
ATTESTATION CE

Dispositif d’injection sécurisé stérile à usage unique

Sterile single use secured injection medical device

ATTESTATION / CERTIFICATE

Délivrée à Paris le 31 juillet 2020

Issued in Paris on July 31st, 2020

 / EC CERTIFICATE
ANNEXE V point 3 Directive 93/42/CEE relative aux dispositifs médicaux

ANNEX V section 3 DIRECTIVE 93/42/EEC  concerning medical devices

GMED atteste qu'à l'examen des résultats figurant dans le rapport référencé P600252 - P600936, le système d'assurance qualité -
pour la production et le contrôle final - des dispositifs médicaux énumérés ci-dessus est conforme aux exigences de l'annexe V
point 3 de la Directive 93/42/CEE.

GMED certifies that, on the basis of the results contained in the file referenced P600252 - P600936,  the quality system - for manufacturing
and final inspection - of medical devices listed here above complies with the requirements of the Directive 93/42/EEC, annex V section 3.

Début de validité / Effective date :

Valable jusqu'au / Expiry date :

July 31st, 2020 (included)
May 26th, 2024 (included)

GMED - 36719 rev. 3
 Modifie le certificat 36719-2

Approbation du Système d'assurance Qualité de la Production/ Approval of Production Quality Assurance System

Catégorie du(des) dispositif(s)  / Device(s) category

SEPTODONT
58 rue du Pont de Créteil

94107 SAINT MAUR DES FOSSES CEDEX FRANCE

On behalf of the President
Béatrice LYS

Technical Director
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Fabricant /  Manufacturer

Voir détails sur addendum
See attachment for additional information

La validité du présent certificat est soumise à une vérification périodique ou imprévue
The validity of the certificate is subject to periodic or unexpected verification

Pour les dispositifs de classe IIb ou III, un certificat CE de type est requis
For class IIb or III devices, a EC type certificate is required
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On behalf of the President 

Béatrice LYS 
Technical Director 

 

ADD - 720 DM 0701-31 rev 6 du 01/08/2018 

 

Identification des dispositifs / Identification of devices 
 

GAMME « ULTRA SAFETY PLUS » 
 

Nom/Désignation du dispositif Référence commerciale du dispositif ou code article
(a)

 

ULTRA SAFETY PLUS  
0.3 x 10 mm_1.8ml 

336S-342S/0.3x10_1.8 

ULTRA SAFETY PLUS  
0.3 x 12 mm_1.8ml 

336S-342S/0.3x12_1.8 

ULTRA SAFETY PLUS   
0.3 x 16 mm_1.8ml 

336S-342S/0.3x16_1.8 

ULTRA SAFETY PLUS  
0.3 x 21 mm_1.8ml 

336S-342S/0.3x21_1.8 

ULTRA SAFETY PLUS  
0.3 x 25 mm_1.8ml 

336S-342S/0.3x25_1.8 

ULTRA SAFETY PLUS  
0.4 x 8 mm_1.8ml 

336S-342S/0.4x08_1.8 

ULTRA SAFETY PLUS  
 0.4 x 16 mm_1.8ml 

336S-342S/0.4x16_1.8 

ULTRA SAFETY PLUS  
0.4 x 21 mm_1.8ml 

336S-342S/0.4x21_1.8 

ULTRA SAFETY PLUS  
0.4 x 25 mm_1.8ml 

336S-342S/0.4x25_1.8 

ULTRA SAFETY PLUS  
 0.4 x 35 mm_1.8ml 

336S-342S/0.4x35_1.8 

ULTRA SAFETY PLUS  
0.5 x 35 mm_1.8ml 

336S-342S/0.5x35_1.8 

ULTRA SAFETY PLUS  
0.3 x 10 mm_2.2ml 

336S-342S/0.3x10_2.2 

ULTRA SAFETY PLUS  
0.3 x 12 mm_2.2ml 

336S-342S/0.3x12_2.2 

ULTRA SAFETY PLUS  
0.3 x 16 mm_2.2ml 

336S-342S/0.3x16_2.2 

ULTRA SAFETY PLUS  
0.3 x 21 mm_2.2ml 

336S-342S/0.3x21_2.2 

ULTRA SAFETY PLUS  
0.3 x 25 mm_2.2ml 

336S-342S/0.3x25_2.2 

ULTRA SAFETY PLUS  
 0.4 x 8 mm_2.2ml 

336S-342S/0.4x08_2.2 

ULTRA SAFETY PLUS  
 0.4 x 16 mm_2.2ml 

336S-342S/0.4x16_2.2 
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ULTRA SAFETY PLUS  
0.4 x 21 mm_2.2ml 

336S-342S/0.4x21_2.2 

ULTRA SAFETY PLUS  
0.4 x 25 mm_2.2ml 

336S-342S/0.4x25_2.2 

ULTRA SAFETY PLUS  
 0.4 x 35 mm_2.2ml 

336S-342S/0.4x35_2.2 

ULTRA SAFETY PLUS  
 0.5 x 35 mm_2.2ml 

336S-342S/0.5x35_2.2 

 

 

GAMME « ULTRA SAFETY PLUS PART A » 

 

Nom/Désignation du dispositif Référence commerciale du dispositif ou code article
(a)

 

ULTRA SAFETY PLUS Part A 
0.3 x 10 mm_1.8ml 

336S/0.3x10_1.8 

ULTRA SAFETY PLUS Part A 
0.3 x 12 mm_1.8ml 

336S/0.3x12_1.8 

ULTRA SAFETY PLUS  Part A 
0.3 x 16 mm_1.8ml 

336S/0.3x16_1.8 

ULTRA SAFETY PLUS Part A 
0.3 x 21 mm_1.8ml 

336S/0.3x21_1.8 

ULTRA SAFETY PLUS Part A 
0.3 x 25 mm_1.8ml 

336S/0.3x25_1.8 

ULTRA SAFETY PLUS Part A 
0.4 x 8 mm_1.8ml 

336S/0.4x8_1.8 

ULTRA SAFETY PLUS Part A 
 0.4 x 16 mm_1.8ml 

336S/0.4x16_1.8 

ULTRA SAFETY PLUS Part A 
0.4 x 21 mm_1.8ml 

336S/0.4x21_1.8 

ULTRA SAFETY PLUS Part A 
0.4 x 25 mm_1.8ml 

336S/0.4x25_1.8 

ULTRA SAFETY PLUS Part A 
 0.4 x 35 mm_1.8ml 

336S/0.4x35_1.8 

ULTRA SAFETY PLUS Part A 
0.5 x 35 mm_1.8ml 

336S/0.5x35_1.8 

ULTRA SAFETY PLUS Part A 
0.3 x 10 mm_2.2ml 

336S/0.3x10_2.2 

ULTRA SAFETY PLUS Part A  
0.3 x 12 mm_2.2ml 

336S/0.3x12_2.2 

ULTRA SAFETY PLUS Part A 
0.3 x 16 mm_2.2ml 

336S/0.3x16_2.2 

ULTRA SAFETY PLUS Part A 
0.3 x 21 mm_2.2ml 

336S/0.3x21_2.2 
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ULTRA SAFETY PLUS Part A 
0.3 x 25 mm_2.2ml 

336S/0.3x25_2.2 

ULTRA SAFETY PLUS Part A 
 0.4 x 8 mm_2.2ml 

336S/0.4x8_2.2 

ULTRA SAFETY PLUS Part A 
 0.4 x 16 mm_2.2ml 

336S/0.4x16_2.2 

ULTRA SAFETY PLUS Part A 
0.4 x 21 mm_2.2ml 

336S/0.4x21_2.2 

ULTRA SAFETY PLUS Part A 
0.4 x 25 mm_2.2ml 

336S/0.4x25_2.2 

ULTRA SAFETY PLUS Part A 
 0.4 x 35 mm_2.2ml 

336S/0.4x35_2.2 

ULTRA SAFETY PLUS Part A 
 0.5 x 35 mm_2.2ml 

336S/0.5x35_2.2 

 

 

GAMME « ULTRA SAFETY PLUS XL» 
 

Nom/Désignation du dispositif Référence commerciale du dispositif ou code article 
a)
 

ULTRA SAFETY PLUS XL 
0.3 x 10 mm_1.8ml 

337S-342S/0.3x10_1.8 

ULTRA SAFETY PLUS XL 
0.3 x 12 mm_1.8ml 

337S-342S/0.3x12_1.8 

ULTRA SAFETY PLUS  XL 
0.3 x 16 mm_1.8ml 

337S-342S/0.3x16_1.8 

ULTRA SAFETY PLUS XL 
0.3 x 21 mm_1.8ml 

337S-342S/0.3x21_1.8 

ULTRA SAFETY PLUS XL 
0.3 x 25 mm_1.8ml 

337S-342S/0.3x25_1.8 

ULTRA SAFETY PLUS XL 
0.4 x 8 mm_1.8ml 

337S-342S/0.4x08_1.8 

ULTRA SAFETY PLUS XL 
 0.4 x 16 mm_1.8ml 

337S-342S/0.4x16_1.8 

ULTRA SAFETY PLUS XL 
0.4 x 21 mm_1.8ml 

337S-342S/0.4x21_1.8 

ULTRA SAFETY PLUS XL 
0.4 x 25 mm_1.8ml 

337S-342S/0.4x25_1.8 

ULTRA SAFETY PLUS XL 
 0.4 x 35 mm_1.8ml 

337S-342S/0.4x35_1.8 

ULTRA SAFETY PLUS XL 
0.5 x 35 mm_1.8ml 

337S-342S/0.5x35_1.8 

ULTRA SAFETY PLUS XL 
0.3 x 10 mm_2.2ml 

337S-342S/0.3x10_2.2 
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ULTRA SAFETY PLUS XL 
0.3 x 12 mm_2.2ml 

337S-342S/0.3x12_2.2 

ULTRA SAFETY PLUS XL 
0.3 x 16 mm_2.2ml 

337S-342S/0.3x16_2.2 

ULTRA SAFETY PLUS XL 
0.3 x 21 mm_2.2ml 

337S-342S/0.3x21_2.2 

ULTRA SAFETY PLUS XL 
0.3 x 25 mm_2.2ml 

337S-342S/0.3x25_2.2 

ULTRA SAFETY PLUS XL 
 0.4 x 8 mm_2.2ml 

337S-342S/0.4x08_2.2 

ULTRA SAFETY PLUS XL 
 0.4 x 16 mm_2.2ml 

337S-342S/0.4x16_2.2 

ULTRA SAFETY PLUS XL 
0.4 x 21 mm_2.2ml 

337S-342S/0.4x21_2.2 

ULTRA SAFETY PLUS XL 
0.4 x 25 mm_2.2ml 

337S-342S/0.4x25_2.2 

ULTRA SAFETY PLUS XL 
 0.4 x 35 mm_2.2ml 

337S-342S/0.4x35_2.2 

ULTRA SAFETY PLUS XL 
 0.5 x 35 mm_2.2ml 

337S-342S/0.5x35_2.2 

 
 

GAMME « ULTRA SAFETY PLUS XL Part A» 
 

Nom/Désignation du dispositif Référence commerciale du dispositif ou code article
(a)

 

ULTRA SAFETY PLUS XL Part A 
0.3 x 10 mm_1.8ml 

337S/0.3x10_1.8 

ULTRA SAFETY PLUS XL Part A 
0.3 x 12 mm_1.8ml 

337S/0.3x12_1.8 

ULTRA SAFETY PLUS  XL Part A 
0.3 x 16 mm_1.8ml 

337S/0.3x16_1.8 

ULTRA SAFETY PLUS XL Part A 
0.3 x 21 mm_1.8ml 

337S/0.3x21_1.8 

ULTRA SAFETY PLUS XL Part A 
0.3 x 25 mm_1.8ml 

337S/0.3x25_1.8 

ULTRA SAFETY PLUS XL Part A 
0.4 x 8 mm_1.8ml 

337S/0.4x8_1.8 

ULTRA SAFETY PLUS XL Part A 
 0.4 x 16 mm_1.8ml 

337S/0.4x16_1.8 

ULTRA SAFETY PLUS XL Part A 
0.4 x 21 mm_1.8ml 

337S/0.4x21_1.8 

ULTRA SAFETY PLUS XL Part A 
0.4 x 25 mm_1.8ml 

337S/0.4x25_1.8 
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ULTRA SAFETY PLUS XL Part A 
 0.4 x 35 mm_1.8ml 

337S/0.4x35_1.8 

ULTRA SAFETY PLUS XL Part A 
0.5 x 35 mm_1.8ml 

337S/0.5x35_1.8 

ULTRA SAFETY PLUS XL Part A 
0.3 x 10 mm_2.2ml 

337S/0.3x10_2.2 

ULTRA SAFETY PLUS XL Part A 
0.3 x 12 mm_2.2ml 

337S/0.3x12_2.2 

ULTRA SAFETY PLUS XL Part A 
0.3 x 16 mm_2.2ml 

337S/0.3x16_2.2 

ULTRA SAFETY PLUS XL Part A 
0.3 x 21 mm_2.2ml 

337S/0.3x21_2.2 

ULTRA SAFETY PLUS XL Part A 
0.3 x 25 mm_2.2ml 

337S/0.3x25_2.2 

ULTRA SAFETY PLUS XL Part A 
 0.4 x 8 mm_2.2ml 

337S/0.4x8_2.2 

ULTRA SAFETY PLUS XL Part A 
 0.4 x 16 mm_2.2ml 

337S/0.4x16_2.2 

ULTRA SAFETY PLUS XL Part A 
0.4 x 21 mm_2.2ml 

337S/0.4x21_2.2 

ULTRA SAFETY PLUS XL Part A 
0.4 x 25 mm_2.2ml 

337S/0.4x25_2.2 

ULTRA SAFETY PLUS XL Part A 
 0.4 x 35 mm_2.2ml 

337S/0.4x35_2.2 

ULTRA SAFETY PLUS XL Part A 
 0.5 x 35 mm_2.2ml 

337S/0.5x35_2.2 

 
 
 

GAMME « ULTRA SAFETY PLUS Twist Part A»  
 

Nom/Désignation du dispositif Référence commerciale du dispositif ou code article 
(a)

 

ULTRA SAFETY PLUS Twist Part A  
0.3 x 10 mm_1.8ml 

343S/0.3x10_1.8 

ULTRA SAFETY PLUS Twist Part A  
0.3 x 12 mm_1.8ml 

343S/0.3x12_1.8 

ULTRA SAFETY PLUS Twist Part A  
0.3 x 16 mm_1.8ml 

343S/0.3x16_1.8 

ULTRA SAFETY PLUS Twist Part A  
0.3 x 21 mm_1.8ml 

343S/0.3x21_1.8 

ULTRA SAFETY PLUS Twist Part A  
0.3 x 25 mm_1.8ml 

343S/0.3x25_1.8 

ULTRA SAFETY PLUS Twist Part A 
 0.4 x 8 mm_1.8ml 

343S/0.4x8_1.8 
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ULTRA SAFETY PLUS Twist Part A 
 0.4 x 16 mm_1.8ml 

343S/0.4x16_1.8 

ULTRA SAFETY PLUS Twist Part A  
0.4 x 21 mm_1.8ml 

343S/0.4x21_1.8 

ULTRA SAFETY PLUS Twist Part A  
0.4 x 25 mm_1.8ml 

343S/0.4x25_1.8 

ULTRA SAFETY PLUS Twist Part A 
 0.4 x 35 mm_1.8ml 

343S/0.4x35_1.8 

ULTRA SAFETY PLUS Twist Part A 
 0.5 x 35 mm_1.8ml 

343S/0.5x35_1.8 

ULTRA SAFETY PLUS Twist Part A  
0.3 x 10 mm_2.2ml 

343S/0.3x10_2.2 

ULTRA SAFETY PLUS Twist Part A  
0.3 x 12 mm_2.2ml 

343S/0.3x12_2.2 

ULTRA SAFETY PLUS Twist Part A  
0.3 x 16 mm_2.2ml 

343S/0.3x16_2.2 

ULTRA SAFETY PLUS Twist Part A  
0.3 x 21 mm_2.2ml 

343S/0.3x21_2.2 

ULTRA SAFETY PLUS Twist Part A  
0.3 x 25 mm_2.2ml 

343S/0.3x25_2.2 

ULTRA SAFETY PLUS Twist Part A 
 0.4 x 8 mm_2.2ml 

343S/0.4x8_2.2 

ULTRA SAFETY PLUS Twist Part A 
 0.4 x 16 mm_2.2ml 

343S/0.4x16_2.2 

ULTRA SAFETY PLUS Twist Part A  
0.4 x 21 mm_2.2ml 

343S/0.4x21_2.2 

ULTRA SAFETY PLUS Twist Part A  
0.4 x 25 mm_2.2ml 

343S/0.4x25_2.2 

ULTRA SAFETY PLUS Twist Part A 
 0.4 x 35 mm_2.2ml 

343S/0.4x35_2.2 

ULTRA SAFETY PLUS Twist Part A 
 0.5 x 35 mm_2.2ml 

343S/0.5x35_2.2 

 
 

GAMME « ULTRA SAFETY PLUS Twist XL Part A» 

 

Nom/Désignation du dispositif Référence commerciale du dispositif ou code article 
(a)

 

ULTRA SAFETY PLUS Twist XL Part A  
0.3 x 10 mm_1.8ml 

344S/0.3x10_1.8 

ULTRA SAFETY PLUS Twist XL Part A  
0.3 x 12 mm_1.8ml 

344S/0.3x12_1.8 
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ULTRA SAFETY PLUS Twist XL Part A  
0.3 x 16 mm_1.8ml 

344S/0.3x16_1.8 

ULTRA SAFETY PLUS Twist XL Part A  
0.3 x 21 mm_1.8ml 

344S/0.3x21_1.8 

ULTRA SAFETY PLUS Twist XL Part A  
0.3 x 25 mm_1.8ml 

344S/0.3x25_1.8 

ULTRA SAFETY PLUS Twist XL Part A  
 0.4 x 8 mm_1.8ml 

344S/0.4x8_1.8 

ULTRA SAFETY PLUS Twist XL Part A  
 0.4 x 16 mm_1.8ml 

344S/0.4x16_1.8 

ULTRA SAFETY PLUS Twist XL Part A  
0.4 x 21 mm_1.8ml 

344S/0.4x21_1.8 

ULTRA SAFETY PLUS Twist XL Part A  
0.4 x 25 mm_1.8ml 

344S/0.4x25_1.8 

ULTRA SAFETY PLUS Twist XL Part A  
 0.4 x 35 mm_1.8ml 

344S/0.4x35_1.8 

ULTRA SAFETY PLUS Twist XL Part A  
 0.5 x 35 mm_1.8ml 

344S/0.5x35_1.8 

ULTRA SAFETY PLUS Twist XL Part A  
0.3 x 10 mm_2.2ml 

344S/0.3x10_2.2 

ULTRA SAFETY PLUS Twist XL Part A  
0.3 x 12 mm_2.2ml 

344S/0.3x12_2.2 

ULTRA SAFETY PLUS Twist XL Part A  
0.3 x 16 mm_2.2ml 

344S/0.3x16_2.2 

ULTRA SAFETY PLUS Twist XL Part A  
0.3 x 21 mm_2.2ml 

344S/0.3x21_2.2 

ULTRA SAFETY PLUS Twist XL Part A  
0.3 x 25 mm_2.2ml 

344S/0.3x25_2.2 

ULTRA SAFETY PLUS Twist XL Part A  
 0.4 x 8 mm_2.2ml 

344S/0.4x8_2.2 

ULTRA SAFETY PLUS Twist XL Part A  
 0.4 x 16 mm_2.2ml 

344S/0.4x16_2.2 

ULTRA SAFETY PLUS Twist XL Part A  
0.4 x 21 mm_2.2ml 

344S/0.4x21_2.2 

ULTRA SAFETY PLUS Twist XL Part A  
0.4 x 25 mm_2.2ml 

344S/0.4x25_2.2 

ULTRA SAFETY PLUS Twist XL Part A  
 0.4 x 35 mm_2.2ml 

344S/0.4x35_2.2 

ULTRA SAFETY PLUS Twist XL Part A  
 0.5 x 35 mm_2.2ml 

344S/0.5x35_2.2 
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Identification des sites et activités / Identification of locations and activities 
 

 58, Rue du Pont de Créteil - 94107 SAINT MAUR DES FOSSES CEDEX – France : 

Siège social, fabrication / Headquarters, manufacturing 
 

 58, Rue du Pont de Créteil - 94100 SAINT MAUR DES FOSSES – France : 

Fabrication / Manufacturing 
 

 103-105 avenue Beaurepaire - 94100 SAINT MAUR DES FOSSES – France : 

Conception, affaires réglementaires, vigilance / Design, regulatory affairs, vigilance 
 

 4 rue Ambroise Croizat – 77183 CROISSY BEAUBOURG – France : 

Stockage, distribution, service clients France et export, réclamation clients, communication / 
Warehouse, distribution, France and export customer services France, customer complaints, 
communication 




	EnvelopeID_3dbeca6f-98c6-41ff-ac67-89e7c2743828: DocuSign Envelope ID: EFB5AEFB-2D86-49FE-BB42-3786CD9F6531
	EnvelopeID_3d324a9d-a9c2-407a-9f6e-9532341279f0: DocuSign Envelope ID: EFB5AEFB-2D86-49FE-BB42-3786CD9F6531
	EnvelopeID_34b4e5bd-10e3-4df0-b78e-6f9c1e440646: DocuSign Envelope ID: EFB5AEFB-2D86-49FE-BB42-3786CD9F6531
	EnvelopeID_63a9a89a-da36-42f8-9249-d0f2443a6ee3: DocuSign Envelope ID: EFB5AEFB-2D86-49FE-BB42-3786CD9F6531
	EnvelopeID_faac98d8-4539-4a77-8bb4-26b3887353e4: DocuSign Envelope ID: EFB5AEFB-2D86-49FE-BB42-3786CD9F6531
	EnvelopeID_bb684e00-46e0-4b79-9536-25970a1ab389: DocuSign Envelope ID: EFB5AEFB-2D86-49FE-BB42-3786CD9F6531
	EnvelopeID_4679521b-5721-4013-afb5-4a192edac0b9: DocuSign Envelope ID: EFB5AEFB-2D86-49FE-BB42-3786CD9F6531
	EnvelopeID_2fb29fe6-ca95-466f-ae65-2fdc8acefff9: DocuSign Envelope ID: EFB5AEFB-2D86-49FE-BB42-3786CD9F6531
	EnvelopeID_41290bc8-73d5-435d-9588-e8db8a074809: DocuSign Envelope ID: EFB5AEFB-2D86-49FE-BB42-3786CD9F6531
		2020-08-03T01:24:26-0700
	Digitally verifiable PDF exported from www.docusign.com




