioned manufacturerhas fulfilled the essential requirement of appointing a European Authorized Representative in accordancewith article 14.2 of the MDD 93/42/EEC and to the terms and conditions set out in the agreement entered into force on 1st of September 2019.*
	Text5: Order No.: FQ 8125-2019
	Text6: ref. no.: BS 8279-2019
	Date: date: 30/10/2019
	Date R:      *This certificate is not a confirmation of product notification nor an approval to place products on the market.**This certificate will become void automatically upon termination of the EAR agreement.


