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G M - D ATTESTATION / CERTIFICATE N° 8881 rev. 28
— Délivrée a Parls le 12 mai 2021

SRICUIEE EH E Issued in Paris on May 12th, 2021

ATTESTATION CE / EC CERTIFICATE

Approbation du Systéme Complet d'assurance Qualité/ Approval of full Quality Assurance System
ANNEXE Il excluant le point 4 Directive 93/42/CEE relative aux dispositifs médicaux
ANNEX I excluding section 4 Directive 93/42/EEC concerning medical devices

Pour les dispositifs de classe I, un certificat CE de conception est requis
For class lll devices, a EC design certificate is required

Fabricant / Manufacturer
MICRO-MEGA SA

12, rue du Tunnel
25000 BESANCON FRANCE

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

Dispositifs médicaux destinés a I'art dentaire et la chirurgie.

Medical devices for dental art and surgery.

Voir document complémentaire GMED / See GMED additional document
n° 37851

GMED atteste qu'a I'examen des résultats figurant dans le rapport référencé P600256 - P600975, le systéme d'assurance qualité -
pour la conception, la production et le contréle final - des dispositifs médicaux énumérés ci-dessus est conforme aux exigences
de I'annexe Il excluant le point 4 de la Directive 93/42/CEE.

GMED certifies that, on the basis of the results contained in the file referenced P600256 - P600975, the quality system - for design,
manufacturing, and final inspection - of medical devices listed here above complies with the requirements of the Directive 93/42/EEC, annex
Il excluding section 4.

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

Début de validité / Effective date : May 12th, 2021 (included)
Valable jusqu'au /Expiry date : May 26th, 2024 (included)

Béatrice LYS
Modifie le certificat 8881-27 Technical Director

GMED - 8881 rev. 28

GMED -« Société par Actions Simplifiée au capital de 300 000 € » Organisme Notifié/Notified Body n° 0459
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. Document complémentaire GMED n° 37851 rev. 1 page 1/2
— GMED additional document n°® 37851 rev. 1
—_— Dossier(s) / File(s) N° P600256 — P600975

Délivré a Paris le 12/05/2021

GROUPE LNE
. Issued in Paris on 05/12/2021

Ce document complémentaire GMED n° 37851 rev. 1 atteste de la validité du certificat

CE n° 8881 rev. 28 au regard des informations listées ci-dessous.

This GMED additional document N° 37851 rev. 1 attests to the validity of CE certificate n°

8881 rev. 28 with regard fo the information listed below.

Fabricant / Manufacturer: MICRO-MEGA SA

12, rue du Tunnel
25000 BESANCON
FRANCE

Identification des dispositifs / /dentification of devices

Version francaise :
Dispositifs médicaux destinés a I'art dentaire et la chirurgie.

Dentaire : Instruments canalaires dentaires (stériles et non stériles) :

Lime endodontique Rotative / Reciproque, réutilisable
Porte-matériau d’obturation endodontique

Broche endodontique, dentée, usage unique

Broche endodontique, dentée, usage unique

Spreader endodontique Rotatif / Reciproque, stérile

Spreader endodontique Rotatif / Reciproque, non stérile

Lime endodontique Rotative / Reciproque, usage unique, non stérile
Instrument endodontique d’extraction

Lime endodontique Rotative / Reciproque, usage unique, stérile
Instrument endodontique sonique

Dentaire : Piéce & mains, contre-angles, moteurs.... :

Piéce a main, contre-angle dentaire

GMED

0459

EF33BDASBAAD4AT

GMED - 37851 rev. 1 On behalf of the President

Modifie le document n° 37851 rev. 0

Béatrice LYS
Technical Director

GMED e Société par Actions Simplifiée au capital de 300 000 € » Organisme Notifié/Notified Body n°® 0459
Siege saocial : 1, rue Gaston Boissier - 75015 Paris o TéL : 01 40 43 37 00 » gmed.fr 720 GMED 0901-4 rev 1 du 15/09/2020



Document complémentaire GMED n° 37851 rev. 1 page 2/2
GMED additional document n° 37851 rev. 1
Dossier(s) / File(s) N° P600256 — P600975

- Délivré a Paris le 12/05/2021
GRO
ROU P E LNE Issued in Paris on 05/12/2021

Version anglaise :
Medical devices for dental art and surgery.

Dentistry : Root canal instruments (sterile or not sterile) :
Rotary/reciprocating endodontic file, reusable
Endodontic filling material carrier

Endodontic broach, serrated, reusable

Endodontic broach, serrated, single-use
Rotary/reciprocating endodontic spreader, sterile
Rotary/reciprocating endodontic spreader, non-sterile
Rotary/reciprocating endodontic file, single-use, non-sterile
Endodontic file retrieval loop

Rotary/reciprocating endodontic file, single-use, sterile
Sonic Endodontic broach

Dentistry . Hand-piece, contra-angle, motor ... :
Dental Handpiece / Confra-angle

Les produits couverts par ce certificat sont référencés sur la liste des produits authentifiée (19
pages) par GMED le 12 mai 2021.
The products covered by this certificate are listed on the devices’s list authenticated (19 pages) by GMED
on May 12, 2021.

Sites couverts et Activités / Locations and Activities

e MICRO-MEGA SA - 12, rue du Tunnel - 25000 BESANCON - FRANCE
Headquarter — Design, manufacturing and final control activities

GMED | 0459

GMED - 37851 rev. 1
Modifie le document n® 37851 rev. 0 On behBaLfa::)rf"t:l'eleLI;rseSldent

Technical Director

GMED » Société par Actions Simplifiée au capital de 300 800 € » Organisme Notifié/Notified Body n® 0459
SlégF‘ sacial : 1, rue Gaston Boissier - 75015 Paris » Tél. : 01 40 433700 « ngd,ff 720 GMED 0901-4 rev 1 du 15/09/2020



Micro-Mega SA
12 rue du Tunnel
25000 BESANCON

France

GMED (0459} reconnait que son certificat CE est valide pour
les dispositifs médicaux décrits le 12 mai 2021
(—Docuslgned by:

GMED {o459i rMhyimmcate is valid for the

medical devices lfé{%ﬁ%ﬁnﬁ%i{u, 2021
DECLARATION CE DE CONFORMITE

CE DECLARATION OF CONFORMITY

MicroMega

7 COLTENE

Micro-Mega SA certifie que les produits suivants sont conformes a I'annexe | et VIi de la directive 93/42 CEE relative aux
dispositifs médicaux, en tenant compte de toutes les normes harmonisées européennes applicables et aux transpositions en
droit national de chaque état et que son systéme d'assurance qualité, selon I'annexe Il excluant le point 4 de la directive 93/42
CEE, est approuvé (Attestation CE n°8881 délivrée par I'organisme notifié GMED).

Micro-Mega SA certifies that the products listed below conform to annex | and Vil of the Directive 93/42/EEC for medical
devices, taking into account all applicable European harmonised standards and national laws for each state and that it full
quality assurance system, according annexe Il excluding point 4 of the Directive 93/42/EEC, is approved (CE certificate n°8881
delivered by notified body GMED).

I - I DISPOSITIFS MEDICAUX DESTINES A L'ART DENTAIRE ET A LA CHIRURGIE / MEDICAL DEVICES FCR DENTAL ART AND SURGERY - TECHNICAL |
REFERENCE _| FAMILLY . DESIGNATION CLASS FILES
20147101 CMA GOLD P8 CMA GOLD Asst L25 Classics P& MM GOLD Asst L25 Classics lla [}
20147102 CMA GOLD P6 CMA GOLD Asst L21 Classics P& MM GOLD Asst L21 Classics lla 6
20147103 CMA GOLD P& CMA GOLD Asst L29 Classics P6 MM GOLD Asst L29 Classics lla 6
20147110 CMA GOLD P6 CMA GOLD CORONAL n25 10% L17 Ciassics P6 CMA GOLD CORONAL n26 10% L17 Classics lla 6
20147115 CMA GOLD P& CMA GOLD MEDIAN n25 6% L21 Classics P& CMA GOLD MEDIAN n25 6% L21 Classics lla 6
20147116 CMA GOLD P6 CMA GOLD MEDIAN n25 6% L25 Classics P& CMA GOLD MEDIAN n25 6% L25 Classics lla ]
20147120 CMA GOLD P8 CMA GOLD APICAL1 n20 4% L21 Classics P& CMA GOLD APICAL1 n20 4% L21 Classics lla 6
20147121 CMA GOLD P8 CMA GOLD APICAL1 n20 4% L25 Classics P6 CMA GOLD APICAL1 n20 4% L25 Classics lla 6
20147122 CMA GOLD P& CMA GOLD APICAL1 n20 4% L29 Classics P& CMA GOLD APICAL1 n20 4% L 29 Classics lla 6
20147125 CMA GOLD P86 CMA GOLD APICAL2 n20 6% L21 Classics P& CMA GOLD APICAL2 n20 6% L21 Classics lla 6
20147126 CMA GOLD Pé CMA GOLD APICAL2 n20 6% L25 Classics P6 CMA GOLD APICAL2 n20 6% L25 Classics lla 6
20147127 CMA GOLD P8 CMA GOLD APICAL2 n20 6% L29 Classics P6 CMA GOLD APICAL2 n20 6% L29 Classics lla [
20147131 CMA GOLD P6 CMA GOLD APICAL3 n30 6% L25 Classics P8 CMA GOLD APICAL3 n30 6% L25 Classics lla ]
20147136 CMA GOLD P& CMA GOLD APICAL4 n4D 7% L25 Classics P& CMA GOLD APICAL4 n40 7% L25 Classics lla 6
20147001 CMA ROTARY FILE MMC10-15/25 Coronal/17 Median/256 Apical1-2/25 MMC10-15/25 Coronal/17 Median/25 Apical1-2/25 lla 6
20147002 CMA ROTARY FILE MMC10-15/21 Coronal/17 Median/21 Apical-2/21 MMC10-15/21 Caronal/17 Median/21 Apical1-2/21 lla [
20147003 CMA ROTARY FILE MMC10-15/29 Coronal/17 Median/25 Apical1-2/29 MMC10-15/29 Coronal/17 Median/25 Apical1-2/29 fla 6
20147010 CMA ROTARY FILE P86 n25 10% L17 Classics P6 n25 10% L17 Classics Ila 6
20147015 CMA ROTARY FILE P6 n25 6% L21 Classics P6 n25 6% L21 Classics lla 6
20147016 CMA ROTARY FILE P6 n25 6% L25 Classics P86 n25 6% L25 Classics lia 6
20147020 CMA ROTARY FILE PG n20 4% L21 Classics P& n20 4% L.21 Classics lla [
20147021 CMA ROTARY FILE PB n20 4% 125 Classics P6 n20 4% L25 Classics lla 6
20147022 CMA ROTARY FILE P8 n20 4% L29 Classics P6 n20 4% L29 Classics lla 6
20147025 CMA ROTARY FILE P& n20 6% L21 Classics P6 n20 6% L21 Classics lla 6
20147026 CMA ROTARY FILE P6 n20 6% L25 Classics P6 n20 6% L25 Classics lla 6
20147027 CMA ROTARY FILE P6 n20 6% L29 Classics P6 n20 6% L29 Classics lla 6
20147031 CMA ROTARY FILE P& n30 6% L25 Classics P6 n30 6% L26 Classics lla 6
20147038 CMA ROTARY FILE P6 n40 7% L25 Classics P86 n40 7% L25 Classics lla 6
20147040 CMA ROTARY FILE P€ n17 2% L21 Classics P6 n17 2% L21 Ciassics lia 6
20147041 CMA ROTARY FILE P6 n17 2% L25 Classics P6 n17 2% L25 Classics lla 6
20153001 2Shape P6 2Shape TS1 n25 4% L21 Classics P6 2Shape TS1 n25 4% L21 Classics lla [
20153002 2Shape P6 2Shape TS2 n25 6% L21 Classics P6 2Shape TS2 n25 6% L21 Classics fla 6
20153003 28hape P6 2Shape F35 n35 6% L21 Classlcs P8 2Shape F35 n35 6% L21 Classics lia 8
20153004 2Shape P6 2Shape F40 n40 4% L21 Classlcs P6 28hape F40 n40 4% L21 Classics lle [
20153011 28hape P6 2Shape TS1 n25 4% L25 Classics F6 2Shape TS1 n25 4% L25 Classics ila [
20153012 2Shape P6 2Shape TS2 n25 6% L26 Classics P6 2Shape TS2 n25 6% L25 Classics la 6
20153013 2Shape P6 2Shape F35 n35 6% L25 Classics P6 2Shape F35 n35 6% L25 Classics lla 6
20153014 28hape P6 2Shape F40 n40 4% L25 Classics P8 2Shape F40 n40 4% L25 Classics lta 6
20153021 2Shape P6 2Shape TS1 n25 4% L31 Classics P6 2Shape TS1 n25 4% L31 Classics lla 6
20153022 28hape P8 28hape TS2 n25 6% L31 Classics P& 28hape TS2 n25 8% L31 Classics lla 6
20153023 2Shape P6 2Shape F35 n35 6% L31 Classics P6 25hape F35 n35 6% L31 Classics lla ]
20153024 2Shape P6 2Shape F40 n40 4% L31 Classics P6 2Shape F40 n40 4% L31 Classics Ila L]
20153031 28hape P4 2Shape 2xTS1+2xTS2 L21 Classics P4 2Shape 2xTS1+2xTS2 L21 Classics lla 6
20153032 28hape P4 2Shape 2xTS1+2xTS2 L25 Classics P4 2Shape 2xT$1+2xTS2 |25 Classics lla 6
20153033 28hape P4 2Shape 2xTS1+2xTS2 L31 Classics P4 2Shape 2xTS1+2xTS2 L31 Classics lla ]
20953001 28hape B5 2Shape TS1 n25 4% L21 Classics sterile BS 2Shape TS1 n25 4% L21 Classics sterile lla 6
20953002 28hape BS5 28hape TS2 n25 8% L21 Classics sterile BS 2Shape T82 n25 6% L21 Classics sterile la [
20953003 2Shape B5 28hape F35 n35 6% L21 Classics sterile BS 2Shape F35 n35 6% L21 Classics sterile ila 6
20953004 2Shape B5 2Shape F40 n40 4% L21 Classics sterile B5 2Shape F40 n40 4% L21 Classics sterile lla 6
20953011 2Shape BS 2Shape TS1 n25 4% 125 Classics sterile BS 2Shape TS1 n25 4% L25 Classics sterile lla 6
20953012 28hape B5 2Shape TS2 n25 6% L25 Classics sterile BS 2Shape TS2 n25 6% L25 Classics sterile lla 6
20953013 2Shape B5 2Shape F35 n35 6% L25 Classics sterile BS 2Shape F35 n35 6% L25 Classics sterile lia 6
20953014 2Shape BS 28hape F40 n40 4% L25 Classics sterile B5 2Shape F40 n40 4% L25 Classics sterile lla 6

Pour le compte de Micto-Mega SA / On behalf of Micro-Mega SA Besancon, le / the 2021-04-22
Stéphane CLAUDE <=

Directeur Général Mtf%ﬁé / Delegated General Manager
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Micro-Mega SA
12 rue du Tunnel
25000 BESANCON

France

GMED (0459) reconnait que son certificat CE est valide pour

les dispositifs médicaux décrits le 12 mai 2021
DocuSigned by:

GMED {MSW&!S mmﬂerﬁficate is valid for the

medical devices listed on May 12, 2021

DECLARATION CE DE CONFORMITE

CE DECLARATION OF CONFORMITY

MicroMega

% COLTENE

Micro-Mega SA certifie que les produits suivants sont conformes a l'annexe | et Vi de la directive 93/42 CEE relative aux
dispositifs médicaux, en tenant compte de toutes les normes harmonisées européennes applicables et aux transpositions en
droit national de chagque état et que son systéme d'assurance qualité, selon I'annexe Hl excluant le point 4 de la directive 93/42
CEE, est approuvé (Attestation CE n°8881 délivrée par I'organisme notifié GMED).

Micro-Mega SA certifies that the products listed below conform to annex | and Vil of the Directive 93/42/EEC for medical
devices, taking into account all applicable European harmonised standards and national laws for each state and that it full
quality assurance system, according annexe Il excluding point 4 of the Directive 93/42/EEC, is approved (CE certificate n°8881
delivered by notified body GMED).

20953021
20953022
20953023
20953024
20953031
20953032
20953033
20953101
20953102
20953103
20141001
. 20941001
20104001
20104002
| 20104003
20104004
20104005
20104006
20104007
20104008
20104009
20104010
20104011
20104012
20104013
20104014
20104015
20104016
© 20104017
20104018
20104019
20104020
20104021
20104022
20104023
20104024
20104025
| 20104026
20104027
20104028
20104029
20104030
20104031
20104032
© 20104033
20104034
20104035
20104036
20104037
20104038
20104039
2010404C
20104041
20104042
20104043
20104044
20104045

Pour le compte de Micro-Mega SA / On behalf of Micro-Mega SA
Stéphane CLAUDE
Directeur Général Dé

2Shape

2Shape

2Shape

2Shape

2Shape

2Shape

2Shape

2Shape

28hape

2Shape
ENDOFLARE
ENDOFLARE
ENGINE REAMERS
ENGINE REAMERS
ENGINE REAMERS
ENGINE REAMERS
ENGINE REAMERS
ENGINE REAMERS
ENGINE REAMERS
ENGINE REAMERS
ENGINE REAMERS
ENGINE REAMERS
ENGINE REAMERS
ENGINE REAMERS
ENGINE REAMERS
ENGINE REAMERS
ENGINE REAMERS
ENGINE REAMERS
ENGINE REAMERS
ENGINE REAMERS
ENGINE REAMERS
ENGINE REAMERS
ENGINE REAMERS
ENGINE REAMERS
ENGINE REAMERS
ENGINE REAMERS
ENGINE REAMERS
ENGINE REAMERS
ENGINE REAMERS
ENGINE REAMERS
ENGINE REAMERS
ENGINE REAMERS
ENGINE REAMERS
ENGINE REAMERS
ENGINE REAMERS
ENGINE REAMERS
ENGINE REAMERS
ENGINE REAMERS
ENGINE REAMERS
ENGINE REAMERS
ENGINE REAMERS
ENGINE REAMERS
ENGINE REAMERS
ENGINE REAMERS
ENGINE REAMERS
ENGINE REAMERS
ENGINE REAMERS

=3

BS5 2Shape TS1 n25 4% L31 Classics sterile

B5 2Shape TS2 n25 6% L31 Classics stefile

B5 2Shape F35 n35 6% L.31 Glassics sterile

B5 2Shape F40 n40 4% L31 Classics sterile

B4 2Shape 2xT51+2xTS2 L21 Classics Sterile
! B4 2Shape 2xTS1+2xTS2 L25 Classics Sterile
| B4 28hape 2xTS1+2xTS2 L31 Classics Sterile

B5 2Shape Procedure Pack L21 Classics sterlle

BS 2Shape Procedure Pack L25 Classics sterile

B5 2Shape Procedure Pack L31 Classics sterile

P4 ENDOFLARE n25 12% L15 Classics

B5 ENDOFLARE n25 12% L15 Classics sterile

P86 Broches-Forets n006 L21 ISO MO7

P§ Broches-Forets n006 L25 iSO M07

P$6 Broches-Forets n006 L29 ISO M07

P& Braches-Forets n008 L21 1SO M07

P8 Broches-Forets n008 L25 ISO M07

P6 Broches-Forets n008 L29 1SO M07

P6 Broches-Forets n010 L21 iSO M07

P6 Broches-Forets n010 L25 ISO M07

P6 Broches-Forets n010 L29 1SC M07

P6 Broches-Forets n015 121 1SC M07

P6 Broches-Forets n015 L25 ISO MO7

P6 Broches-Forets n015 1.29 1SO M07

P8 Broches-Forets n020 L.21 1SO M07

P& Broches-Farets n020 125 1SO MO7

P6 Broches-Forets n020 L29 1SO M07

P6 Braches-Forets n025 L21 ISO M07

P8 Braches-Forets n025 L25 ISQ M07
* P6 Broches-Forets n025 L29 1SO M07

P6 Broches-Forets n030 L21 1ISO M07

P& Broches-Forets n030 25 1SO M07

P& Broches-Forets n030 L29 ISO MO7

P6 Broches-Forets n035 121 1SO M07

P& Broches-Forets n035 L25 (SO MO7

6 Broches-Forets n035 L29 ISO M07
i PB Broches-Forets n040 L21 ISO MO7

PB Broches-Farets n040 1.25 1SO M07

P6 Broches-Forets n040 L29 1SO MO7

P8 Broches-Forets n045 L21 ISO M07

P86 Broches-Forets n045 L25 1SO MO7

P Broches-Forets n045 L29 1SO M07

P6 Broches-Forets n050 L21 ISO MO7

P& Broches-Forets n050 125 1ISO MO7

P8 Broches-Forets n050 L29 (SO M0O7

P8 Broches-Forets n055 L21 1SO MO7

P6 Broches-Forets n0§5 L25 ISO M07

P'6 Broches-Forets n0§5 128 ISO M07

P6 Broches-Forets n080 L21 1ISO M07

P6 Broches-Forets n060 L.25 ISO MO7

P8 Broches-Forets n0§0 129 1ISO M07

P& Broches-Forets n070 L21 I1SO M07

P86 Broches-Forets n070 L25 1SO M07

P6 Broches-Forets n070 129 ISO MO7

P6 Broches-Forets n080 121 1SO M07

P86 Braches-Farets n080 L25 ISO M07

P8 Broches-Forets n080 L29 1ISO M07

é / Delegated General Manager

B5 2Shape TS2 n25 6% L31 Classics sterile
BS5 2Shape F35 n35 6% L31 Classics sterile
B5 2Shape F4Q nd0 4% L31 Classics sterile
B4 2Shape 2xTS$1+2xTS2 L21 Classics Sterile

| B4 2Shape 2xTS1+2xTS2 125 Classics Sterile

B4 26hape 2xTS1+2xTS2 L31 Classics Sterile

| B5 2Shape Procedure Pack L21 Classics sterile

B5 2Shape Procedure Pack L25 Classics sterile
BS 2Shape Procedure Pack L31 Classics sterile
P4 ENDOFLARE n25 12% L15 Classics
B5 ENDOFLARE n25 12% L15 Classics sterile
P6 Engine Reamers n006 L.21 iISO MO7

P6 Engine Reamers n006 L25 ISO M07

P6 Engine Reamers nQ06 L29 ISO M07

P6 Engine Reamers n008 L21 ISO M07

i P6 Engine Reamers n008 L26 ISO M07
. P6 Engine Reamers n008 L29 1ISO MQ7

P8 Engine Reamers n010 L21 ISO MO7
P8 Engine Reamers n010 L25 ISC Mo7
P6 Engine Reamers n010 L29 ISO M07
P6 Engine Reamers n015 L21 ISO M07
P6 Engine Reamers n015 L25 ISO MO7
P6 Engine Reamers n015 L29 ISO M07

: P6 Engine Reamers n020 L21 ISC M07

P8 Engine Reamers n020 L25 ISO M07
P6 Engine Reamers n020 L29 [SO M07
P8 Engine Reamers n025 L21 ISO M07
P6 Engine Reamers n025 L25 1SO MO7
P86 Engine Reamers n025 L29 1SO M07
P8 Engine Reamers n039 L21 SO M0O7
P8 Engine Reamers n030 L25 ISC M07
P6 Engine Reamers n030 L29 ISO M07
P6 Engine Reamers n(35 L21 1SO MD7
P6 Engine Reamers n035 L25 ISO M0O7
P6 Engine Reamers n035 L29 |SO MO7
P8 Engine Reamers n040 L21 1SO Mo7
P8 Engine Reamers n040 L25 ISO M07
P6 Engine Reamers n040 L29 ISO M07
P6 Engine Reamers n045 .21 ISO MO7
P6 Engine Reamers n045 L25 iSO M07
P& Engine Reamers n045 1.29 1SO M07
P8 Engine Reamers n050 L21 1SO MO07
P6 Engine Reamers n050 L25 1SO M0O7
P6 Engine Reamers n050 L29 ISO M07
P6 Engine Reamers n055 L21 1SO MO7
P6 Engine Reamers n055 L25 ISO MO7
P6 Engine Reamers n055 1.29 1SO M07
P6 Engine Reamers n060 L21 iSO M07
P6 Engine Reamers n060 L25 SO M07
P6 Engine Reamers n060 L29 1SO M07
P6 Engine Reamars n070 L21 1SO M07
6 Engine Reamers n070 L25 iSO M07
P8 Engine Reamers n070 L.29 1SO M07
P86 Engine Reamers n080 L21 1SO M07
P6 Engine Reamers n080 L25 ISO MO7
P6 Engine Reamers n080 L29 |SO M07
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Besancon, le / the 2021-04-22
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Micro-Mega SA
12 rue du Tunnel
25000 BESANCON
France

GMED (0459) reconnait que son certificat CE est valide pour

les dispositi(rnmm Wécrits le 12 mai 2021

" .
GMED (MSL)—:@QMt its EC certificate is valid for the
medical devices listed on May 12, 2021

DECLARATION CE DE CONFORMITE

CE DECLARATION OF CONFORMITY

MicroMega

77 COLTENE

Micro-Mega SA certifie que les produits suivants sont conformes & I'annexe I et Vil de Ia directive 93/42 CEE relative aux
dispositifs médicaux, en tenant compte de toutes les normes harmonisées européennes applicables et aux transpositions en
droit national de chaque état et que son systéme d'assurance qualité, selon I'annexe il excluant le point 4 de la directive 93/42
CEE, est approuvé (Attestation CE n°8881 délivrée par I'organisme notifié GMED).

Micro-Mega SA certifies that the products listed below conform to annex | and Vii of the Directive 93/42/EEC for medical
devices, taking into account all applicable European harmonised standards and national laws Jfor each state and that it full
quality assurance system, according annexe Il excluding point 4 of the Directive 93/42/EEC, is approved (CE certificate n°8881
delivered by notified body GMED).

20104046 ENGINE REAMERS
20104047 ENGINE REAMERS
20104048 ENGINE REAMERS
20104049 ENGINE REAMERS
20104050 ENGINE REAMERS
20104051 ENGINE REAMERS
20104052 ENGINE REAMERS
20104053 ENGINE REAMERS
20104054 ENGINE REAMERS
20104055 ENGINE REAMERS
20104056 ENGINE REAMERS
20104057 ENGINE REAMERS
20104058 ENGINE REAMERS
20104059 ENGINE REAMERS
20104060 ENGINE REAMERS
20104061 ENGINE REAMERS
20104062 ENGINE REAMERS
20104063 ENGINE REAMERS
20104064 ENGINE REAMERS
20104065 ENGINE REAMERS
20104066 ENGINE REAMERS
20104067 ENGINE REAMERS
20104068 ENGINE REAMERS
20155002 GENGIRO
20155005 GENGIRO
20155007 GENGIRO
20155008 GENGIRC
20155012 GENGIRO
20155015 GENGIRO
20155017 GENGIRO
20155018 GENGIRQ
20155022 GENGIRO
20155025 GENGIRO
20155027 GENGIRO
20155028 GENGIRO
20955002 GENGIRO
20955005 GENGIRO
20855007 GENGIRC
20955008 GENGIRO
20955012 GENGIRO
20955015 GENGIRO
20955017 GENGIRO
20955018 GENGIRO
20855022 GENGIRO
20955025 GENGIRO
20955027 GENGIRO
20955028 GENGIRO
20154001 GENTAPER
20154002 GENTAPER
20154003 GENTAPER
20154004 GENTAPER
20154005 GENTAPER
20154006 GENTAPER
20154012 GENTAPER
20154013 GENTAPER
20154014 GENTAPER
20154015 GENTAPER

Pour le compte de Micio-Mega SA / On behalf of Micro-Mega SA

Stéphane CLAUDE <},

PG Broches-Forsts n030 L21 IS0 M07

P6 Broches-Forets n090 L25 ISO M07

P8 Broches-Forets n030 L29 iSO M07

PB Broches-Forets n100 L21 ISO M07

P& Broches-Farets n100 L25 ISO M07

P& Broches-Forets n100 129 ISC M07

Pé Broches-Forets n110 L21 ISO M07

P& Broches-Forets n110 L25 ISO M0O7

P6 Broches-Forets n110 L29 ISO M07

P& Broches-Forets n120 L21 ISO MO7

P6 Broches-Forets n120 L26 1ISO M07

P€& Broches-Forets n120 129 ISO M07

P6 Broches-Forets n130 L21 1ISO M07

P& Broches-Forats n130 L25 ISO M07

P& Broches-Forats n130 L29 ISO M07

P§ Broches-Forets n140 121 1SO M07

P6 Broches-Forets n140 125 ISO M07

P6 Broches-Forets n140 L28 ISO M07

P6 Broches-Forete n015/040 L21 ISO M07

P8 Broches-Forets n015/040 L25 1ISO MO7

P8 Broches-Forets n015/040 L29 1ISO M07

P& Broches-Forets n045/080 L21 1ISO M07

P6 Broches-Forets n045/080 L25 ISO MO7

P6 GenGIRO G25 L21 Classics GenENDO

P8 GenGIRO G40 L21 Classics GenENDO

P8 GenGIRO G50 L21 Classics GenENDO

P6 GenGIRO Asst L21 G25-G40-G50 GenENDO
P& GenGIRO G25 L25 Classics GenENDO

P& GenGIRO G40 L25 Classics GenENDO

P6 GenGIRO G50 L25 Classics GenENDO

P& GanGIRO Asst L25 G25-G40-G50 GenENDO
P8 GenGIRO G26 L31 Classics GenENDO

P8 GenGIRO G40 L31 Classics GenENDO

P6 GenGIRO G50 L31 Classics GenENDO

P6 GenGIRO Asst L31 525-G40-G50 GenENDC
BS GenGIRQO G25 L21 Classics GenENDO sterile
B5 GenGIRO G40 L21 Classics GenENDO sterile
B5 GenGIRO G50 L21 Classics GenENDO sterile

B5 GenGIRO Asst L21 G25-G40-G50 GenENDO sterile

B5 GenGIRO G25 L25 Classics GenENDO sterile
BS GenGIRO G40 L25 Classics GenENDO sterile
B5 GenGIRO G50 L25 Classics GenENDO sterile

B5 GenGIRO Asst L25 G25-G40-G50 GenENDO sterile

B5 GenGIRO G256 L31 Classics GenENDQ sterile
B5 GenGIRO G40 L31 Classics GenENDO sterile
B5 GenGIRO G50 L31 Classics GenENDO sterile

B5 GenGIRQ Asst L31 G25-G40-G50 GenENDO sterile

P6 GenTAPER SX n19 L19 GenENDO
P6 GenTAPER S1 n17 L21 GenENDO
P& GenTAPER S2 n20 L21 GenENDO
P& GenTAPER F1 n20 L21 GenENDO
P8 GenTAPER F2 n25 L21 GenENDO
P6 GenTAPER F3 n30 L21 GenENDO
P6 GenTAPER $1 n17 L25 GenENDO
P8 GenTAPER S2 n20 L25 GenENDO
P6 GenTAPER F1 n20 L25 GenENDO
P6 GenTAPER F2 n25 .25 GenENDO

Directeur Général Dé Ziﬁé / Delegated General Manager

P% Engine Reamers n090 L21 ISO M07

P6 Engine Reamers n090 L25 ISO M07

P6 Engine Reamers n090 L29 ISO M07

P6 Engine Reamers n100 L21 ISO M07

Pé6 Engine Reamers n100 L25 ISO MO7

P6 Engine Reamers n100 .29 ISO MO7

P6 Englne Reamers n110 L21 ISO M07

P6 Engine Reamers n110 L25 ISO M07

P6 Engine Reamers n110 L29 ISO M0O7

P8 Engine Reamers n120 L21 ISO M07

P86 Engine Reamers n120 L25 ISO MO7

P6 Engine Reamers n120 L29 ISO M07

P& Engine Reamers n130 L21 ISO MO7

Pé Engine Reamers n130 L25 ISO MO7

P6 Engine Reamers n130 L29 ISO M07

P6 Engine Reamers n140 L.21 1ISO M07

P6 Engine Reamers n140 125 ISO M7

P6 Engine Reamers n140 L29 ISO M07

P8 Engine Reamers n015/040 L21 1SO M07

P8 Engine Reamers n015/040 L25 ISO M07

P86 Engine Reamers n015/040 L29 ISO M07

P6 Engine Reamers n045/080 L21 I1ISO M07

P& Engine Reamers n045/080 L25 ISO M07

P6 GenGIRO G25 L21 Classics GenENDOI

P6 GenGIRO G40 L21 Classics GenENDO

P6 GenGIRQ G50 L21 Classics GenENDO

P6 GenGIRO Asst L21 G25-G40-G50 GenENDO
P6 GenGIRO G25 |25 Classics GenENDO

P6 GenGIRO G40 L25 Classics GenENDO

P6 GenGIRO G50 L25 Classics GenENDO

P6 GenGIRO Asst L25 G25-G40-G50 GenENDO
P8 GenGIRO G265 L31 Classics GenENDO

P6 GenGIRO G40 L31 Classics GenENDO

P6 GenGIRO G50 L31 Classics GenENDO

P6 GenGIRO Asst L31 G25-G40-G50 GenENDO
B5 GenGIRO G25 L21 Classics GenENDO sterile
B5 GenGIRQ G40 L21 Classics GenENDO sterile
B5 GenGIRO G50 L21 Classics GenENDO sterile
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B5 GenGIRO Asst L21 G25-G40-G50 GenENDO sterile lia

BS GenGIRO G25 L25 Classics GenENDO sterile
BS GenGIRO G40 L25 Classics GenENDO sterile
BS GenGIRO G50 .25 Classics GenENDO sterile

lla
[[E}
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BS GenGIRO Asst L25 G25-G40-G50 GenENDOQ sterile lla

B5 GenGIRO G25 L31 Classics GenENDO sterile
BS GenGIRO G40 L31 Classlcs GenENDO sterile
B5 GenGIRO G50 L31 Classics GenENDO sterile

B5 GenGIRO Asst L31 G25-G40-G50 GenENDO sterile lla

P6 GenTAPER SX n19 L19 GenENDO
P6 GenTAPER S1 n17 L21 GenENDO
P6 GenTAPER S2 n20 L21 GenENDQ
P6 GenTAPER F1 n20 L21 GenENDQ
P6 GenTAPER F2 n25 L21 GenENDO
P6 GenTAPER F3 n30 L21 GenENDO
P8 GenTAPER S1 n17 L25 GenENDO
P6 GenTAPER $2 n20 L25 GenENDO
P6 GenTAPER F1 n20 L25 GenENDO
P6 GenTAPER F2 n25 L25 GenENDCQ
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Micro-Mega SA
12 rue du Tunnel
25000 BESANCON
France

les dispositi]

GMED (0459) reconnait que son certificat CE est valide pour
iU décrits le 12 mai 2021

GMED (MS&)_%&[%glins%Eeniﬁcate is valid for the

medical devices listed on May 12, 2021

DECLARATION CE DE CONFORMITE

CE DECLARATION OF CONFORMITY

MicroMega

% COLTENE

Micro-Mega SA certifie que les produits suivants sont conformes a I'annexe | et VIl de la directive 93/42 CEE relative aux
dispositifs médicaux, en tenant compte de toutes les normes harmonisées européennes applicables et aux transpositions en
droit national de chaque état et que son systéme d'assurance qualité, selon I'annexe Il excluant le point 4 de la directive 93/42
CEE, est approuvé (Attestation CE n°8881 délivrée par I'organisme notifié GMED).

Micro-Mega SA certifies that the products listed below conform to annex | and Vil of the Directive 93/42/EEC for medical
devices, taking into account all applicable European harmonised standards and national laws for each state and that it full
quality assurance system, according annexe Il excluding point 4 of the Directive 93/42/EEC, is approved (CE certificate n°8881
delivered by notified body GMED).

20154016 GENTAPER
20154022 GENTAPER
20154023 GENTAPER
20154024 GENTAPER
20154025 GENTAPER
20154026 GENTAPER
20154030 GENTAPER
20154031 GENTAPER
20154032 GENTAPER
20854001 GENTAPER
20954002 GENTAPER
20954003 GENTAPER
20954004 GENTAPER
20954005 GENTAPER
20954006 GENTAPER

| 20954012 GENTAPER
20954013 GENTAPER
20954014 GENTAPER
20954015 GENTAPER
20954018 GENTAPER
20954022 GENTAPER
20954023 GENTAPER
20954024 GENTAPER
20954025 GENTAPER
20954026 GENTAPER
20954030 GENTAPER
20954031 GENTAPER
20954032 GENTAPER
20148001 G-FILES
20148002 G-FILES
20148003 G-FILES
20148011 G-FILES
20148012 G-FILES
20148013 G-FILES
20148021 G-FILES
20148022 G-FILES
20148023 G-FILES
20948011 G-FILES
20048012 G-FILES
20948013 G-FILES
20948021 G-FILES
20948022 G-FILES
20948023 G-FILES
20105001 GIRO-FILES
20105002 GIRO-FILES
20105003 GIRO-FILES
20105004 GiRO-FILES
20105005 GIRO-FILES
20105008 GIRO-FILES
20105007 GIRO-FILES
20105008 GIRO-FILES
20105009 GIRO-FILES
20105010 GIRO-FILES
20105011 GIRO-FILES
20105012 GIRO-FILES
20105013 GIRO-FILES
20105014 GIRO-FILES

Pour le compte de Midro-Mega SA / On behalf of Micro-Mega SA

Stéphane CLAUDE

P6 GenTAPER F3 n30 L25 GenENDO

PG GenTAPER $1 n17 L31 GenENDO

P6 GenTAPER S2 n20 L.31 GenENDO

P§ GenTAPER F1 n20 1.31 GenENDO

P6 GenTAPER F2 n25 L31 GenENDO

P6 GenTAPER 3 n30 L31 GenENDO

P6 GenTAPER L21 Sequence GenENDO

P86 GenTAPER L25 Sequence GenENDO

P6 GenTAPER L31 Sequence GenENDO

BS5 GenTAPER SX n18 L18 GenENDO sterilz
B5 GenTAPER S§1n17 L21 GenENDO sterile
B5 GenTAPER S2 n20 21 GenENDO sterile
B5 GenTAPER F1 n20 L21 GenENDO sterile
B5 GenTAPER F2 n25 L21 GenENDO sterile
B5 GenTAPER F3 n30 L21 GenENDO sterile
B5 GenTAPER 51 n17 L25 GenENDO sterile
BS GenTAPER 82 n20 L25 GenENDO sterile
B5 GenTAPER F1 n20 L25 GenENDO sterile
BS5 GenTAPER F2 n25 L25 GenENDO sterile
BS5 GenTAPER F3 n30 L25 GenENDO sterile
B5 GenTAPER S1 n17 L31 GenENDO sterile
BS5 GenTAPER $2 n20 L31 GenENDO sterile
B5 GenTAPER F1 n20 L31 GenENDO sterile
B5 GenTAPER F2 n25 L31 GenENDO sterile
B85 GenTAPER F3 n30 L31 GenENDO sterile
B5 GenTAPER 121 Sequence GenENDO sterile
B5 GenTAPER 125 Sequence GenENDO sterile
B5 GenTAPER L31 Sequence GenENDO sterite

. P4 G-Files Asst | 21 2xG1 2xG2 Classics

P4 G-Files Asst L25 2xG1 2xG2 Classics
P4 G-Files Asst L29 2xG1 2xG2 Classics
P4 G-Files G1n12 L.21 3% Classics

P4 G-Files G1n12 L25 3% Classics

P4 G-Files G1n12 L29 3% Classics

P4 G-Fites G2 n17 L21 3% Classics

P4 G-Files G2 n17 L25 3% Classics

P4 G-Fites G2 n17 L29 3% Classics

B85 G-Files G1n012 3% L21 Classics sterile
85 G-Files G1 n012 3% L25 Classics sterile

~ B5 G-Files G1n012 3% L29 Classics sterile

B5 G-Fiies G2 n017 3% L21 Classics sterile
B5 G-Files G2 n017 3% L26 Classics sterile
BS G-Files G2 n017 3% L29 Classics sterile
P8 Giro-files n008 L21 1SO MO7
P6 Giro-files n008 L25 ISO MO7
P8 Giro-files n008 L29 ISC MO7
P6 Giro-files n010 L21 1SO MQ7
P8 Giro-flles n010 L25 1SO MO7
P8 Giro-files n010 128 ISO MO7
P8 Giro-files n015 L21 ]SO MO7
P8 Giro-files n015 L25 1ISC MO7
P6 Giro-files n015 L29 ISC MO7
P6 Giro-files n020 L21 1ISO M07
P6 Giro-files n020 L26 1SO M07
P6 Giro-flles n020 L29 I1SO MO7
P& Giro-files n025 L21 ISO MO7
P8 Giro-files n025 L25 ISO M07

Directeur Général Déiégué / Delegated General Manager

P6 GenTAPER F3 n30 L25 GenENDQ
P8 GenTAPER $1 n17 L31 GenENDO
P6 GenTAPER S$2 n20 L31 GenENDO
PG GenTAPER F1 n20 L31 GenENDO
P6 GenTAPER F2 n25 L31 GenENDO
P6 GenTAPER F3 n30 L31 GenENOO
P6 GenTAPER L.21 Sequence GenENDO
P6 GenTAPER L25 Sequence GenENDO

| P8 GenTAPER L31 Sequence GenENDO
: BS GenTAPER SX n19 L19 GenENDO sterile
| B5 GenTAPER S1n17 121 GenENDO steriie

B5 GenTAPER 52 n20 L.21 GonENDO sterile
B5 GenTAPER F1 020 L21 GenENDO sterile
B5 GenTAPER F2 n265 121 GenENDO sterile
B5 GenTAPER F3 n30 L21 GenENDO sterite
B5 GenTAPER §1 n17 L25 GenENDO sterile

. B5 GenTAPER $2 n20 L25 GenENDO sterile
| B5 GenTAPER F1 n20 L25 GenENDO steriie
. BS GenTAPER F2 n25 L25 GenENDO sterile
. BS GenTAPER F3 n30 L25 GenENDO sterile
| B5 GenTAPER S1 n17 L31 GenENDO sterile
' B5 GenTAPER S2 n20 L31 GenENDO sterile

B5 GenTAPER F1 n20 L31 GenENDO sterile
B5 GenTAPER F2 n25 L31 GenENDO sterile
B5 GenTAPER F3 n30 L31 GenENDO sterile
B5 GenTAPER L21 Sequence GenENDO sterile
B5 GenTAPER 125 Sequence GenENDO sterile
B5 GenTAPER L31 Sequence GenENDO sterile
P4 G-Files Asst L21 2xG1 2xG2 Classics

P4 G-Files Asst L25 2xG1 2xG2 Classics

P4 G-Fites Asst L22 2xG1 2xG2 Classics

P4 G-Files G1 n12 .21 3% Classics

P4 G-Files G1 n12 L25 3% Classics

P4 G-Files G1 n12 L28 3% Classics

P4 G-Files G2 n17 L21 3% Classics

P4 G-Files G2 n17 L25 3% Classics

P4 G-Files G2 n17 L29 3% Classics

B5 G-Files G1 n012 3% L21 Classics sterile
B5 G-Files G1 n012 3% L25 Classics stefile
B5 G-Files G1 n012 3% L29 Classics steriie
B5 G-Files G2 n017 3% L21 Classics sterile
B5 G-Files G2 n017 3% L25 Classics sterile
B5 G-Files G2 n017 3% L29 Classics sterile
P86 Giro-files n008 L.21 150 M07

P6 Giro-files n008 L26 ISO M07

P6 Giro-filas n008 L29 1SO M07

P6 Gira-files n010 L21 1SC MO7

P6 Giro-flles n010 125 ISO M07

P6 Giro-files n010 L29 ISO M07

P6 Giro-files nD15 121 1SO M07

P§ Giro-files n015 L25 (SO M07

P6 Giro-fies n015 128 ISC MO7

P6 Giro-filas n020 L21 150 M07

P6 Giro-files n020 L25 1ISO M07

P6 Giro-files n020 L29 ISO MO7

P6 Giro-files n025 L21 ISO MO7

P6 Gira-files n025 L25 ISO M07
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GMED (0459) reconnait que son certificat CE est valide pour

_— el st— , ,

Il\/:cro I;lleia SA I es dispositifs mfdlsadwﬁém!‘"f -‘12 mai 2021 “o2r COLTENE
ue EU U GMED (0459) VLEMEE' &K‘gs H Létrgﬁcate is valid for the MicroMega

25000 BESANCON medical devices listed on May 12, 2021

France DECLARATION CE DE CONFORMITE

CE DECLARATION OF CONFORMITY

Micro-Mega SA certifie que les produits suivants sont conformes & I'annexe I et VIl de la directive 93/42 CEE relative aux
dispositifs médicaux, en tenant compte de toutes les normes harmonisées européennes applicables et aux transpositions en
droit national de chaque état et que son systéme d'assurance qualité, selon I'annexe Il excluant le point 4 de la directive 93/42
CEE, est approuvé (Attestation CE n°8881 délivrée par I'organisme notifié GMED).

Micro-Mega SA certifies that the products listed below conform to annex | and Vi of the Directive 93/42/EEC for medical
devices, taking into account all applicable European harmonised standards and national laws for each state and that it full
quality assurance system, according annexe Il excluding point 4 of the Directive 93/42/EEC, is approved (CE certificate n°8881

delivered by notified body GMED).

20105015 GIRO-FILES PG Giro-files n025 L29 ISO M07 P& Giro-files n025 L29 iSO M07 lla 2
20105016 GIRO-FILES P& Giro-files n030 L21 1SO M07 P6 Giro-files n030 L21 ISO MQ7 lla 2
20105017 GIRO-FILES P& Giro-files n030 L25 ISO MO7 P6 Giro-files n030 L25 ISO M07 lla 2
20105018 GIRO-FILES P6 Giro-files n030 L29 ISO MO7 P& Giro-files n030 L29 ISO MO7 lla 2
20105018 GIRO-FILES P6 Giro-files n035 L21 ISO MO7 P& Giro-files n035 L21 ISO MO7 lla 2
20105020 GIRO-FILES P6 Glro-files n035 L25 1SO M07 P& Giro-files n035 L25 ISO MO7 lla 2
20105021 GIRO-FILES P6 Giro-files n035 L29 ISO MO7 P6 Giro-files n035 L29 ISO M0O7 lla 2
20105022 GIRO-FILES P8 Giro-files n040 L21 ISO MO7 P6 Giro-files n040 L21 ISO M07 lla 2
20105023 GIRO-FILES P8 Giro-files n040 L25 ISO MO7 P& Glro-flles n040 L25 1ISO M07 lla 2
20105024 GIRO-FILES P6 Giro-files n040 L28 ISO M07 P8 Giro-files n040 L29 iSO MO7 lla 2
20105025 GIRO-FILES P6 Giro-files n045 L21 ISO M07 P6 Giro-files n045 L21 ISO MO7 lla 2
20105026 GIRO-FILES P6 Giro-files n045 L25 1ISO MO7 P86 Glro-files n045 L25 I1SO M07 lla 2
20105027 GIRO-FILES P8 Giro-files n045 L29 ISO M07 P86 Girc-files n045 L29 ISO M07 lla 2
20105028 GIRO-FILES Pé Giro-files n050 L21 1SO M07 P86 Giro-files n050 L21 1ISO M07 lla 2
20105029 GIRO-FILES P6 Giro-files n050 L26 ISO MO7 P86 Giro-files n050 L25 ISO MO7 lla 2
20105030 GIRO-FILES P6 Giro-files nD50 L29 I1SO M07 P6 Giro-files n050 L29 ISC M07 lla 2
20105031 GIRO-FILES P6 Giro-files n055 L21 ISO MO7 P6 Giro-files n055 L21 1SC M07 lla 2
20105082 GIRO-FILES P6 Giro-files n055 L25 ISC M07 P& Giro-files n055 L25 ISO MO7 lla 2
20105033 GIRO-FILES Pé Giro-files n055 L29 ISO MO7 P& Giro-files nD55 L29 ISO M07 lla 2
20105034 GIRO-FILES P& Giro-files n060 L21 ISO MO7 P6 Giro-files nDB0 L21 1ISO MO7 lla 2
20105035 GIRO-FILES P6 Giro-files n080 L25 ISO M0O7 P& Giro-files n060 L25 1SO MO7 lla 2
20105036 GIRO-FILES P8 Giro-files nG60 L28 ISO MO7 P6 Giro-files n060 L29 ISO M07 lla 2
20105037 GIRO-FILES P8 Giro-files n070 L21 1SC M07 P& Giro-files n070 L21 ISO M07 lla 2
20105038 GIRO-FILES P6 Giro-files n070 L25 ISC MO7 P8 Giro-files n070 L25 1ISO M07 lla 2
20105039 GIRO-FILES P8 Giro-files n070 L28 ISO MO7 P8 Giro-files n070 L29 ISC MO7 lla 2
20105040 GIRO-FILES P8 Giro-files n080 L21 ISOQ MO7 P6 Giro-files n080 L21 ISO MO7 lla 2
20105041 GIRO-FILES P8 Giro-files n080 L25 ISO M07 P8 Giro-files n080 L25 ISO M07 lla 2
20105042 GIRO-FILES P& Giro-files n080 L28 ISC M07 P8 Giro-files n080 L29 ISO M07 lla 2
20105043 GIRO-FILES P8 Giro-files n090 L21 1SO M07 P& Giro-files n090 L21 1ISO M0O7 lla 2
20105044 GIRO-FILES P§6 Giro-files n0S0 L25 ISO M07 P& Gira-files n080 L25 ISQ M07 Ita 2
20105045 GIRO-FILES P§ Giro-files n080 L29 ISO MO7 P6 Giro-files n080 L29 I1SC MO7 lla 2
201050861 GIRO-FILES Pé6 Giro-files 015/040 L21 ISC MO7 PG Girc-fles 015/040 L21 ISO MO7 lia 2
20105062 GIRO-FILES P6 Giro-files 015/040 L25 I1SO M07 P8 Giro-files 015/040 L25 ISO M07 lla 2
20105063 GIRO-FILES P6 Giro-files 015/040 L29 ISO MO7 P8 Giro-files 015/040 L29 1SO M07 lla 2
20105064 GIRO-FILES P§ Giro-files 045/080 L21 I1SO MO7 Pé Giro-files 045/080 L21 1SQ M07 lla 2
20105065 GIRO-FILES P& Giro-files 045/080 L25 1ISO MO7 P6 Giro-files 045/080 L25 I1SO MO7 lla 2
20105066 GIRO-FILES P6 Giro-files 045/080 L29 ISO M07 P6 Giro-files 045/080 L29 IS0 M07 lla 2
20113001 GIROMATIC CLEANSERS P12 Alesoirs Giro n015 L21 ISO M07 P12 Giromatic Cleansers n015 L21 ISO MG7 lla 2
20113002 GIROMATIC CLEANSERS P12 Alegoirs Giro n015 L25 ISO M07 P12 Giromatic Cleansers n015 L25 ISO M0O7 lla 2
20113004 GIROMATIC CLEANSERS P12 Alesolrs Glro n020 L21 ISO M07 P12 Giromatic Cleansers n020 121 1SO M07 lla 2
20113005 GIROMATIC CLEANSERS P12 Alesoirs Giro n020 L25 ISO MO7 P12 Giromatic Cleansers n020 L25 ISO M07 lla 2
20113007 GIROMATIC CLEANSERS P12 Alesoirs Giro n025 L21 1ISO MO7 P12 Giromatic Cleansers n025 L21 ISO M07 lla 2
20113008 GIROMATIC CLEANSERS P12 Alesoirs Giro n025 L25 I1ISO M07 P12 Giromatic Cleansers n025 L25 ISO M07 lla 2
20113010 GIROMATIC CLEANSERS P12 Alesoirs Giro n(30 L21 ISO M07 P12 Giromatic Cleansers n030 L21 ISO M07 lla 2
20113011 GIROMATIC CLEANSERS P12 Alesolrs Glro n030 L25 ISO MO7 P12 Giromatlc Cleansers n030 L25 ISO MO7 lia 2
20113013 GIROMATIC CLEANSERS P12 Alesolrs Giro n035 L21 1ISO MO7 P12 Giromatic Cleansers n035 L21 iSO M07 lia 2
20113014 GIROMATIC CLEANSERS P12 Alesoirs Giro n¢35 L25 ISO M07 P12 Giromatic Cleansers n035 125 ISO M07 lla 2
20113016 GIRCMATIC CLEANSERS P12 Alesairs Giro n040 L21 1SO M07 P12 Giromatic Cleansers n040 L21 ISO M07 Ita 2
20113017 GIROMATIC CLEANSERS P12 Alesoirs Giro n040 L25 ISO M07 P12 Giromatlc Cleansers n040 L25 IS0 M07 lla 2
20113019 GIROMATIC CLEANSERS P12 Alesoirs Giro n045 L21 ISO M07 P12 Giromatic Cleansers n045 L21 ISO M07 lla 2
20113020 GIROMATIC CLEANSERS P12 Alesoirs Giro n045 L25 ISC M07 P12 Giromatic Cleansers n045 L.25 ISO M07 lla 2
20113022 GIROMATIC CLEANSERS P12 Alesoirs Giro n050 L21 ISO M07 P12 Giromatic Cleansers n050 L21 ISO M07 lla 2
20113023 GIROMATIC CLEANSERS P12 Alescirs Giro n050 L25 1ISO M07 P12 Giromatic Cleansers n050 L25 ISO M07 lla 2
20108001 HELI-GIRO-FILES Pé Heli-Giro-Files n015 L21 MO7 ISQ P6 Heli-Giro-Files n015 L21 M07 1ISO lla 2
20109002 HELI-GIRC-FILES P6 Heli-Giro-Files n015 L.25 M07 ISO P& Heli-Giro-Files n015 L25 MO7 ISC lla 2
20109004 HELI-GIRO-FILES P6& Heli-Giro-Files n020 L21 MO7 ISO P& Heli-Giro-Files n020 L21 MO7 ISC lla 2
20109005 HELI-GIRO-FILES P6 Heli-Giro-Files n020 L25 MO7 1SO P& Heli-Giro-Files n020 L25 M07 ISO lla 2

Pour le compte de Mii
Stéphane CLAUDE /-~
Directeur Général Délg

%

gio-Mega SA / On behalf of Micro-Mega SA

éﬁé / Delegated General Manager

Besancon, le / the 2021-04-22
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Micro-Mega SA

12 rue
25000
France

du Tunnel
BESANCON

les dispositi

GMED (0459) reconnait que son certificat CE est valide pour
isquxglécrits le 12 mai 2021

GMED (MWQ&%‘%I ;151 ?Cﬁcertificate is valid for the

medical devices listed on May 12, 2021

DECLARATION CE DE CONFORMITE

CE DECLARATION OF CONFORMITY

%7 COLTENE

MicroMega

Micro-Mega SA certifie que les produits suivants sont conformes a I'annexe | et Vil de la directive 93/42 CEE relative aux
dispositifs médicaux, en tenant compte de toutes les normes harmonisées européennes applicables et aux transpositions en
droit national de chaque état et que son systéme d'assurance qualité, selon I'annexe Il excluant le point 4 de la directive 93/42
CEE, est approuvé (Attestation CE n°8881 délivrée par I'organisme notifié GMED).

Micro-Mega SA certifies that the products listed below conform to annex | and Vil of the Directive 93/42/EEC for medical
devices, taking into account all applicable European harmonised standards and national laws for each state and that it full
quality assurance system, according annexe Il excluding point 4 of the Directive 93/42/EEC, is approved (CE certificate n°8881
delivered by notified body GMED).

20109007 HELI-GIRQ-FILES
20109008 HELI-GIRO-FILES
20109010 HEL!-GIRO-FILES
20108011 HELI-GIRO-FILES
20109013 HELI-GIRO-FILES
20109014 HELI-GIRO-FILES
20109016 HELI-GIRO-FILES
20109017 HELI-GIRO-FILES
20109019 HELI-GIRC-FILES
20109020 HELI-GIRO-FILES
20109037 HELI-GIRO-FILES
20109038 HELI-GIRO-FILES
20135101 HERQ 642
20136102 HERO 642
20136103 HERO 642
20136104 HERO 642
20136105 HERO 642
20136106 HERO 642
20136107 HEROC 642
20136108 HERO 642
20136109 HERO 642
20136110 HERQO 642
20136111 HERQ 642
20136112 _ HERO 642
20136113 __ HERO 642
20136114 HERO 642
20136115 HERO 642
20136116 HERO 642
20136117 HERQ 642
20136118 HERO 642
20136118 HEROQ 642
20136120 HERO 642
20136121 HEROG 642
20136122 HERO 642
20136123 HERO 642
20136124 HERO 642
20136125 HERO 642
20136126 HERO 842
20136127 HERC 642
20136128 HERQ 642
20136129 HERO 642
20136130 HERO 642
20136131 HERO 642
20136132 HERO 642
20136133 HERO 642
20136134 HERO 642
20136401 HERO Shaper
20136402 HERQ Shaper
20136403 HERO Shaper
20136404 HERO Shaper
20136405 HERO Shaper
201364086 HERO Shaper
20136407 HERO Shaper
20136408 HERO Shaper
20136409 HERO Shaper
20136410 HERO Shaper
20136411 HERO Shaper

Pour le compte de Micr
Stéphane CLAUDE

Directeur Général Dél Ige'z'fé / Delegated General Manager

P6 Heii-Giro-Files n025 L21 MO7 I1SO
P6 Heli-Giro-Files n025 L25 MO7 I1SO
P& Heli-Giro-Files n030 L21 M07 iSO
P6 Heii-Giro-Files n030 L25 M07 1SO

- P& Heli-Giro-Files n035 L2 M07 ISO

P6 Heli-Giro-Flles n035 L25 MO7 ISO
P6E Heli-Giro-Files n040 L21 MO7 ISO
P6 Heli-Giro-Files n040 L25 M07 1SO
P6 Heti-Giro-Files n045 L21 MO7 I1SO
P6 Heli-Giro-Files n045 L25 M07 1ISO

P6 Heli-Giro-Files 015/040 L21 M07 ISO
P6 Heli-Giro-Files 015/040 L26 M07 ISO

P6 HERO 842 n20 L25 2% Classics
P6 HEROQ 642 n25 L25 2% Classics
P& HERO 642 n30 L25 2% Classics
P8 HERQ 642 n35 L.26 2% Classics
P8 HERO 642 n40 L25 2% Classics
P6 HERQ 642 n45 L25 2% Classics
P6 HERO 642 n20 L.26 4% Classics
P& HERQ 642 n25 L25 4% Classics
P6 HERO 642 n30 L25 4% Classics
P8 HERO 642 n20 L21 6% Classics
P8 HERO 642 n25 1.21 6% Classics
P& HERO 642 n30 L21 6% Classics

P9 HERO 642 Asst 121 6% L25 4% 2% Classics

P& HERO 642 n20 L.21 2% Classics
P& HERO 842 n25 L21 2% Classics
P& HERO 642 n30 L21 2% Classics
P& HERO 642 n35 L21 2% Classics
P8 HERO 642 n40 L21 2% Classics
P'6 HERO 642 n45 L21 2% Classics
P56 HERO 642 n20 L21 4% Classics
P8 HERO 842 n25 L21 4% Classics
P& HERO 642 n30 L21 4% Classics
P8 HERQ 642 n35 L28 2% Classics
P6 HERO 642 n40 L29 2% Classics
P6 HERO 642 n45 L29 2% Classics
P6 HERO 642 n20 L29 2% Classlics
P& HERO 642 n25 L29 2% Classics
P86 HERO 642 n30 L29 2% Classics
P56 HERO 642 n20 1.29 4% Classics
P6 HERO 642 n25 L29 4% Classics
P6 HERO 642 n30 L29 4% Classics
P8 HERO 642 n20 L25 6% Classics
P& HERO 642 n25 L.25 6% Classics
P8 HERO 642 n30 L25 6% Classlcs
P6 HERO Shaper n20 L21 6% Classics
P6 HERQ Shaper n25 L21 6% Classics
P& HERO Shaper n30 L21 6% Classics
P6 HERQ Shaper n20 L25 4% Classics
P8 HERO Shaper n25 L 25 4% Classics
P6 HERO Shaper n30 |25 4% Classics
P6 HERO Shaper n20 L29 4% Classics
P86 HERO Shaper n25 L29 4% Classics
P6 HERO Shaper n30 L29 4% Classics
P6 HERO Shaper n20 L25 6% Classics
P& HERO Shaper n25 L25 6% Classics

-Mega SA / On behalf of Micro-Mega SA

P& Heli-Giro-Files n025 L21 M07 ISO
P6 Heli-Giro-Files n025 L25 M07 I1SO
P6 Heli-Giro-Filas n03¢ L21 M07 1SO
P6 Hell-Giro-Files n030 L25 M07 ISO
P& Heli-Giro-Files n035 L21 M07 1SO

P6 Heli-Giro-Files n035 L25 M07 iSO

P6 Heli-Giro-Files n040 £.21 MO7 1SO,
P6 Heli-Giro-Files n040 L25 MO7 ISO
P6 Hei-Giro-Files n045 L21 MO7 1SO
P6 Hell-Glro-Files n045 L25 M07 ISO

P6 Heli-Giro-Files 015/C40 .21 M07 1SO
P6 Heli-Giro-Files 015/040 L25 M07 I1SO

P6 HERO 642 n20 125 2% Classlcs
P86 HERO 842 n25 L.25 2% Classics
P6 HERO 642 n30 L25 2% Classics
P6 HERO 642 n35 L25 2% Classics
P6 HERO 642 nd0 L25 2% Classics
6 HEROQ 642 nd5 L25 2% Classics
P6 HERO 642 n20 L25 4% Classics
P8 HERO 642 n25 L25 4% Ciassics
P6 HERO 642 n30 L25 4% Classics
P6 HERQ 642 n20 L21 6% Classics
PB HERO 642 n25 L21 6% Classics
P8 HERO 642 n30 L21 6% Classics

P9 HERO 642 Asst 121 6% L25 4% 2% Classics

P8 HERO 642 n20 121 2% Classics
P6 HERQ 642 n25 L.21 2% Classics
P6 HERO 642 n30 1.21 2% Classics
P6 HERQ 642 n35 L21 2% Classics
P6 HERO 642 n40 L21 2% Classics
P6 HERQ 642 nd5 L21 2% Classics
P6 HERO 642 n20 L21 4% Classics
PB HERO 642 n25 |.21 4% Classics
P6 HERO 642 n30 L21 4% Classics
P6 HERO 642 n35 L.29 2% Classics
P& HERO 642 nd40 L29 2% Classics
P6 HERO 642 n45 L29 2% Classics
P6 HERO 642 n20 L29 2% Classics
P6 HERO 642 n25 L29 2% Classics
P6 HERO 642 n30 L29 2% Classics
PG HERO 642 n20 L29 4% Classics
P65 HERO 642 n25 L29 4% Classics
P8 HERO 642 n30 L29 4% Classics
P8 HERO 642 n20 L25 €% Classics
P6 HERO 642 n25 L26 6% Classics
P6 HERO 642 n30 L25 6% Classics
P6 HERQ Shaper n20 L21 6% Classics
P6 HERO Shaper n25 L21 6% Classics
P6 HERO Shaper n30 L21 6% Classics
P6 HERO Shaper n20 L25 4% Classics
P& HERO Shaper n25 L26 4% Classics
P56 HERO Shaper n30 L25 4% Classics
P& HERO Shaper n20 L 29 4% Classics
P6 HERO Shaper n25 L29 4% Classics
P& HERO Shaper n30 L29 4% Classics
P6 HERO Shaper n20 £25 8% Classics
P6 HERO Shaper n25 125 6% Classics

Besancon, le / the 2021-04-22
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GMED (0459) reconnait que son certificat CE est valide pour
les dispositi i lécrits le 12 mai 2021

GMED (Mwm'l ;1; Eﬁcertljficate is valid for the

medical devices listed on May 12, 2021
DECLARATION CE DE CONFORMITE

Micro-Mega SA
12 rue du Tunnel
25000 BESANCON
France

77 COLTENE

MicroMega

CE DECLARATION OF CONFORMITY

Micro-Mega SA certifie que les produits suivants sont conformes & I'annexe 1 et Vil de la directive 93/42 CEE relative aux
dispositifs médicaux, en tenant compte de toutes les normes harmonisées européennes applicables et aux transpositions en
droit national de chaque état et que son systéme d'assurance qualité, selon I'annexe ll excluant le point 4 de la directive 93/42
CEE, est approuvé (Attestation CE n°8881 délivrée par I'organisme notifié GMED).

Micro-Mega SA certifies that the products listed below conform to annex I and Vil of the Directive 93/42/EEC for medical
devices, taking into account all applicable European harmonised standards and national laws for each state and that it Sfull
quality assurance system, according annexe Il excluding point 4 of the Directive 93/42/EEC, is approved (CE certificate n°8881
delivered by notified body GMED).

20136412 HERQ Shaper P6 HERC Shaper n30 L25 6% Classics P6 HERO Shaper n30 L25 6% Classics lla [
20136413 HERO Shaper P2 HERO Shaper canaux faciles Classics P2 HERO Shaper Easy Canals Classics lla 6
20136414 HERO Shaper P3 HERO Shaper canaux intermediaires Classics P3 HERO Shaper Intenmediate Canals Classics lla 6
20136415 HERO Shaper P4 HERO Shaper canaux difficiles Classics P4 HERO Shaper Difficult Canals Classics lla 6
20136416 HERQ Shaper P8 HERO Shaper Asst L21 6% L25 4% P& HERO Shaper Asst L21 6% L25 4% lia [
20136417 HERO Shaper P6 HERO Shaper n20 L21 4% Classics P8 HERO Shaper n20 L21 4% Classlcs lla 6
20136418 HERO Shaper P6 HERO Shaper n25 L21 4% Classics P6 HERO Shaper n25 L 21 4% Classics lla 6
20136419 HERO Shaper P& HERO Shaper n30 L21 4% Classics P6 HERO Shaper n30 L21 4% Classics lla 6
201368420 HERO Shaper P6 HERO Shaper n35 L25 4% Classics P56 HERO Shaper n35 L25 4% Classics ila 6
20136421 HERO Shaper P6 HERQ Shaper n40 125 4% Classics P6 HERO Shaper n40 L25 4% Classics Ha 6
20136422 HERO Shaper P& HERO Shaper n45 L25 4% Classics P& HEROQ Shaper n45 L25 4% Classics lla 6
20136423 HERO Shaper P8 HERO Shaper n35 L21 4% Classics P68 HERO Shaper n35 L21 4% Classics lla 6
20136424 HERO Shaper P8 HERO Shaper n40 L21 4% Classics P8 HERO Shaper n40 L21 4% Classics lla 6
20136425 HERO Shaper P6 HERO Shaper n45 L21 4% Classics P6 HERO Shaper n45 L21 4% Classics lla 6
20136426 HERO Shaper P6 HERO Shaper n35 L29 4% Classics P6 HERO Shaper n35 L29 4% Classics lla 6
20136427 HERO Shaper P& HERO Shaper n40 L29 4% Classics P6 HERO Shaper n40 L29 4% Classics lla 6
20136428 HERO Shaper P6 HERO Shaper n45 L29 4% Classics P& HERO Shaper n45 29 4% Classics lla 6
20136429 HERO Shaper P6 HERO Shaper Asst L21 6% 4% Classics P6 HERO Shaper Asst L21 6% 4% Classlcs lla 6
20136430 HERO Shaper P6 HERO Shaper Asst L25 6% 4% Classics P6 HERO Shaper Asst L25 6% 4% Classics lla 6
20136701 HERO Shaper P6 HERO Shaper n20 L21 6% InGeT P& HERO Shaper n20 L21 8% InGeT lla [
20136702 HERO Shaper Pé HERO Shaper n25 L21 6% InGeT P6 HERO Shaper n25 L21 6% InGeT lia 6
20136703 HERO Shaper P6 HERO Shaper n30 L21 6% InGeT P8 HERO Shaper n30 L21 6% InGeT Hla 6
20136704 HERO Shaper Pé HERO Shaper n20 125 4% InGeT P8 HERO Shaper n20 L25 4% InGeT lla 6
20136705 HERO Shaper P6 HERO Shaper n25 L25 4% InGeT P& HERO Shaper n25 L25 4% inGeT Ita 6
20136708 HERO Shaper P& HERO Shaper n30 L25 4% InGeT P8 HERO Shaper n30 L25 4% InGeT lla [}
20136707 HERO Shaper P6 HERO Shaper n20 129 4% InGeT P8 HERO Shaper n20 L28 4% InGeT lla ]
20136708 HERO Shaper P& HERO Shaper n25 L29 4% InGeT Pé HERO Shaper n25 L29 4% InGeT lla 6
20136709 HERO Shaper P6 HERO Shaper n30 L29 4% InGeT P6 HERO Shaper n30 L29 4% InGeT lla 6
20136710 HERO Shaper P86 HERO Shaper n20 L25 6% InGeT P& HERO Shaper n20 L25 6% InGeT lla 6
20136711 HERO Shaper P& HERO Shaper n25 L25 6% InGeT P6 HERO Shaper n25 L25 6% InGeT lla 6
20136712 HERO Shaper P6 HERO Shaper n30 L25 6% InGeT P& HERO Shaper n30 L25 6% InGeT lia 6
20136713 HERO Shaper P86 HERO Shaper n20 L21 4% InGeT P6 HERO Shaper n20 L21 4% InGeT lla [}
20136714 HERO Shaper P& HERO Shaper n25 L21 4% InGeT P& HERO Shaper n25 L21 4% InGeT lla 6
20136715 HERO Shaper P& HERQ Shaper n30 L21 4% InGeT P6 HERO Shaper n30 L21 4% InGeT lla 6
20136716 HERO Shaper P6 HERO Shaper Asst L21 6% L25 4% InGeT P6 HERO Shaper Asst L21 6% L25 4% InGeT lia 6
20136720 HERO Shaper P2 HERO Shaper Canaux Faciles InGeT P2 HERO Shaper Easy Canals InGeT ila 6
20136721 HERO Shaper P3 HERO Shaper Canaux Intermediaires InGeT P3 HERO Shaper Intermediate Canals InGeT la 6
20136722 HERO Shaper P4 HERO Shaper Canaux Difficiles InGeT P4 HERO Shaper Difficult Canals InGeT lla 6
20136723 HERO Shaper P& HERO Shaper n35 L25 4% InGeT P6 HERQ Shaper n35 L25 4% InGeT lla €
20136724 HERO Shaper P6 HERO Shaper n40 L25 4% InGeT P6 HERO Shaper n40 L25 4% InGeT lla 6
20136725 HERO Shaper P6 HERO Shaper n45 L25 4% InGeT P6 HERO Shaper n45 L25 4% InGeT ta 6
20136726 HERO Shaper P6 HERO Shaper nd5 L21 4% InGeT P& HERO Shaper n35 L21 4% InGeT lla 6
20136727 HERQ Shaper P& HERO Shaper n40 L21 4% InGeT P6 HERO Shaper n40 L21 4% InGeT lla 6
20136728 HERO Shaper P& HERO Shaper n45 121 4% InGeT P6 HERO Shaper n45 L21 4% InGeT lla 1
20136728 HERO Shaper P8 HERO Shaper n35 L29 4% InGeT P68 HERO Shaper n35 L29 4% InGeT lia 3
20136730 HERO Shaper P8 HERO Shaper n40 L29 4% InGeT P6 HERO Shaper nd0 L29 4% inGeT lla 6
20136731 HERO Shaper P6 HERO Shaper nd5 L29 4% InGeT P& HERO Shaper n45 L29 4% InGeT lla 6
20136733 HERO Shaper P6 HERO Shaper Asst L25 6% 4% InGeT P6 HERO Shaper Asst L25 6% 4% InGeT lla 6
20836401 HERO Shaper B5 HERO Shaper n020 L21 6% Classics Sterile B5 HERO Shaper n020 121 6% Classics Sterile la 6
20936402 HERO Shaper B5 HERO Shaper n025 L21 6% Classics Sterile B5 HERO Shaper n025 L21 6% Classics Sterile lla 6
20936403 HERO Shaper BS HERO Shaper n030 L21 6% Classics Sterile BS HERO Shaper n030 L21 6% Classics Sterile Nla 6
20836404 HERO Shaper B5 HERO Shaper n020 L25 4% Classics Sterile BS HERO Shaper n020 L26 4% Classics Sterile lia ]
20936405 HERO Shaper BS HERO Shaper n025 L25 4% Classics Starile BS HERO Shaper n025 L25 4% Classics Sterile lla 8
20936406 HERO Shaper B5 HERO Shaper n030 L25 4% Classics Sterile B85 HERO Shaper n030 L25 4% Classics Sterile lla 6
20938407 HERO Shaper B5 HERO Shaper n020 L29 4% Classics Sterile B5 HERO Shaper n020 L29 4% Classics Sterile Ita 6
20936408 HERO Shaper 85 HERO Shaper n025 29 4% Classics Sterile BS HERC Shaper n025 L29 4% Classics Sterile lla 6
20936409 HERO Shaper BS HERQ Shaper n030 L29 4% Classics Sterile B5 HERQ Shaper n030 L29 4% Classics Sterile lla 6

-Mega SA / On behalf of Micro-Mega SA

Directeur Général Déldi'éifé / Delegated General Manager

Besancon, le / the 2021-04-22
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Micro-Mega SA
12 rue du Tunnel
25000 BESANCON

France

GMED (0459) reconnait que son certificat CE est valide pour

les dispositifyrmétiegaxtidcrits le 12 mai 2021

o BT

GMED (0459)ecognizesthet its EC certificate is valid for the

medical devices listed on May 12, 2021

DECLARATION CE DE CONFORMITE

CE DECLARATION OF CONFORMITY

MicroMega

7 COLTENE

Micro-Mega SA certifie que les produits suivants sont conformes a I'annexe | et Vil de la directive 93/42 CEE relative aux
dispositifs médicaux, en tenant compte de toutes les normes harmonisées européennes applicables et aux transpositions en
droit national de chaque état et que son systéme d'assurance qualité, selon I'annexe Il excluant le point 4 de la directive 93/42
CEE, est approuvé (Attestation CE n°8881 délivrée par I'organisme notifié GMED).

Micro-Mega SA certifies that the products listed below conform to annex | and Vii of the Directive 93/42/EEC for medical
devices, taking into account all applicable European harmonised standards and national laws for each state and that it full
quality assurance system, according annexe Il excluding point 4 of the Directive 932/42/EEC, is approved (CE certificate n°8881
delivered by notified body GMED).

20936410 HERO Shaper B5 HERQ Shaper n020 L.25 6% Classics Sterilo BS5 HERO Shaper n020 L25 6% Classics Sterile lla 6
20936411 HERO Shaper B5 HERO Shaper n025 125 6% Classics Sterile BS HERO Shaper n025 L25 6% Classics Sterile lla 6
20936412 HERO Shaper B5 HERO Shaper n030 L25 §% Classics Sterile B5 HERO Shaper n)30 L25 6% Classlcs Sterile Ita 6
20936417 HERO Shaper B5 HERO Shaper n020 L21 4% Classics Sterile B5 HERO Shaper n020 L21 4% Classics Sterile lla 6
20936418 HERO Shaper BS5 HERO Shaper n025 L21 4% Classics Sterile B5 HERO Shaper n025 L21 4% Classics Sterile lla [
20936419 HERQ Shaper BS5 HRERO Shaper n030 L21 4% Classics Sterile B5 HERO Shaper n03C L21 4% Classics Sterile la 6
20936420 HERO Shaper B5 HERO Shaper n035 L25 4% Classics Sterile B85 HERO Shaper n03§ 1.25 4% Classics Sterile lla 6
20936421 HERO Shaper B5 HERO Shaper n040 1.25 4% Classics Sterile B5 HERO Shaper n040 L25 4% Classics Sterile lla 6
20936422 HERO Shaper B5 HERO Shaper n045 L25 4% Classics Sterile B5 HERQ Shaper n045 L25 4% Classics Sterile lia 6
20936423 HERQ Shaper B5 HERO Shaper n035 L21 4% Classics Sterile B5 HERO Shaper n035 L21 4% Classics Sterile lla 6
20936424 HERO Shaper B85 HERQ Shaper n040 L21 4% Classics Sterile B85 HERO Shaper n040 L21 4% Classics Steriig [E] 6
209368425 HERO Shaper B5 HERO Shaper n046 .21 4% Classics Sterite B5 HERO Shaper n045 L21 4% Classlcs Sterile lia 6
20036426 HERO Shaper 85 HERO Shaper n035 .28 4% Classics Sterlle BS HERO Shaper n035 L29 4% Classics Sterile lla 6
20936427 HERO Shaper B5 HERO Shaper n040 128 4% Classics Sterile B5 HERO Shaper n040 L29 4% Classics Sterile lla (¢}
20936428 HERO Shaper B5 HERO Shaper n045 L23 4% Classics Sterile B5 HERO Shaper n045 128 4% Classics Sterile Wla 6
20120002 MECA-RISPI P8 Meca-Rispi n0 L21 1ISO M11 P6 Meca-Rispi n L21 ISO M11 lla 3
20120003 MECA-RISPI P6 Meca-Rispi n0 1.25 1ISO M11 P8 Meca-Rispi n0 L25 ISO M11 lla 3
20120008 MECA-RISPI P6 Meca-Rispi n1 .21 IS0 M11 P6 Meca-Rispi n1 L21 1ISO M11 lla 3
20120007 MECA-RISPI P6 Maca-Rispi n1 1.26 ISO M11 P6 Meca-Rispi n1 L.25 1ISO M11 lla 3
20120010 MECA-RISPI P& Meca-Rispi n2 L21 ISO M11 P6 Meca-Rispi n2 L21 ISO M11 Ha 3
20120011 MECA-RISP! P8 Meca-Rispi n2 L25 ISO M11 P& Meca-Rispi n2 L25 ISO M11 lla 3
20120014 MECA-RISPI P6 Meca-Rispi n3 L21 ISO M11 P6 Meca-Rispi n3 L21 ISO M11 ila 3
20120015 MECA-RISPI P8 Meca-Rispi n3 1.25 1SO M11 P86 Meca-Rispi n3 L.25 ISO M11 lla 3
20120018 MECA-RISPI P6 Meca-Rispi n4 L21 ISO M11 P86 Meca-Rispi nd 121 iSO M11 lla 3
20120018 MECA-RISPI * P8 Meca-Rispi nd L25 ISO M11 P86 Meca-Rispi n4 L.25 1ISO M11 Na 3
20120022 MECA-RISP! | PB Meca-Rispi n5 L21 ISO M11 P6 Meca-Rispi n5 L21 1S M11 lla 3
- 20120023 MECA-RISPI ' P6 Meca-Rispi n5 L.25 1ISO M11 P Meca-Rispi n5 .25 1SO M11 lla 3
20120026 MECA-RISPI P6 Meca-Rispi né .21 ISO M11 P& Meca-Rispi né L21 1ISO M11 lla 3
20120027 MECA-RISP! P6 Meca-Rispi né 125 ISO M11 P& Mecsa-Rispi n6 1.25 1ISO M11 lla 3
20120031 MECA-RISPI P6 Meca-Rispi 1/6 L25 ISO M11 P6 Meca-Rispi 1/6 1.25 1SO M11 Ha 3
20119003 MECA-SHAPER P6 Meca-Shaper n10 1.25 ISO M11 P& Meca-Shaper n10 L25 1SO M11 lle 3
20119006 MECA-SHAPER P6 Meca-Shaper n15 121 ISOM11 P6 Meca-Shaper n15 121 1SQ M11 a 3
20119007 MECA-SHAPER P6 Meca-Shaper n15 1.25 ISO M11 P6 Meca-Shaper n15 1.25 ISO M11 lla 3
20119010 MECA-SHAPER P6 Meca-Shaper n20 1.21 ISO M11 P6 Meca-Shaper n20 L21 ISO M11 ila 3
20119011 MECA-SHAPER P6 Meca-Shaper n20 1.25 ISO M11 P6 Meca-Shaper n20 L25 1ISO M11 lla 3
20119014 MECA-SHAPER P6 Meca-Shaper n25 1.21 ISO M11 P8 Meca-Shaper n25 L21 iSO M11 lia 3
20118015 MECA-SHAPER P6 Meca-Shaper n26 1.25 ISO M11 P6 Meca-Shaper n25 126 I1SO M11 lla 3
20119018 MECA-SHAPER P6 Meca-Shaper n30 L21 ISO M11 P6 Meca-Shaper n30 L21 ISO M11 lla 3
20119019 MECA-SHAPER P& Maca-Shaper n30 L25 1ISO #11 Pg Meca-Shaper n30 L25 1SO M11 lla 3
20119022 MECA-SHAPER P6 Meca-Shaper n35 1.21 ISO M11 P6 Meca-Shaper n35 L21 ISO M11 lia 3
20119023 MECA-SHAPER P8 Meca-Shaper n35 L.25 ISO M11 P& Meca-Shaper n35 L25 1SO M11 lla 3
20119026 MECA-SHAPER P6 Meca-Shaper n4¢ L21 ISO M11 P§ Meca-Shaper n40 L211SO M11 lla 3
20119027 MECA-SHAPER P8 Meca-Shaper n40 L25 1ISO M11 P6 Meca-Shaper ndg L25 ISO M11 lia 3
20119030 MECA-SHAPER P6 Meca-Shaper 15/40 L21 150 M11 P6 Meca-Shaper 15/40 121 1SO M11 lla 3
20119031 MECA-SHAPER P6 Meca-Shaper 15/40 1.25 1ISO M11 P6 Meca-Shaper 15/40 L25 ISO M11 HE] 3
20149401 ONE CURVE P3 ONE CURVE n25 6% L21 P3 ONE CURVE n25 6% L21 lla 6
20149402 ONE CURVE P3 ONE CURVE n25 6% L25 P3 ONE CURVE n25 8% L25 lla 6
20149403 ONE CURVE P3 ONE CURVE n25 6% 131 P3 ONE CURVE n25 6% 131 ila 6
20149411 ONE CURVE P& ONE CURVE n25 6% L21 P8 ONE CURVE n25 6% L21 lla 6
20149412 ONE CURVE P& ONE CURVE n25 6% L25 PE ONE CURVE n25 6% L26 lla 6
20149413 ONE CURVE P6 ONE CURVE n25 6% L31 P& ONE CURVE n26 6% .31 lla 6
20949401 ONE CURVE B5 ONE CURVE n25 6% .21 Sterile B5 ONE CURVE n25 6% L21 Sterile fla 6
20949402 ONE CURVE B5 ONE CURVE n25 6% L25 Sterile B5 ONE CURVE n25 6% L25 Sterile lla 6
20849403 ONE CURVE B5 ONE CURVE n25 6% L31 Sterile B5 ONE CURVE n25 §% L.31 Sterile lla 6
20949411 ONE CURVE B5 ONE CURVE n25 6% L21 PROCEDURE PACK Sterile BS ONE CURVE n25 6% L21 PROCEDURE PACK Sterile lia 6
20949412 ONE CURVE BS5 ONE CURVE n25 6% L25 PROCEDURE PACK Sterile BS ONE CURVE n25 6% 125 PROCEDURE PACK Sterile Ia 8
20949413 ONE CURVE BS ONE CURVE n25 6% L31 PROCEDURE PACK Sterile B5 ONE CURVE n25 6% L31 PROCEDURE PACK Sterile lla 6

Pour le compte de Micin-Mega SA / On behalf of Micro-Mega SA

Besancon, le / the 2021-04-22
Stéphane CLAUDE
Directeur Général Délégué / Delegated General Manager Page8/19



GMED (0459) reconnait que son certificat CE est valide pour

:’; icro-zne-gra SA I les dispositifs fnﬁMdﬁgrits le 12 mai 203-1“-“ "1'1 co LT E N E
o b GMED (mss@é‘ﬁwﬂgﬁqggls Mnmcate is valid for the MicroMega

25000 BESANCON medical devices listed on May 12, 2021

France DECLARATION CE DE CONFORMITE

CE DECLARATION OF CONFORMITY

Micro-Mega SA certifie que les produits suivants sont conformes a I'annexe I et Vil de la directive 93/42 CEE relative aux
dispositifs médicaux, en tenant compte de toutes les normes harmonisées européennes applicables et aux transpositions en
droit national de chaque état et que son systéme d'assurance qualité, selon I'annexe Il excluant le point 4 de la directive 93/42
CEE, est approuvé (Attestation CE n°8881 délivrée par I'organisme notifié GMED).

Micro-Mega SA certifies that the products listed below conform to annex | and Vil of the Directive 93/42/EEC for medical
devices, taking into account all applicable European harmonised standards and national laws for each state and that it full
quality assurance system, according annexe Il excluding point 4 of the Directive 93/42/EEC, is approved (CE certificate n°8881
delivered by notified body GMED).

20949421 ONE CURVE B4 ONE CURVE n25 6% L21 STARTER PACK Sterile B4 ONE CURVE n25 6% L21 STARTER PACK Sterile lla 6
20949422 ONE CURVE B4 ONE CURVE n25 6% L25 STARTER PACK Sterile B4 ONE CURVE n25 6% L25 STARTER PACK Sterile lla 6
20949423 ONE CURVE B4 ONE CURVE n25 6% L31 STARTER PACK Sterile B4 ONE CURVE n25 6% L31 STARTER PACK Sterile lla 6
20952201 ONE FLARE B5 ONE FLARE n25 9% L17 Classics sterile B5 ONE FLARE n25 9% L17 Classics sterile lla 6
20948201 ONE G B5 ONE G n014 3% L21 Classics Sterlle B5 ONE G n014 3% L21 Classics Sterile lia 6
20948202 ONE G B5 ONE G n014 3% L25 Classics Sterile B5 ONE G n014 3% L25 Classlcs Sterile lla [}
20948203 ONE G B5 ONE G n014 3% L29 Classics Sterile B5 ONE G n014 3% L29 Classlcs Sterile lla 6
209439001 ONE SHAPE B5 ONE SHAPE n025 L21 6% Classics BS ONE SHAPE n025 L21 6% Classics tla 6
20949002 ONE SHAPE B5 ONE SHAPE n025 L25 6% Classics BS ONE SHAPE n025 L25 6% Classics lia 6
20949003 ONE SHAPE B5 ONE SHAPE n025 L29 §% Classics BS ONE SHAPE n025 L 29 6% Classics lla 6
20949201 ONE SHAPE APICAL B5 ONE SHAPE APICAL1 n030 6% L21 Classics sterile B5 ONE SHAPE APICAL1 n030 6% L21 Classics sterile lla 6
20849202 ONE SHAPE APICAL B5 ONE SHAPE APICAL1 n030 6% L25 Classics sterlle B5 ONE SHAPE APICAL 1 n030 6% L25 Classics sterile lla 6
20849203 ONE SHAPE APICAL B5 ONE SHAPE APICAL1 n030 6% L29 Classics sterile BS ONE SHAPE APICAL1 n030 6% L29 Classics sterile Ha 6
20949211 ONE SHAPE APICAL B5 ONE SHAPE APICAL2 n037 6% L21 Classics sterile BS5 ONE SHAPE APICAL2 n037 6% L21 Classics sterile lla 6
20949212 ONE SHAPE APICAL B85 ONE SHAPE APICAL2 n037 6% L25 Classics sterile B5 ONE SHAPE APICAL2 n037 6% L25 Classics sterile lla (]
20949213 ONE SHAPE APICAL B5 ONE SHAPE APICALZ n037 6% L29 Classics sterile B5 ONE SHAPE APICAL2 n037 6% L29 Classics sterile lla 6
20121002 PASTINJECT P4 Pastinject n15 L21 ISO M07 P4 Pastinject n15 L 21 1SO M07 lla 10
20121003 PASTINJECT P4 Pastinject n15 L25 1ISO M07 P4 Pastinject n15 L25 ISO MO7 lla 10
20121004 PASTINJECT P4 Pastinject n15 L29 1ISO M07 P4 Pastinject n15 L29 ISO M07 lla 10
20121006 PASTINJECT P4 Pastinject n20 L.21 I1SO M07 P4 Pastinject n20 L21 ISO MO7 lla 10
20121007 PASTINJECT P4 Pastinject n20 L25 ISO M07 P4 Pastinject n20 1 25 1ISO M07 lla 10
20121008 PASTINJECT P4 Pastinject n20 L29 1SO M07 P4 Pastinject n20 L29 I1SO M07 lla 10
20121010 PASTINJECT P4 Pastinject n25 L2t 1SO M07 P4 Pastinject n25 L21 1SO M0O7 lla 10
2012101 PASTINJECT P4 Pastinject n25 L25 1SO MO7 P4 Pastinject n25 L25 ISO M07 ila 10
20121012 PASTINJECT P4 Pastinject n25 129 1ISO M07 P4 Pastinject n25 L29 ISO MO7 lla 10
20121014 PASTINJECT P4 Pastinject n30 L21 ISO MO7 P4 Pastinject n30 L21 ISO M07 lla 10
20121015 PASTINJECT P4 Pastinject n30 L25 ISO M07 P4 Pastinject n30 L25 ISO M07 lla 10
20121016 PASTINJECT P4 Pastinject n30 L29 1ISO MO7 P4 Pastinject n30 L29 ISO M0O7 lla 10
20121018 PASTINJECT P4 Pastinject n35 L21 ISO M07 P4 Pastinject n35 L21 SO MO7 lia 10
20121019 PASTINJECT P4 Pastinject n35 L.25 ISO M07 P4 Pastinject n35 L25 ISO M07 lla 10
20121020 PASTINJECT P4 Pastinject n35 L29 ISO M07 P4 Pastinject n35 L22 I1SO M07 [{E] 10
20121022 PASTINJECT P4 Pastinject 25/40 L21 ISO MO7 P4 Pastinject 26/40 L21 1SO M07 lia 10
20121023 PASTINJECT P4 Pastinject 25/40 L25 1SO M07 P4 Pastinject 26/40 L 25 ISO M07 Ila 10
20121024 PASTINJECT P4 Pastinject 25/40 L29 1SO M07 P4 Pastinject 25/40 L.29 ISO MD7 lla 10
20121026 PASTINJECT P4 Pastinject n40 L21 ISO M07 P4 Pastinject n40 L21 ISO MO7 lla 10
20121027 PASTINJECT P4 Pastinject n40 L25 1ISO M07 P4 Pastinject n40 L25 ISO M07 lla 10
20121028 PASTINJECT P4 Pastinject n40 L29 ISO M07 P4 Pastinject n40 129 ISO MO7 lla 10
20921008 PASTINJECT B5 Pastinject n020 L2171 MO7 sterile B5 Pastinject n020 L21 MO7 sterile lla 10
20921007 PASTINJECT BS Pastinject n020 L25 MO7 stérile B5 Pastinject n020 L25 MO7 sterile lla 10
20921010 PASTINJECT BS Pastinject n025 L21 MO7 stérile BS Pastinject n025 L21 MO7 sterile lla 10
20921011 PASTINJECT BS Pastinject n025 L25 MO7 stérile BS Pastinject n025 L25 M07 sterile lla 10
20921014 PASTINJECT B5 Pastinject n030 L21 MO7 stérile BS Pastinject n030 L21 MO07 sterile lia 10
20921015 PASTINJECT BS Pastinject n030 L25 MO7 stérile BS Pastinject n030 L25 MO7 sterile lla 10
20921018 PASTINJECT BS Pastinject n035 L21 MO7 stérile BS Pastinject n035 L21 MO7 sterile lla 10
20921018 PASTINJECT B5 Pastinject n035 L25 MOT stérlle BS Pastinject n035 L25 M07 sterile lla 10
20921026 PASTINJECT BS Pastinject n040 L21 MO7 stérile B5 Pastinject n040 L21 MO7 sterile lla 10
20921027 PASTINJECT B5 Pastinject n040 L25 MO7 stérile B5 Pastinject n040 125 MO7 sterile lia 10
20849301 PROCEDURE PACK B5 ONE SHAPE Procedure Pack L21 Classics Sterile B5 ONE SHAPE Procedure Pack L21 Classics Sterile lla [
20949302 PROCEDURE PACK BS ONE SHAPE Procedure Pack L25 Classics Sterile BS ONE SHAPE Procedure Pack L25 Classics Sterile lla 6
20849303 PROCEDURE PACK B5 ONE SHAPE Procedure Pack L29 Classics Sterile BS5 ONE SHAPE Procedure Pack L29 Classics Sterile lla 6
20142001 R-ENDO P& R-Endo Re InGeT P6 R-Endo Re InGeT lla [
20142002 R-ENDO P6 R-Endo R1 InGeT P& R-Endo R1 InGeT lia 6
20142003 R-ENDO P6 R-Endo R2 InGeT P6 R-Endo R2 InGeT lla 6
20142004 R-ENDO P6 R-Endo R3 InGeT P6 R-Endo R3 InGeT lla 6
20142006 R-ENDO P5 R-Endo series InGeT Re-R1-R2-R3-Rs PS R-Endo series InGeT Re-R1-R2-R3-Rs lia 6
20142007 R-ENDOC Pé R-Endo Rs InGeT P6 R-Endo Rs InGeT lla 6
20142201 R-ENDO P6 R-Endo Re Classics P6 R-Endo Re Classics lla 6

Pour le compte de Micfg-Mega SA / On behalf of Micro-Mega SA

Stéphane CLAUDE -

Directeur Général Déléyrﬁﬂé / Delegated General Manager
|

Besancon, le / the 2021-04-22
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Micro-Mega SA
12 rue du Tunnel
25000 BESANCON

France

GMED (0459) reconnait que son certificat CE est valide pour

les dispositifs n{edt iowsdlétvits le
Morrcift

GMED (0459) r

12 mai 2021

for %5
iresthebits EC certificate is valid for the
medical devices listed on May 12, 2021

DECLARATION CE DE CONFORMITE

CE DECLARATION OF CONFORMITY

MicroMega

% COLTENE

Micro-Mega SA certifie que les produits suivants sont conformes a I'annexe | et ViI de la directive 93/42 CEE relative aux
dispositifs médicaux, en tenant compte de toutes les normes harmonisées européennes applicables et aux transpositions en
droit national de chaque état et que son systéme d’assurance qualité, selon I'annexe Il excluant le point 4 de la directive 93/42
CEE, est approuvé {Attestation CE n°8881 délivrée par l'organisme notifié GMED).

Micro-Mega SA certifies that the products listed below conform to annex | and Vil of the Directive 93/42/EEC for medical
devices, taking into account all applicable European harmonised standards and national laws for each state and that it full
quality assurance system, according annexe Il excluding point 4 of the Directive 93/42/EEC, is approved (CE certificate n°8881
delivered by notified body GMED).

20142202
20142203
20142204

- 20142208
20942201

20942202
20042203
20942204
20137701
20137702
20143111
20143112
20143113
20143115
20143116
20143117
20143120
20143121
20143122
20143151
20143155
20143156
20143157
20143160
20143161
20143162
20143170

© 20143171
20143172

. 20143175
20143176
20143477
20143180
20143181
20143182
20143211
20143212
20143215
20143216
20143220
20143221
20143251
20143255
20143256
20143260
20143281
20143270
20143271
20143275
20143276
20143280
20143281
20943151
20943155
20943156
20943157
20943160

Pour le compte de Micri3-Mega SA / On behalf of Micro-Mega SA
Stéphane CLAUDE

R-ENDO
R-ENDO
R-ENDO
R-ENDO
R-ENDO
R-ENDO
R-ENDO
R-ENDO
REVO CONDENSOR
REVO CONDENSOR
REVO-S
REVO-S
REVO-S
REVO-S
REVO-S
REVO-§
REVO-S
REVO-S
REVO-S
REVO-§
REVO-S

| REVO-§

REVO-S
REVO-S
REVO-S
REVO-S
REVO-S
REVO-S
REVO-S
REVO-S
REVO-S
REVO-S
REVO-S
REVO-S
REVO-S
REVO-S
REVO-S
REVO-S
REVO-S
REVO-S
REVO-S
REVO-S
REVO-S
REVO-S
REVO-S
REVO-S
REVO-S
REVO-S
REVO-S
REVO-S
REVO-S
REVO-S
REVO-S
REVO-$
REVO-S
REVO-S
REVO-S

P& R-Endo R1 Classics
P§ R-Endo R2 Classics
PG R-Endo R3 Classics
P3 R-Endo Asst R1-R2-R3 Classics
B5 R-Endo RE Classics sterilo
85 R-Endo R1 Classics sterile
B5 R-Endo R2 Classics sterile
B5 R-Endo R3 Classics sterile
P4 Revo Condensor NiTi n30 L25 4% Classics
P4 Revo Condensor NiTi n30 L29 4% Classics
P6 Revo-S series L25 L 21 Classics
P8 Revo-S series L29 121 Classics
Pt Revo-S serles L21 Classics
P3 Revo-S SC1 8C2 SU Asst 125 121 Classics
P3 Revo-$ SC1 SC2 SU Asst L29 L.21 Classics
P3 Revo-S SC1 SG2 SU Agst L21 Classics
P3 Revo-S AS30 AS35 AS40 Asst L 25 Classics
P3 Revo-S AS30 AS35 AS40 Asst L29 Classics
P3 Revo-S AS30 AS35 AS40 Asst L21 Classics
PB Revo-S SC1 n256 L21 6% Classics
P8 Revo-S SC2 n25 125 4% Classics
P6 Revo-S SC2 n25 L29 4% Classics
P8 Revo-S 8C2 n25 L21 4% Classics
P6 Revo-5 SU n25 125 6% Classics
P6 Revo-S SU n251.28 6% Classics
P6 Revo-S SU n25 L21 8% Classics
P8 Revo-S AS30 L25 8% Classics
. P86 Revo-S AS30 L 29 6% Classics
P& Revo-S AS30 L21 6% Classics
P86 Revo-5 AS35 1.25 6% Classics
P6 Revo-S AS35 L29 6% Classics
P& Revo-S AS35 L21 6% Classics
P6 Revo-S AS40 125 6% Classics
P6 Revo-S AS40 1.29 6% Classics
P6 Revo-S AS40 L21 6% Classics
P6 Revo-S series 125 L.21 InGeT
PG Revo-S series L.29 L21 InGeT
P3 Revo-S SC1 SC2 SU Asst L25 121 InGeT
P3 Revo-S SC1 SC2 SU Asst 128 L21 InGeT
P3 Revo-S AS30 AS35 AS40 Asst L25 InGeT
P3 Revo-S AS30 AS35 AS40 Asst 129 InGeT
P6 Revo-S SC1 n25 L.21 6% InGeT
P6 Revo-S SC2 n25 126 4% InGeT
P6 Revo-S SC2 n25 1.29 4% InGeT
P6 Reva-S SU n25 L25 6% inGeT
P6 Revo-S SU n25 1.29 6% InGeT
P6 Revo-S AS30 L25 6% InGeT
P6 Revo-S AS30 L29 6% InGeT
P& Rovo-S AS35 L25 6% InGeT
PG Ravo-S AS35 L29 6% inGeT
P6 Ravo-8 AS40 L25 6% InGeT
P6 Revo-S AS40 L29 6% InGeT
BS Revo-S SC1 L.21 Classics sterile
B5 Revo-5 SC2 L25 Classics sterile
B5 Revo-S SC2 L29 Classics sterile
BS Revo-S SC2 L21 Classics sterile
B5 Revo-S SU L 25 Classics sterile

Directeur Général Délégué / Delegated General Manager

P6 R-Endo R1 Classics

P& R-Endo R2 Classics

P86 R-Endo R3 Classics

P3 R-Endo Asst R1-R2-R3 Classics

B5 R-Endo RE Classics stérile

B5 R-Endo R1 Classics sterile

B5 R-Endo R2 Classics sterile

B5 R-Endo R3 Classics sterile B

P4 Revo Condensor NITi n30 L25 4% Classics
P4 Revo Condensor NiTi n30 L29 4% Classics
P6 Revo-S serles L25 L21 Classics

P& Revo-S series L29 L21 Classics

P6 Revo-S serles L21 Classics

P3 Revo-S SC1 SC2 SU Asst L25 |.21 Classics
P3 Revo-S SC1 SC2 SU Asst L29 L.21 Classics
P3 Revo-5 SC1 SC2 SU Asst L21 Classics

P3 Revo-S AS30 AS35 AS40 Asst L2G Classics
P3 Revo-S AS30 AS35 AS40 Asst 129 Classics
P3 Revo-S AS30 AS35 AS40 Asst 121 Classics
P6 Revo-S SC1 n25 121 6% Classics

P8 Revo-S SC2 n25 L25 4% Classics

P6 Revo-S SC2 n25 129 4% Classics

P6 Revo-S SC2 n25 L21 4% Classics

P6 Revo-S SU n256 25 6% Classics

P& Revo-§ SU n25 L29 6% Classics

P86 Revo-§ SU n25 L21 6% Classics

P86 Revo-5 AS30 L25 6% Classics

P6 Revo-S AS30 L29 6% Classics

P6 Revo-S AS30 L21 6% Classics

P6 Revo-S AS35 L.25 6% Classics

6 Revo-S AS35 L29 6% Classics

P8 Revo-S AS35 L21 6% Classics

P6 Revo-S AS40 L25 6% Classics

P6 Revo-S AS40 L29 6% Classics

P6 Revo-S AS40 L21 6% Classics

P6 Revo-S series L25 L21 InGeT

P6 Revo-S serles L29 L.21 InGeT

P3 Revo-S SC1 SC2 8U Asst L25 L21 InGeT
P3 Revo-8 SC1 SC2 SU Asst L29 L21 inGeT
P3 Revo-S AS30 AS35 AS40 Asst L25 InGeT
P3 Revo-S AS30 AS35 AS40 Asst L29 InGeT
P6 Revo-S SC1n25L216% InGeT

P8 Revo-S SC2 n25 L25 4% InGeT

P6 Revo-S SC2 n25 L29 4% InGeT

P6 Revo-S SU n25 L25 6% InGeT

PG Revo-S SU n25 129 6% InGeT

PS Revo-S AS30 L26 6% InGeT

P6 Revo-S AS30 L.29 6% InGeT

P6 Reva-5 AS35 L25 6% inGeT

P& Revo-S A8B35 L.29 6% inGeT

P6 Revo-S AS40 126 6% InGeT

P6 Revo-S AS40 L29 6% inGeT

B5 Revo-S SC1 L21 Classics sterile

BS Revo-S SC2 L25 Classics sterile

BS Revo-S 5C2 L29 Classics sterile

B5 Revo-S SC2 L21 Classics sterile

B5 Revo-S SU L 25 Classics sterile

tla
ila
lla
lla
lla
lia
lla
Ha
la
lis
ila
la
ila
ila
lla
la
Ha
fla
ila
ila
Wa
lla
lla
fla
ila
lia
la
lla
Ha
la
Ha
la
lla
ila
lla
lla
a
Na
ila
Nla
lia
Na
lla
lla
lla
lia
lla
lia
ia
la
lta
Ha
la
lla
lia
lla
lla
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GMED (0459) reconnait que son certificat CE est valide pour

:,; icro-l:leia SA I les dispositl:f.';r_mégict‘:‘gg:".vre yggrits le 12 mai 2021 l’l’l c o LT E N E
'S =2 EEIC GMED (oassJLU Emugégmﬁnmme is valid for the MicroMega

25000 BESANCON medical devices listed on May 12, 2021

France DECLARATION CE DE CONFORMITE

CE DECLARATION OF CONFORMITY

Micro-Mega SA certifie que les produits suivants sont conformes a I'annexe I et Vil de la directive 93/42 CEE relative aux
dispositifs médicaux, en tenant compte de toutes les normes harmonisées européennes applicables et aux transpositions en
droit national de chaque état et que son systéme d'assurance qualité, selon I'annexe H excluant le point 4 de la directive 93/42
CEE, est approuvé (Attestation CE n°8881 délivrée par I'organisme notifié GMED).

Micro-Mega SA certifies that the products listed below conform to annex I and Vi of the Directive 93/42/EEC for medical
devices, taking into account all applicable European harmonised standards and national laws for each state and that it full
quality assurance system, according annexe Il excluding point 4 of the Directive 93/42/EEC, is approved (CE certificate n°8881

delivered by notified body GMED).

20943161 REVO-S BS5 Revo-S SU L2 Classics sterile BS Revo-S SU L29 Classics sterile lla 6
20943162 REVO-S B5 Revo-S SU L21 Classics sterile B5 Revo-S SU L21 Classics sterile a 6
20943170 REVO-S BS5 Revo-S AS30 L25 Classics sterile B5 Revo-S AS30 L25 Classics sterile lla 6
20943171 REVO-S B5 Revo-S AS30 L29 Classics sterile B5 Revo-S AS30 L29 Classics sterlle lla 6
20943172 REVO-S B5 Revo-§ AS30 L21 Classics sterile BS Revo-5 AS30 L21 Classics sterlle Hla [}
20943175 REVO-§ B5 Revo-S AS35 L25 Classics sterile B5 Revo-S AS35 L25 Classics sterile lia 6
20943176 REVO-S B5 Revo-S AS35 L29 Classics sterile B5 Revo-S AS35 L29 Classics sterile lla 6
20943177 REVO-S B5 Revo-S AS35 L21Classics sterile BS Revo-S AS35 L21Classics sterile lla 6
20943180 REVO-S B5 Revo-S AS40 L25 Classics sterile B5 Revo-S AS40 L25 Classics sterile lla 6
20943181 REVO-S B5 Revo-S AS40 L29 Classics sterile B5 Revo-S AS4(Q L29 Classics sterile la 6
20943182 REVO-S B5 Revo-S AS40 L21 Classics sterile B5 Revo-S AS40 L21 Classics sterile lla 6
20116001 RISPI Pé€ Rispl n0 L19 ISO M07 P8 Rispi n0 L19 ISO M07 lla 2
20116002 RISPI P6 Rispi n0 L22 ISO M07 P& Rispi n0 L 22 ISO M07 lla 2
20116003 RISPI P8 Rispi n1 L19 ISO MO7 P6 Rispi n1 L1 ISO MO7 lta 2
20116004 RISPI P6 Rispi n1 L22 ISO M0O7 Pé6 Rispi n1 L22 1SO MO7 lla 2
20116005 RISPI P6 Rispi n2 L19 ISO M07 P6 Rispi n2 L19 ISO M07 lla 2
20116006 RISPI P6 Rispi n2 L22 ISO M07 P6 Rispi n2 L22 1SO M07 lla 2
20116007 RISPI P6 Rispi n3 L19 1ISO M0O7 P6 Rispi n3 L18 ISO M07 lla 2
20116008 RISPI P6 Rispi n3 L22 IS0 M0O7 P6 Rispi n3 L22 ISO M07 lla 2
20116009 RISPI P6 Rispi n4 L19 1SO M07 P6 Rispi n4 L19 ISO M07 lla 2
20116010 RISPI P6 Rispi n4 L22 IS0 M07 P6 Rispi n4 L22 ISO M07 lla 2
20116011 RISPI P6 Rispi n5 L19 ISO M07 P6 Rispi n§ L19 ISO M07 lla 2
20116012 RISP) P8 Rispi n5 L22 IS0 M07 P6 Rispi n§ L22 ISO M07 lia 2
20116013 RISPI P6 Rispi né L19 1ISO MO7 P6 Rispi n6 L19 I1SO M07 lla 2
20116014 RISPI P86 Rispi n6 L22 ISO M07 P6 Rispi né L22 1SO M07 lla 2
20116015 RISPI P86 Rispi 1/6 L19 1ISO MO7 P6 Rispi 1/6 L19 ISO M07 lla 2
20116016 RISPI P6 Rispi 1/6 L22 1ISO M0O7 P86 Rispi 1/6 L22 1ISO MO7 lla 2
20117001 RISPISONIC P6 Rispisonlc n0 L18 ISO M10 P8 Rispisonic n0 L18 ISO M10 lla 3
20117002 RISPISONIC P6 Rispisonic n0 L22 I1SO M10 P8 Rispisonic n0 L22 ISO M10 lla 3
20117003 RISPISONIC P6 Rispisonic n1 L19 ISO M10 P6 Rispisonicn1 L19 ISO M10 lla 3
20117004 RISPISONIC P6 Rispisonic n1 L22 1ISO M10 P& Rispisonicni L22 ISOM10 lta 3
20117005 RISPISONIC P8 Rispisonic n2 L19 ISO M10 P6 Rispisonic n2 L19 ISO M10 lia 3
20117008 RISPISONIC Pé6 Risplsonic n2 L22 iSO M10 P§ Rispisonic n2 £L22 |SO M10 lla 3
20117007 RISPISONIC P& Rispisonic n3 L19 I1SO M10 P6 Rispisanic nd L19 ISO M10 lla 3
20117008 RISPISONIC P6 Rispisonic n3 L22 ISO M10 P6 Rispisonic n3 L22 ISO M10 lla 3
20117009 RISPISONIC P6 Rispisonic n4 L19 ISO M10 P6 Rispisonic n4 L19 1ISO M10 lla 3
20117010 RISPISONIC P6 Rispisonic n4 L22 ISO M10 P6 Rispisonic n4 L22 ISO M10 lla 3
20117011 RISPISONIC P8 Rispisonic n5 L1 I1SO M10 P6 Rispisonic n& L18 ISO M10 lla 3
20117012 RISPISONIC P6 Risplsonic n5 L22 1ISO M10 P& Rispisonic n5 L22 ISO M10 lla 3
20117013 RISPISONIC P8 Rispisonic né L19 ISO M10 P& Rispisonic né L19 1ISO M10 lla 3
20117014 RISPISONIC P8 Rispisonic n6 L22 ISO M10 P6 Rispisonic n6 L22 ISO M10 lla 3
20117015 RISPISONIC P& Rispisonic 1/6 L19 1SO M10 P6 Risplsonic 1/6 L19 ISO M10 lia 3
20117016 RISPISONIC P6 Rispisonic 1/6 L22 ISO M10 P86 Rispisonic 1/6 L22 1ISO M10 lla 3
20217001 RISPISONIC P12 Rispisonic Asst 1/6 L:19 & 22mm P12 Rispisonic Asst 1/6 L:19 & 22mm lla 3
20118001 SHAPER P& Shaper n10 L21 ISO M10 P86 Shaper n10 L21 1ISO M10 tia 3
20118002 SHAPER P6 Shaper n10 L25 ISO M10 P6 Shaper n10 L25 ISO M10 lla 3
20118003 SHAPER P6 Shaper n15 L21 ISO M10 P6 Shaper n15121 ISO M10 lla 3
20118004 SHAPER Pé Shaper n15 L25 ISO M10 P6 Shaper n15 L.25 ISO M10 lla 3
20118005 SHAPER P6 Shaper n20 L21 ISO M10 P6 Shaper n20 L21 ISO M10 lla 3
20118006 SHAPER P& Shaper n20 L25 ISO M10 P& Shaper n20 L.25 ISO M10 lia 3
20118007 SHAPER P6 Shaper n25 L21 1ISO M10 P6 Shaper n25 L21 ISO M10 lia 3
20118008 SHAPER P& Shaper n25 125 ISO M10 P6 Shaper n25 L.25 1ISO M10 lla 3
20118009 SHAPER P& Shaper n30 121 ISO M10 P6 Shaper n30 L21 ISO M10 lla 3
20118010 SHAPER P6 Shaper n30 L25 ISO M1D P6 Shaper n30 L25 ISO M10 lla 3
20118011 SHAPER P6 Shaper n35 L21 ISO M10 P6 Shaper n35 121 ISO M10 lla 3
20118012 SHAPER P6 Shaper n35 L25 ISO M10 P6 Shaper n35 L25 ISO M10 lla 3
20118013 SHAPER P6 Shaper n40 L21 ISO M10 P6 Shaper n40 L21 ISO M10 lla 3

Pour le compte de Micro-Mega SA / On behalf of Micro-Mega SA

Stéphane CLAUDE

Directeur Général Délégbé / Delegated General Manager

Besancon, le / the 2021-04-22
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Micro-Mega SA
12 rue du Tunnel
25000 BESANCON
France

GMED (0459) reconnait que son certificat CE est valide pour

médigaux décrits le 12 mai 2021

tecaahizes that its EC certificate is valid for the
medical devices listed on May 12, 2021

DECLARATION CE DE CONFORMITE

CE DECLARATION OF CONFORMITY

7 COLTENE

MicroMega

Micro-Mega SA certifie que les produits suivants sont conformes & I'annexe | et Vil de la directive 93/42 CEE relative aux
dispositifs médicaux, en tenant compte de toutes les normes harmonisées européennes applicables et aux transpositions en
droit national de chaque état et que son systéme d'assurance qualité, selon l'annexe Il excluant le point 4 de la directive 93/42
CEE, est approuvé {Attestation CE n°8881 délivrée par I'organisme notifié GMED).

Micro-Mega SA certifies that the products listed below conform to annex | and Vil of the Directive 93/42/EEC for medical
devices, taking into account all applicable European harmonised standards and national laws for each state and that it full
quality assurance system, according annexe Il excluding point 4 of the Directive 93/42/EEC, is approved (CE certificate n°8881
delivered by notified body GMED).

20118014 SHAPER F6 Shaper n40 L25 ISO M10 . P6 Shaper n40 L25 ISO M10 lla 3
20118015 SHAPER P& Shaper 15/40 L.21 1SO M10 P& Shaper 15/40 L21 1SO M10 lta 3
20118016 SHAPER P8 Shaper 15/40 L25 1SO M10 P6 Shaper 15/40 L25 1SO M1C lla 3
20218003 SHAPER P12 Shaper Asst 15/40 L:21 & 25mm i P12 Shaper Asst 15/40 L:21 & 25mm lla 3
20122001 SPIRAL FILLERS P4 Bourre-Pate n25 i21 1SO M07 © P4 Spirall Filler n25 121 1SO MO7 lia 10
20122002 SPIRAL FILLERS P4 Bourre-Pate n25 L25 ISO MO7 P4 Spirail Filler n25 L25 1SO MC7 ila 10
20122003 SPIRAL FILLERS P4 Bourre-Pate n25 L29 1SO MO7 P4 Spirall Filler n25 L29 ISO M07 Ita 10
20122004 SPIRAL FILLERS P4 Bourre-Pate n30 L21 1SQ M07 P4 Spirali Filler n30 L21 ISO MO7 lla 10
20122005 SPIRAL FILLERS P4 Bourre-Pate n30 L25 SO M07 P4 Spirall Filler n30 125 1SO MO7 lla 10
20122006 SPIRAL FILLERS P4 Bourre-Pate n30¢ L29 1SO M07 P4 Spirall Filler n30 L29 IS0 M07 la 10
20122007 SPIRAL FILLERS P4 Bourrg-Pate n3§ L21 ISO M07 P4 Spirall Filler n35 L21 1SO MO7 lia 10
20122008 SPIRAL FILLERS P4 Bourre-Pate n35 125 1SO MO7 P4 Spirall Filler n35 25 1SO M07 lia 10
20122008 SPIRAL FILLERS P4 Bourre-Pate n35 L29 1SO MQ7 P4 Spirall Filler n35 L29 ISO MO7 tla 10
20122010 SPIRAL FILLERS P4 Bourre-Pate n40 L21 1ISO M07 P4 Spirall Filler n40 L21 ISO MO7 lla 10
20122011 SPIRAL FILLERS P4 Bourre-Pate n40 L25 1SO MO7 P4 Spirall Filler n40 L25 ISO M07 lla 10
20122013 SPIRAL FILLERS P4 Bourre-Pate nd5 121 1SO M07 P4 Spirati Filler n45 L21 1SO MO7 la 10
20122014 SPIRAL FILLERS P4 Boyrre-Pate nd5 L25 ISO M07 P4 Spirall Filler n45 L25 1SO MO7 lla. 10
20122016 SPIRAL FILLERS P4 Baurre-Pate n50 121 1SO M07 P4 Spirall Filler n50 L21 1SO MO7 fla 10
20122017 SPIRAL FILLERS P4 Bourre-Pate n30 L 25 SO M07 P4 Spirall Filler n50 L25 1ISO M07 a 10
20122028 SPIRAL FILLERS P4 Bourre-Pate 25/40 L21 1SO MG7 P4 Spirall Filler 25/40 L21 1SO MO7 lla 10
20122029 SPIRAL FILLERS P4 Boume-Pate 25/40 L25 ISO MO7 P4 Spirall Filler 25740 L.25 1ISO M07 lia 10
20146000 HERO SHAPER . P4 Crown Down Rotary File n26 L15 12% ORBIS P4 Crown Down Rotary File n25 L15 12% QRBIS lia 6
20154001PC GENTAPER P6 MULTITAPER SX n19 1.19 PROCLINIC EXPERT P& MULTITAPER SX n19 L 19 PROCLINIC EXPERT lla 6
20154002PC GENTAPER P6 MULTITAPER $1 n17 L21 PROCLINIC EXPERT P8 MULTITAPER S§1 n17 L21 PROCLINIC EXPERT lla 6
20154003PC GENTAPER P6 MULTITAPER S2 n20 L21 PROCLINIC EXPERT P6 MULTITAPER $2 n20 L21 PROCLINIC EXPERT lla €
20154004PC GENTAPER P6 MULTITAPER F1 n20 £21 PROCLINIC EXPERT P6 MULTITAPER F1 n20 L21 PROCLINIC EXPERT lla 6
20154005PC GENTAPER P6 MULTITAPER F2 n25 L21 PRQCLINIC EXPERT P6 MULTITAPER F2 n25 £ 21 PROCLINIC EXPERT Ita 6
20154006PC GENTAPER P6 MULTITAPER F3 n30 L21 PROCLINIC EXPERT P6 MULTITAPER F3 n30 L21 PROCLINIC EXPERT lla ()
20154012PC GENTAPER P86 MULTITAPER S1 n17 L25 PROCLINIC EXPERT P6 MULTITAPER 51 n17 L25 PROCUNIC EXPERT lla 6
20154013PC GENTAPER P6 MULTITAPER S2 n20 125 PROCLINIC EXPERT P& MULTITAPER S2 n20 L25 PROCLINIC EXPERT fla [
20154014PC GENTAPER P& MULTITAPER F1 n20 L25 PROCLINIC EXPERT P8 MULTITAPER F1 n20 L25 PROCLINIC EXPERT ile 6
20154015PC GENTAPER P8 MULTITAPER F2 n25 125 PROCLINIC EXPERT P6 MULTITAPER F2 n25 L25 PROCLINIC EXPERT \la 6
20154016PC GENTAPER P& MULTITAPER F3 n30 1.25 PROCLINIC EXPERT P6 MULTITAPER F3 n30 L25 PROCLINIC EXPERT lla [
20154022PC GENTAPER P6 MULTITAPER S1 n17 L31 PROCLINIC EXPERT P6 MULTITAPER 31 n17 L31 PROCLINIC EXPERT lla 6
20154023PC GENTAPER P6 MULTITAPER S2 n20 L31 PROCLINIC EXPERT P6 MULTITAPER S2 n20 L31 PROCLINIC EXPERT lla 6
20154024PC GENTAPER P& MULTITAPER F1 n20 L31 PROCLINIC EXPERT P6 MULTITAPER F1 n20 L31 PROCLINIC EXPERT lla 6
20154025PC GENTAPER P& MULTITAPER F2 n25 L31 PROCLINIC EXPERT P6 MULTITAPER F2 n25 L31 PROCLINIC EXPERT la 6
20154026PC GENTAPER P6 MULTITAPER F3 n30 L31 PROCLINIC EXPERT P6 MULTITAPER F3 n30 L31 PROCLINIC EXPERT lia 8
20154030PC GENTAPER P6 MULTITAPER STARTER KIT L21 PROCLINIC EXPERT  P6 MULTITAPER STARTER KIT L21 PROGLINIC EXPERT lla 6
20154031PC GENTAPER P6 MULTITAPER STARTER KIT L25 PROCLINIC EXPERT P8 MULTITAPER STARTER KIT L25 PROCLINIC EXPERT lla 6
20154032PC GENTAPER P6 MULTITAPER STARTER KIT L31 PROCLINIC EXPERT P8 MULTITAPER STARTER KIT L31 PROCLINIC EXPERT lia 6
63980 GENTAPER MULTITAPER STARTER KIT 21mm Su. (63980) MULTITAPER STARTER KIT 21mm 5u. {63980) lla 6
63981 GENTAPER MULTITAPER STARTER KIT 26mm 5u. (63981) MULTITAPER STARTER KIT 25mm 5u. (63981} lia 6
63¢82 GENTAPER MULTITAPER STARTER KIT 31mm 5u. (63982) MULTITAPER STARTER KIT 31mm 5u. (63882) lla 6
63983 GENTAPER LIMAS MULTITAPER SX 19mm 5u. (63983) LiMAS MULTITAPER 5X 19mm 5u. (63983) lla 6
63984 GENTAPER LIMAS MULTITAPER 51 21mm 5u. (63984) LIMAS MULTITAPER S1 21mm Su. (63984) lla 6
63985 GENTAPER LIMAS MULTITAPER $1 25mm 5u. {63985) LIMAS MULTITAPER S1 25mm 5u. {63985} lla 6
63986 GENTAPER LIMAS MULTITAPER S1 31mm 5u. (63986) LIMAS MULTITAPER $1 31mm 5Su. (83986} [1=] [}
63987 GENTAPER LIMAS MULTITAPER S2 21mm Su. {63987) LIMAS MULTITAPER S2 21mm 5u. (63987) lla 6
63988 GENTAPER LIMAS MULTITAPER S2 25mm 5u. (63988) LIMAS MULTITAPER 82 25mm Su. (63988} lla 6
63989 GENTAPER LIMAS MULTITAPER S2 31mm 5u. (63989) LIMAS MULTITAPER S2 31mm Su. {63989) lia [
63990 GENTAPER LIMAS MULTITAPER F1 21mm 5u. (63990) LIMAS MULTITAPER F1 21mm 5u. (63990) lla 6
63991 GENTAPER LIMAS MULTITAPER F1 26mm 5u. {63991} LIMAS MULTITAPER F1 25mm 5u. (63991) fla 6
63992 GENTAPER LIMAS MULTITAPER F1 31mm 5u. {63992) LIMAS MULTITAPER F1 31mm 5u. (63992) lla [}
63993 GENTAPER LIMAS MULTITAPER F2 21mm 5u. (63993) LIMAS MULTITAPER F2 21mm 5u. (63993) lla 6
63994 GENTAPER LIMAS MULTITAPER F2 25mm 5u. (63994) LIMAS MULTITAPER F2 25mm Su. (63994) lla 6
63095 GENTAPER LIMAS MULTITAPER F2 31mm 5u. (63995) LIMAS MULTITAPER F2 31mm 5u. (63995) lla [

Pour le compte de Micro-Mega SA / On behalf of Micro-Mega SA

Stéphane CLAUDE
Directeur Général Délég

—

/ Delegated General Manager

Besancon, le / the 2021-04-22
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Micro-Mega SA
12 rue du Tunnel
25000 BESANCON

France

GMED (0453} reconnait que son certificat CE est valide pour

les disposithg‘M,décrits le 12 mai 2021

GMED (044 M%ﬁ@t :ltgg;:ertiﬁcate is valid for the

medical devices listed on May 12, 2021

DECLARATION CE DE CONFORMITE

CE DECLARATION OF CONFORMITY

MicroMega

7 COLTENE

Micro-Mega SA certifie que les produits suivants sont conformes a l'annexe I et VIl de la directive 93/42 CEE relative oux
dispositifs médicaux, en tenant compte de toutes les normes harmonisées européennes applicables et aux transpositions en
droit national de chaque état et que son systéme d'assurance qualité, selon I'annexe Il excluant le point 4 de la directive 93/42
CEE, est approuvé (Attestation CE n°8881 délivrée par I'organisme notifié GMED).

Micro-Mega SA certifies that the products listed below conform to annex ! and Vil of the Directive 93/42/EEC for medical
devices, taking into account all applicable European harmonised standards and national laws for each state and that it full
quality assurance system, according annexe Il excluding point 4 of the Directive 93/42/EEC, is approved (CE certificate n°8881
dellvered by notified body GMED).

63996

63997

63998

20137612
20137613
20137614
20137618
20955102
20955105
20955107
209855112
20955115
20955117
20855122
20955125
20955127
20137630
20137631
20137632
20137633
20149436
20149437
20149438
20149446
20149447
20148448
20149456
20149457
20149458
20149431
20149432
20149433
20149441
20149442
20149443
20149451
20149452
20148453
20149435
20149445
20149455
20149461
20149462
20149463
20149471
20149472
20148473
20149481
20149482
20149483
20849431
20949432
20849433
20949441
20949442
20949443
20949451

Pour le compte de Micr3-Mega SA / On behalf of Micro-Mega SA
Stéphane CLAUDE

GENTAPER
GENTAPER
GENTAPER
ENDOPRED
ENDOPRED
ENDOPRED
ENDOPRED
GENGIRO
GENGIRO
GENGIRC
GENGIRO
GENGIRO
GENGIRO
GENGIRO
GENGIRO
GENGIRC
SEQUENCE ISI
SEQUENCE 18I
SEQUENCE ISI
SEQUENCE I8)
One Curve
One Curve
One Curve
One Curve
One Curve
One Curve
One Curve
One Curve
One Curve
One Curve
One Curve
One Curve
One Curve
One Curve
One Curve
One Curve
One Curve
One Curve
One Curve
One Curve
One Curve
One Curve
One Curve
One Curve
One Curve
One Curve
One Curve
One Curve
One Curve
One Curve
One Curve
One Curve
One Curve
One Curve
One Curve
One Curve
One Curve

ph—

LIMAS MULTITAPER F3 21mm 5u. (63996)
LIMAS MULTITAPER F3 25mm 5u. (63997)
LIMAS MULTITAPER F3 31mm Su. (63998)

P6 ENDOPRED P1 n20 L25 4% Classics

P6 ENDOPRED P2 n20 L25 6% Classics

P& ENDOPRED P3 n25 L25 6% Classics

P5 ENDOPRED Asst P1 P2 P3

B5 Alter Endo A25 L21 Classics PRED sterile
BS Alter Endo A40 L21 Classics PRED sterile
B5 Alter Endo AS50 L21 Classics PRED sterile
B5 Alter Endo A25 L25 Classics PRED sterile
B5 Alter Endo A40 L25 Classlcs PRED sterile
B5 Alter Endo A50 L25 Classics PRED sterlle
B5 Alter Endo A25 L31 Classics PRED sterile
B5 Alter Endo A40 L31 Classics PRED sterile
B5 Alter Endo AS0 L31 Classics PRED sterile
P4 Isi-ENDQ Asst Classics

P8 Isi-OPEN n20 L25 4% Classics

P8 Isi-SAFE n25 L25 5% Classics

P8 Isi-SHAPE 25 L 25 7% Classics

P3 One Curve n25 4% L21 Classics

P3 One Curve n35 4% L21 Classics

P3 One Curve n45 4% L21 Classics

P3 One Curve n25 4% L25 Classics

P3 One Curve n35 4% L25 Classics

P3 One Curve n45 4% L25 Classics

P3 One Curve n25 4% L31 Classics

P3 One Curve n35 4% L31 Classics

P3 One Curve n45 4% L31 Classics

P6 One Curve n25 4% L21 Classics

P6 One Curve n35 4% L21 Classics

PE One Curve n45 4% L21 Classics

P& One Curve n25 4% L25 Classics

P86 One Curve n35 4% L25 Classics

P8 One Curve n45 4% L25 Classics

P6 One Curve n25 4% L31 Classics

P& One Curve n35 4% L31 Classics

P6 One Curve n45 4% L31 Classics

P4 One Curve .21 Asst STARTER PACK

P4 One Curve L25 Asst STARTER PACK

P4 One Curve L31 Asst STARTER PACK

P4 One Curve n25 4% L21 PROCEDURE PACK
P4 One Curve n35 4% L21 PROCEDURE PACK
P4 One Curve n45 4% L21 PROCEDURE PACK
P4 One Curve n25 4% L25 PROCEDURE PACK
P4 One Curve n35 4% L25 PROCEDURE PACK
P4 One Curve n45 4% L25 PROCEDURE PACK
P4 One Curve n25 4% L31 PROCEDURE PACK
P4 One Curve n35 4% L31 PROCEDURE PACK
P4 One Curve n45 4% L31 PROCEDURE PACK
BS5 One Curve n25 4% L21 Classics

B5 One Curve n35 4% L21 Classics

B5 One Curve n45 4% L21 Classics

B5 One Curve n25 4% L25 Classics

B5 One Curve n35 4% L25 Classics

BS One Curve n45 4% L25 Classics

B5 One Curve n25 4% L31 Classics

Directeur Général DéléP\ffé / Delegated General Manager

LIMAS MULTITAPER F3 21mm 5u. (63996)
LIMAS MULTITAPER F3 25mm 5u. {(63997)
LIMAS MULTITAPER F3 31mm 5u. (63998)

P& ENDOFPRED P1 n20 L25 4% Classics

P& ENDOPRED P2 n20 L25 6% Classics

P6 ENDOPRED P3 n25 L25 6% Classics

P5 ENDOPRED Asst P1 P2 P3

BS Alter Endo A25 L21 Classics PRED sterile
BS Alter Endo A40 L21 Classics PRED sterile
B5 Alter Endo AS0 L21 Classics PRED sterile
B5 Alter Endo A25 L25 Classics PRED sterile
BS Alter Endo A40 L25 Classics PRED sterile
B5 Alter Endo AS50 L25 Classlcs PRED sterile
B5 Alter Endo A25 L31 Classics PRED sterile
BS5 Alter Endo A40 L31 Classics PRED sterile
B5 Alter Endo A50 L31 Classics PRED sterile
P4 1si-ENDO Asst Classics

P6 Is-OPEN n20 L25 4% Classlcs

P8 1si-SAFE n26 L26 5% Classics

P6 Isi-SHAPE 25 L25 7% Classics

P3 One Curve n25 4% L21 Classics

P3 One Curve n35 4% L21 Classics

P3 One Curve nd45 4% L21 Classics

P3 One Curve n25 4% L25 Classics

P3 One Curve n35 4% L25 Classics

P3 One Curve nd5 4% L25 Classics

P3 One Curve n25 4% L31 Classics

P3 One Curve n35 4% L31 Classics

P3 One Curve n45 4% L31 Classics

P8 One Curve n25 4% L21 Classics

P6 One Curve n35 4% L21 Classics

P& One Curve n45 4% L21 Classics

P& One Curve n25 4% L25 Classics

P€ One Curve n35 4% L25 Classics

P6 One Curve nd5 4% L25 Classics

P6 One Curve n25 4% L31 Classics

P6 One Curve n35 4% L31 Ciassics

P& One Curve n45 4% L31 Classlcs

P4 One Curve L21 Asst STARTER PACK

P4 One Curve L25 Asst STARTER PACK

P4 One Curve L31 Asst STARTER PACK

P4 One Curve n25 4% L21 PROCEDURE PACK
P4 One Curve n35 4% L21 PROCEDURE PACK
P4 One Curve n45 4% L21 PROCEDURE PACK
P4 One Curve n25 4% L25 PROCEDURE PACK
P4 One Curve n35 4% L25 PROCEDURE PACK
P4 One Curve n45 4% L25 PROCEDURE PACK
P4 One Curve n25 4% L31 PROCEDURE PACK
P4 One Curve n35 4% L31 PROCEDURE PACK
P4 COne Curve n45 4% L31 PROCEDURE PACK
BS One Curve n25 4% L21 Classics

B5 One Curve n35 4% L21 Classics

B5 One Curve nd5 4% L21 Classics

B5 One Curve n25 4% L25 Classics

B5 One Curve n35 4% L25 Classics

B5 One Curve n45 4% L.25 Classics

B5 One Curve n25 4% L31 Classics
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Micro-Mega SA
12 rue du Tunnel
25000 BESANCON

France

GMED (0459) reconnait que son certificat CE est valide pour

les dispositifs médicaux décrits le 12 mai 2021
DocuSigned by:

GMED (04swmmﬁrtmmte is valid for the

52EESB2DBR446. .

medical devices rizste on May 12, 2021

DECLARATION CE DE CONFORMITE

CE DECLARATION OF CONFORMITY

7 COLTENE

MicroMega

Micro-Mega SA certifie que les produits suivants sont conformes & I'annexe | et Vil de la directive 93/42 CEE relative aux
dispositifs médicaux, en tenant compte de toutes les normes harmonisées européennes applicables et aux transpositions en
droit national de chaque état et que son systéme d’assurance qualité, selon l'annexe Il excluant le point 4 de la directive 93/42
CEE, est approuvé (Attestation CE n°8881 délivrée par I'organisme notifié GMED).

Micro-Mega SA certifies that the products listed below conform to annex | and VIi of the Directive 93/42/EEC for medical
devices, taking into account all applicable European harmonised standards and national laws for each state and that it full
quality assurance system, according annexe Il excluding point 4 of the Directive 93/42/EEC, is approved (CE certificate n°8881
delivered by notified body GMED).

20949452 One Curve B5 One Curve n35 4% L31 Classics B5 One Curve n35 4% L31 Classics lla [
20949453 One Curve B5 One Curve nd5 4% L31 Classics B5 One Gurve n45 4% L31 Classics la [
20949481 One Curve B4 One Curve n25 4% L.21 PROCEDURE PACK Sterile B4 One Curve n25 4% 1.21 PROCEDURE PACK Stetile Ila [
20949462 One Curve B4 Ore Curve n35 4% L21 PROCEDURE PACK Sterile B4 One Curve n35 4% 121 PROCEDURE PACK Sterile lla 6
20949483 One Curve B4 One Curve nd5 4% L21 PROCEDURE PACK Sterile B4 One Curve nd5 4% L21 PROCEDURE PACK Sterile Ila 6
20049471 One Curve B4 One Curve n25 4% L25 PROCEDURE PACK Sterile B4 One Curve n254% L25 PROCEDURE PACK Sterile lla 6
20949472 One Curve B4 One Curve n35 4% L25 PROCEDURE PACK Sterile B4 One Curve n354% L.25 PROCEDURE PACK Sterile lla 3
20949473 One Curve B4 One Curve nd5 4% L25 PROCEDURE PACK Sterile B4 One Curve n45 4% 125 PROCEDURE PACK Sterile lla [
20949481 One Curve . B4 One Curve n25 4% L31 PROCEDURE PACK Sterils B4 One Curve n25 4% L31 PROCEDURE PACK Sterile lla 6
20949482 - One Curve B4 One Curve n35 4% L31 PROCEDURE PACK Sterile B4 One Curve n35 4% 1.31 PROCEDURE PACK Sterile la [
20949483 One Curve B4 One Curve n45 4% L31 PROCEDURE PACK Sterile B4 One Curve nd45 4% 1.31 PROCEDURE PACK Sterile la 6
20948435 One Curve B4 Ona Curve L.21 Asst STARTER PACK Sterile B4 Ona Curve L21 Asst STARTER PACK Sterile lla 6
20949445 One Curve B4 Ona Curve L25 Asst STARTER PACK Sterile B4 One Curve L25 Asst STARTER PACK Sterile la 8
20849455 One Curve B4 One Curve L31 Asst STARTER PACK Sterile B4 One Curve L31 Asst STARTER PACK Sterile lla 6
60023811 REMOVER P3 Remover 119 n30 7% Classics P3 Remover 1.19 n30 7% Classics lia 6
60023812 REMOVER P3 Remover L23 n30 7% Classics P3 Remover L 23 n30 7% Classics la 6
60023813 REMOVER P6 Remover L19 n30 7% Classics . P6 Remover L19 n30 7% Classics lla 6
60023814 REMOVER P6 Remaver L23 n30 7% Classics . P8 Remover L23 n30 7% Classics la 6
60023653 REMOVER P3 HyFiex Remaver L19 n30 7% Classics i P3 KyFiex Remover L19 n30 7% Classics la 6
60023652 REMOVER P3 HyFlex Remover L.23 n30 7% Classics P3 HyFlex Remover L.23 n30 7% Classics ita 6
60023651 REMOVER P6 HyFlex Remaver L19 n30 7% Classics P6 HyFlex Remaver L19 n30 7% Classics a 6
60023650 REMOVER P6 HyFlex Remover L23 n30 7% Classics P86 HyFlex Remaver .23 n30 7% Classics lla 6
20152302 REMOVER P3 MicroMega Remaver L19 n30 7% Classics P3 MicroMega Remover L19 n30 7% Classics ila 6
20152312 REMOVER P3 MicroMega Remaver L23 n30 7% Classics P3 MicroMega Remover L23 n30 7% Classics lla 6
20152301 REMOVER P6 MicroMega Remaver L19 n30 7% Classics P& MicroMega Remover L19 n30 7% Classics la 6
20152311 REMOVER P& MicroMega Remover .23 n30 7% Classics P86 MicroMega Remuver L23 n30 7% Classics lla 6
20152303 REMOVER P4 Remover L19 n30 7% STARTER PACK P4 Remover L19 n30 7% STARTER PACK lla 6
20152313 REMOVER P4 Remover L23 n30 7% STARTER PACK P4 Remaver 123 n30 7% STARTER PACK Ila 6
60023815 REMOVER B5 Remover L19 n30 7% Classics B5 Remaver L19 n30 7% Classics lla 6
' 60023816 REMOVER BE Remover L23 n30 7% Classics B5 Remover 123 n30 7% Classics lia 6
60023649 REMOVER B5 HyFlex Remaver L19 n30 7% Classics B5 HyFiex Remover L19 n30 7% Classics la €
60023648 REMOVER 85 HyFlex Remover L23 n30 7% Classics 85 HyFlex Remover L.23 n30 7% Classics ila 6
209852301 REMOVER B5 MicroMega Remover £.19 n30 7% Classics BS MicroMega Remaover L19 n30 7% Classics fla 6
20952311 REMOVER B5 MicroMega Remover L23 n30 7% Classics B5 MicroMega Remover L23 n30 7% Ciassics la [
20952303 REMOVER B4 Remover L19 n30 7% STARTER PACK Sterite B4 Remover L19n30 7% STARTER PACK Sterile lla 6
20952313 REMOVER B4 Remover L23 n30 7% STARTER PACK Sterile B4 Remover L23 n30 7% STARTER PACK Sterile lia 6
219853001 2Shape ES 2Shape TS1 n25 4% L21 Ne Stérile ES 2Shape TS1 n25 4% L21 No Sterlle la 6
21953002 2Shape E5 28hape TS2 n25 6% L21 No Stérile ES 2Shape TS2 n26 6% L21 No Sterile lla 6
21953003 2Shape ES 2Shape F35 n35 6% L21 No Stérile ES 28hape F35 n35 6% L21 No Sterile lla 6
21953004 2Shape ES 2Shape F40 n40 4% L21 No Stérile E5 2Shape F40 nd0 4% L21 No Sterile lla 6
21953011 2S8hape ES5 2Shape TS1 n265 4% L25 No Stérile E5 2Shape TS1 n25 4% L25 No Sterite lla 6
21853012 2Shaps £5 2Shape TS2 n25 6% L25 No Stérile ES 2Shape TS2 n25 6% L25 No Sterile ila 6
21953013 2Shape ES 2Shape F35 n35 6% L25 No Stérile ES 2Shape F35 n35 6% L.25 No Sterile fla [
21953014 2Shape ES5 2Shape F40 n40 4% L25 No Stérite E5 2Shape F40 n40 4% L25 No Sterile lla 3
21953021 QShabé ES5 2Shape TS1 n25 4% L31 No Stérile ES 2Shape TS1 n25 4% L31 No Sterile la 6
21953022 2Shape E5 2Shape TS2 n25 6% L31 No Stérile E5 28hape TS2 n25 6% 1.31 No Sterile lla 6
21953023 2Shape E5 2Shape F35 n35 6% L31 No Stérile E5 2Shape F35 n35 6% L31 No Sterile lla 6
21953024 2Shape E5 2Shape F40 n40 4% L31 No Stérile E5 2Shape F40 n40 4% L31 No Sterile lla 6
21953031 28hape E4 2Shape 2xTS1+2xTS2 L21 No Stérile E4 2Shape 2xTS1+2xTS2 L21 No Sterile lla 6
21963032 2Shape E4 2Shape 2xTS1+2xTS2 L25 No Stérile E4 2Shape 2xTS1 +2xT52 L25 No Sterile lla 6
21953033 2Shape E4 2Shape 2xTS1+2xT52 L31 No Stérile E4 2Shape 2xTS1+2xTS52 L31 No Sterile lla [
21953111 2Shape E5 2Shape Pracedure Pack L21 No Stérile ES ZShépe Procedure Pack L21 No Sterile lla 6
21853112 2Shape ES5 2Shape Procedure Pack L25 No Stérile E5 2Shape Procedurs Pack 1.25 No Sterile lla 6
21853113 2Shape ES5 2Shape Procsdure Pack L31 No Stérile E5 28hape Procedure Pack L31 Mo Sterile lla 6
20153201 2Shape P6 2Shape TS1 Mini n25 4% L21 Classics P6 2Shape T51 Mini n25 4% (21 Classics lla 8
20153202 2Shape P6 2Shape TS2 Min; n25 €% L21 Classics P6 2Snape TS2 Mini n25 635 121 Classics lla [+
20153203 28hape P5 2Shape F35 Mini n35 6% L21 classlr:s P6 2Shape F35 Mini n35 6% L21 Classics fla 6

Pour le compte de Micr¢:Mega SA / On behalf of Micro-Mega SA
Stéphane CLAUDE
Directeur Général Délégué / Delegated General Manager

Besancon, le / the 2021-04-22
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Micro-Mega SA
12 rue du Tunnel

25000 BESANCON

France

GMED (0459) reconnait que son certificat CE est valide pour

les dispositijr's_n'{gtcigggyés g:écrits le 12 mai 2021

GMED {MSWM Mmggemjﬁmte is valid for the
B26JEESA2DBB446.

medical devices listed on May 12, 2021

DECLARATION CE DE CONFORMITE

CE DECLARATION OF CONFORMITY

MicroMega

77 COLTENE

Micro-Mega SA certifie que les produits suivants sont conformes a I'annexe I et VIl de la directive 93/42 CEE relative aux
dispositifs médicaux, en tenant compte de toutes les normes harmonisées européennes applicables et aux transpositions en
droit national de chaque état et que son systéme d'assurance qualité, selon I'annexe Il excluant le point 4 de la directive 93/42
CEE, est approuvé (Attestation CE n°8881 délivrée par I'organisme notifié GMED).

Micro-Mega SA certifies that the products listed below conform to annex | and Vil of the Directive 93/42/EEC for medical
devices, taking into account all applicable European harmonised standards and national laws for each state and that it full
quality assurance system, according annexe Il excluding point 4 of the Directive 93/42/EEC, is approved (CE certificate n°8881
delivered by notified body GMED).

20153204
20153211
20153212
20153213
20153214
20153221
20153222
20153223
20153224
20153231
20153232
20153233
20953201
20953202
20953203
20953204
20953211
20953212
20953213
20953214
20953221
20953222
20953223
20953224
20953231
20953232
20953233
20953241
20853242
20953243
21953201
21953202
21953203
21953204
21953211
21953212
21953213
21953214
21953221
21953222
21953223
21953224
21953231
21953232
21953233
21953241
21953242
21953243

Pour le compte de Micra-Mega SA / On behalf of Micro-Mega SA
Stéphane CLAUDE

2Shape
28hape
2Shape
2Shape
2Shape
2Shape
28hape
2Shape
2Shape
2Shape
2Shape
2Shape
2Shape
28hape
2Shape
2Shape
2Shape
2Shape
28hape
28hape
2Shape
2Shape
2S5hape
2Shape
2Shape
2Shape
2Shape
2Shape
28hape
2Shape
25hape
2Shape
2Shape
2Shape
2Shape
2Shape
2Shape
2Shape
28hape
2Shape
2Shape
2Shape
2Shape
2Shape
2Shape
2Shape
2Shape
2Shape

P6 2Shape F40 Mini n40 4% L21 Classics P6 25hape F40G Mini nd40 4% L21 Classics lla 6
P6 2Shape TS$1 Mini n25 4% L2S Classics P6 2Shape TS1 Mini n25 4% L25 Classics lla 6
P6 2Shape T52 Mini n25 6% L25 Classics P& 2Shape T52 Mini n25 6% L25 Classics lla 6
P6 2Shape F35 Mini n35 6% L25 Classics P6 2Shape F35 Mini n35 6% L25 Classics lla B
PG 2Shape F40 Mini n40 4% L25 Classics P6 2Shape F40 Mini n40 4% L25 Classics lla 6
P6 2Shape TS1 Mini n2S 4% L31 Classics P6 25hape TS1 Mini n25 4% L31 Classics Ila 6
P6 2Shape TS2 Mini n25 6% L31 Classics P6 2Shape T52 Mini n25 6% L31 Classics lla B
P& 25hape F35 Mini n35 6% L31 Classics P6 2Shape F35 Mini n35 6% L31 Classics ila 6
P6 2Shape F40 Mini n40 4% L31 Classics P6 2Shape FA0 Mini n40 4% 131 Classics fla 6
P4 25hape Mini TS1+2xTS2 (x2) L21 Classics P4 25hape Mini TS1+2xTS2 (x2) L21 Classics lla 6
P4 2Shape Mini TS1+2xT52 {x2) L25 Classics P4 2Shape Mini TS1+2xTS2 (x2) L25 Classics lla 6
P4 25hape Mini TS1+2xTS2 (x2) L31 Classics P4 2Shape Mini TS1+2xTS2 {x2) L31 Classics la 6
B85 2Shape TS1 Mini n25 4% L21 Classics sterile B5 2Shape T51 Mini n25 4% L21 Classics sterlle ila 8
BS 2Shape TS2 Mini n25 6% L21 Classics sterile B5 2Shape TS2 Mini n25 6% L21 Classics sterile la [
BS 2Shape F35 Mini n35 6% L21 Classics sterile BS 2Shape F35 Mini n35 6% L21 Classics sterile lla 6
B5 2Shape F40 Mini n40 4% L21 Classics sterile B5 2Shape F40 Mini n40 4% L21 Classics sterile fla 6
BS 2Shape T51 Mini n25 4% L25 Classics sterile B5 2Shape TS1 Mini n2S 4% L25 Classics sterile Ita [
B5 2Shape T52 Mini n25 6% L25 Classics sterile B5 25hape TS2 Mini n25 6% L25 Classics sterile lla 6
BS 2Shape F35 Mini n35 6% L25 Classics sterile B5 2Shape F3S Mini n35 6% L25 Classics sterile la 6
BS 2Shape F40 Mini n40 4% L25 Classics sterile BS 25hape F40 Mini n40 4% L25 Classics sterile lla [
B5 2Shape TS1 Mini n25 4% L31 Classics sterile BS 2Shape TS1 Mini n25 4% L31 Classics sterile lla 6
BS 2Shape TS2 Mini n25 6% L31 Classics sterile B5 2Shape TS2 Mini n25S 6% L31 Classics sterile lla [
BS 2Shape F3S Mini n35 6% L31 Classics sterile BS 2shape F35 Mini n35 6% 131 Classics sterile lla 3
BS 2Shape F40 Mini n40 4% L 31 Classics sterile 85 2Shape F40 Mini n40 4% L31 Classics sterile la 6
B4 2Shape Mini TS1+2xT52 L21 {x2} Classics Sterile B4 2Shape Mini TS1+2xTS2 121 (x2) Classics Sterile ila 6
B4 2Shape Mini T51+2xTS2 L25 (x2) Classics Sterile 84 2Shape Minl TS1+2xT52 L25 (x2} Classics Sterile lla 6
B4 2Shape Minl TS1+2xT52 L31 (x2) Classics Sterile B4 2Shape Minj TS1+2xTS2 L31 (x2) Classics Sterile Ita []
B5 2Shape Mini Procedure Pack L21 Classics sterile B5 2Shape Mini Procedure Pack L21 Classics sterile ila 6
B5 2Shape Mini Procedure Pack L25 Classics sterile B5 2Shape Mini Procedure Pack L25 Classics sterile tia 6
85 2Shape Mini Procedure Pack L31 Classics sterile B5 2Shape Mini Procedure Pack L31 Classics sterile la 6
£5 2Shape T51 Mini n25 4% 121 Classics No sterile ES 2Shape TS1 Mini n25 4% L21 Classics No sterile lla 6
E5 2Shape T52 Mini n25 6% L21 Classics No sterile ES5 2Shape TS2 Mini n25 6% L21 Classics No sterile lla 6
ES 2Shape F35 Mini n3S 6% L21 Classlcs No sterile ES 2Shape F35 Minl n35 6% L21 Classics No sterile lla 6
ES 2Shape F40 Minl nd40 4% L21 Classics No sterile E5 25hape F40 Mini n40 4% L21 Classics No sterile tla 8
E5 2shape TS1 Mini n25 4% L25 Classics No sterile E5 25hape TS1 Mini n25 4% L25 Classics No sterile lla 6
E5 2Shape TS2 Mini n25 6% L25 Classics No sterile ES 25hape TS2 Mini n25 6% L25 Classics No sterile lla 6
ES 2Shape F35 Mini n35 6% L25 Classics No sterile ES 2Shape F35 Mini n35 6% L25 Classics No sterile \ta 6
ES 2Shape F40 Mini n40 4% L25 Classics No sterile E5 2Shape F40 Mini n40 4% L25 Classics No sterile lla 6
E5 2Shape TS1 Mini n25 4% L31 Classics No sterile E5 2Shape TS1 Mini n2S 4% L31 Classics No sterile la 6
ES 2Shape TS2 Mini n25 6% L31 Classlcs No sterile E5 2Shape T52 Mini n25 6% L31 Classics No sterile lia 6
ES 2Shape F35 Mini n35 6% L31 Classics No sterile ES 2Shape F35 Mini n3S 6% L31 Classics No sterile lla 6
ES 2Shape F40 Mini n40 4% L31 Classics No sterite ES 2Shape F40 Mini n40 4% L31 Classics No sterile la 6
E4 2Shape Mini 2xTS1+2xT52 L21 (x2) Classics no sterile £4 2Shape Mini 2xTS1+2xTS2 L21 (x2) Classics no sterile lla 6
E4 2Shape Mini 2xTS1+2xT52 L25 {x2) Classics no sterile E4 25hape Mini 2xTS1+2xT52 125 {x2) Classics no sterile lla 6
E4 2Shape Mini 2xTS1+2xT52 L31 {x2} Classics no sterile €4 25hape Mini 2xTS1+2xTS2 L31 {x2} Classics no sterile lla 6
E5 2Shape Mini Procedure Pack 121 Classics no sterile E5 2Shape Mini Procedure Pack 121 Classics no sterile ila )
E5 2Shape Mini Procedure Pack L25 Classics no sterile ES 25hape Mini Procedure Pack L25 Classics no sterile lla 6
ES 2Shape Mini Procedure Pack L31 Classics no sterile 6

LR SN

Directeur Général Déléqiﬁ] Delegated General Manager

ES 2Shape Mini Procedure Pack L31 Classics no sterile lla

Besancon, le / the 2021-04-22
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Micro-Mega SA
12 rue du Tunnel
25000 BESANCON

France

GMED (0459) reconnait que son certificat CE est valide pour
les dispositifs rrédﬁamaodé«its fe 12 mai 2021
A Y

wh af
SO NOTHTCR
GMED (0459) Jemm&gﬁm&; EC certificate is valid for the
medical devices listed on May 12, 2021

DECLARATION CE DE CONFORMITE

CE DECLARATION OF CONFORMITY

MicroMega

% COLTENE

Micro-Mega SA certifie que les produits suivants sont conformes & l'annexe | et VIl de la directive 93/42 CEE relative aux
dispositifs médicaux, en tenant compte de toutes les normes harmonisées européennes applicables et aux transpositions en
droit national de chaque état et que son systéme d'assurance qualité, selon '‘annexe Il excluant le point 4 de la directive 93/42
CEE, est approuvé (Attestation CE n°8881 délivrée par I'organisme notifié GMED).

Micro-Mega SA certifies that the products listed below conform to annex | and Vil of the Directive 93/42/EEC for medical
devices, taking into account all applicable European harmonised standards and national laws for each state and that it full
quality assurance system, according annexe Il excluding point 4 of the Directive 93/42/€EC, is approved (CE certificate n"8881
delivered by notified body GMED).

60031633
60031634
60031635
60031636
60031637
. 60031638
| 60031639
60031640
60031641
- 60031642
- 60031643
| 60031644
; 60031645
. 60031646
60031647
. 60031648
60031649
60031650
60031651
60031652
60031653
60031654
60031655
60031656
60031657
60031658
60031659
60031660
£0031661
60031662
60031663
60031664
60031665
60031666
60031667
60031668
60031669
60031670
60031671
60031672
60031673
60031674
60031675
60031676
60031677

Pour le compte de Micré-Mega SA / On behalf of Micro-Mega SA

One Flare
One G
Cne G
One G
One Curve
One Curve
One Curve
One Curve
One Curve
One Curve
One Curve
One Curve
One Curve
One Curve
One Curve
One Curve
2Shape
2Shape
2Shape
2Shape
2Shape
2Shape
2Shape
2Shape
2Shape
2Shape
2Shape
2Shape
REMOVER
REMOVER
One REC]
One REC|
One REC|
One RECI
One RECI
One RECI
One RECI
One RECI
One RECI
One RECI
One RECI
One REC|
One RECI
One RECH
One REC!

Stéphane CLAUDE
Directeur Général Déléyué / Delegated General Manager

B1 ONE FLARE n25 9% L17 Classics sterile
B1 One G n14 3% L21 Classics sterile

B1 One G n14 3% 125 Classics sterile

B1 One G n14 3% L29 Classics sterile

B1 ONE CURVE n25 6% L21 Sterile

81 ONE CURVE n25 6% 125 Sterile

B1 ONE CURVE n25 6% L31 Sterile

B1 One Curve n25 4% L21 Classics

B1 One Curve n35 4% L21 Classics

B1 One Curve n45 4% 1.21 Classics

81 One Curve n25 4% L 25 Classics

B1 One Curve n35 4% L25 Classics

B1 One Curve n45 4% L25 Classics

B1 One Curve n25 4% 131 Classics

B1 One Curve n35 4% L31 Classics

B1 One Curve n45 4% L31 Classics .
B1 2Shape T51 n25 4% L21 Classics sterile
B1 2Shape TS2 n25 6% L21 Classics sterile
B1 2Shape F35 n35 6% L21 Ciassics sterile
B1 2Shape F40 nd0 4% L21 Classics sterile
B1 2Shape TS1 n25 4% L25 Classics sterile
B1 2Shape TS2 n25 6% L25 Classics sterile
B1 2Shape F35 n35 6% L25 Classics sterile
B1 2Shape F40 n40 4% L25 Classics sterile
B1 2Shape TS1 n25 4% L31 Classics sterile
B1 2Shape TS2 n25 6% 131 Classics sterile
B1 2Shape F35 n35 6% L31 Classics sterile
B1 2Shape F40 n4d0 4% L31 Classics sterile
B1 MicroMega Remover L19 n30 7% Classics
B1 MicroMega Remover L23 n30 7% Classics
B1 MicroMega One RECI n20 4% 121 Sterile
B1 MicroMega One RECI n25 4% L21 Sterile
B1 MicroMega One RECI n25 6% L21 Sterile
B1 MicroMega One RECI n35 4% L21 Sterile
B1 MicroMega One RECI n45 4% L21 Sterile
B1 MicroMega One RECI n20 4% L25 Sterile
81 MicroMega One RECI n25 4% L25 Sterile
B1 MicroMega One RECI n25 6% L25 Sterile
B1 MicroMega One RECI n35 4% L25 Sterile
B1 MicroMega One RECI n45 4% 125 Sterile
B1 MicroMega One RECI n20 4% L31 Sterile
B1 MicroMega One RECI n25 4% 131 Sterile
B1 MicroMega One RECI n25 6% L31 Sterile
B1 MicroMega One REC! n35 4% L31 Sterile
B1 MicroMega One REC! n45 4% 131 Sterile

81 ONE FLARE n25 9% L17 Classics sterile
B1 One G n14 3% L21 Classics sterile

B1 One G n14 3% 1.25 Classics sterile

B1 One G n14 3% 129 Classics sterile

B1 ONE CURVE n25 6% 121 Sterile

| B1 ONE CURVE n25 6% L25 Sterile

B1 ONE CURVE n25 6% L31 Sterile
81 One Curve n25 4% L21 Classics
B1 One Curve n35 4% L21 Ciassics
B1 One Curve n45 4% L21 Classics
B1 One Curve n25 4% L25 Classics
B1 One Curve n35 4% L25 Classics
81 One Curve n45 4% L25 Classics
B1 One Curve n25 4% L31 Classics
B1 One Curve n35 4% L31 Classics
B1 One Curve n45 4% L31 Classics
B1 2Shape TS1 n25 4% L21 Classics sterile
B1 2Shape T52 n25 6% L21 Classics sterile
B1 2Shape F35 n35 6% L21 Classics sterile
B1 25hape F40 n40 4% L21 Classics sterile

. B1 2Shape T51 n25 4% L25 Classics sterile

B1 2Shape TS2 n25 6% L25 Classics sterile
B1 2Shape F35 n35 6% 125 Classics sterile
B1 2Shape F4D n40 4% L25 Classics sterile
B1 2Shape TS1 n25 4% L31 Classics sterile
B1 2Shape TS2 n25 6% L31 Classics sterile
B1 2Shape F35 n35 6% L31 Classics sterile
81 2Shape F40 nd0 4% L31 Classics sterile
81 MicroMega Remover L19 n30 7% Classics
B1 Microliega Remover 23 n30 7% Classics
B1 MicroMega One RECI n20 4% L21 Sterile
B1 MicroMega One RECI n25 4% L21 Sterile
B1 MicroMega One RECI n25 6% L21 Sterile
B1 MicraMega One RECI n35 4% L21 Sterile
B1 MicroMega One REC! n45 4% 121 Sterile
B1 MicroMega One REC! n20 4% 125 Sterile
B1 MicroMega One RECI n25 4% L25 Sterile
B1 MicroMega One REC! n25 6% L25 Sterile
B1 MicrolViega One RECI n35 4% L25 Sterile
B1 MicroMega One RECI n45 4% L25 Sterile
B1 MicroMega One RECI n20 4% L31 Sterile
B1 MicroMega One RECI n25 4% L31 Sterile
B1 MicroMega One RECI n25 6% 131 Sterile
81 MicroMega One RECI n3S 4% L31 Sterile
81 MicroMega One REC! n45 4% L31 Sterile

liz
lta
lla
lla
lta
lla
lia
lla
lla
lia
lia
lia
la
lla
la
lla
la
lla
lla
L]
la
HE:]
Ila
Ha
I1a
Ha
lia
ha
lia
lla
Ha
fla
lla
fla
lla
la
fla
a
la
tla
lla
ila
lla
lta
lta

Besancon, le / the 2021-04-22
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Micro-Mega SA
12 rue du Tunnel
25000 BESANCON

France

GMED (0459) reconnait que son certificat CE est valide pour

les dispositifs mégdi:

bonits:le 12 mai 2021

g&mc certi:chate is valid for the

medical devices listed on May 12, 2021

DECLARATION CE DE CONFORMITE

CE DECLARATION OF CONFORMITY

77 COLTENE

MicroMega

Micro-Mega SA certifie que les produits suivants sont conformes & l'annexe I et VIl de la directive 93/42 CEE relative aux
dispositifs médicaux, en tenant compte de toutes les normes harmonisées européennes applicables et aux transpositions en
droit nationol de chagque état et que son systéme d'assurance qualité, selon I'annexe Il excluant le point 4 de la directive 93/42
CEE, est approuvé (Attestation CE n°8881 délivrée par I'organisme notifié GMED).

Micro-Mega SA certifies that the products listed below conform to annex | and Vil of the Directive 93/42/EEC for medical
devices, taking into account all applicable European harmonised standards and national laws for each state and that it full
quality assurance system, according annexe Il excluding point 4 of the Directive 93/42/EEC, is approved (CE certificate n°8881
delivered by notified body GMED).

I - DISPOSITIFS MEDICAUX DESTINES A L'ART DENTAIRE ET A LA CHIRURGIE / MEDICAL DEVICES FOR DENTAL ART AND SURGERY - TECHNICAL ]
| REFERENCE FAMILLY DESIGNATION CLASS FILES
60030017 One Curve B5 MicroMega One Curve mini n25 4% L21 Sterile B5 MicroMega One Curve minin25 4% L21 Sterile lla 6
60030018 One Curve B5 MicroMega One Curve mini n25 6% L21 Stesile 85 MicroMega One Curve mini n25 6% L21 Sterile lla 6
60030019 One Curve B5 MicroMega One Curve mini n35 4% L21 Sterile B5 MicroMega One Curve mini n35 4% L21 Sterile lla 6
60030020 One Curve BS MicroMega One Curve mini n45 4% L21 Sterile B5 MicroMega One Curve mini nd5 4% L21 Sterile Hla [}
60030021 One Curve B5 MicroMega One Curve mini n25 4% 25 Sterile B5 MicroMega One Curve mini n25 4% L25 Sterile lia 6
60030022 One Curve B5 MicroMega One Curve mini n25 6% L25 Sterile 85 MicroMega One Curve mini n25 6% L25 Sterile lla 6
60030023 One Curve B5 MicroMega One Curve mini n35 4% L25 Sterile B5 MicroMega One Curve mini n35 4% L25 Sterile lla 6
60030024 One Curve B5 MicroMega One Curve mini n45 4% L25 Sterile B5 MicroMega One Curve mini n45 4% L25 Sterile lla 6
60030025 One Curve B5 MicroMega One Curve mini n25 4% L31 Sterile B5 MicroMega One Curve mini n25 4% L31 Sterile lia 6
60030026 One Curve BS5 MicroMega One Curve mini n25 6% L31 Sterile 85 MicroMega One Curve mini n25 6% L31 Sterile lla 6
60030027 Cne Curve B5 MicroMega One Curve mini n35 4% L31 Sterile B5 MicroMega One Curve mini n35 4% L31 Sterile lla (]
60030028 One Curve B5 MicroMega One Curve mini n45 4% (31 Sterile B5 MicroMega One Curve mini n4S 4% L31 Sterile lla 6
60030029 One Curve B4 MicroMega One Curve mini n25 4% L25 Procedure B4 MicroMega One Curve mini n25 4% L25 Procedure lla 6
60030030 One Curve B5 MicroMega One Curve mini n25 6% L25 Procedure BS MicroMega One Curve mini n25 6% L25 Procedure lla 6
60030031 One Curve B4 MicroMega One Curve mini n35 4% L25 Procedure B4 MicroMega One Curve mini n35 4% L25 Procedure tla 6
60030032 One Curve B4 MicroMega One Curve mini n45 4% L25 Procedure B4 MicroMega One Curve mini n45 4% L2S Procedure lia 6
60030033 One Curve B4 MicroMega One Curve mini L21 Assorted Sterile B4 MicroMega One Curve mini L21 Assorted Sterile lla 6
60030034 One Curve B4 MicroMega One Curve mini L25 Assorted Sterile 84 MicroMega One Curve mini L25 Assorted Sterile lla ]
60030035 One Curve B4 MicroMega One Curve mini L31 Assorted Sterile B4 MicroMega One Curve mini L31 Assorted Sterile lla 6
60029878 One RECI B5 MicroMega One RECI N20 4% L21 STERILE B5 MicroMega One RECI N20 4% L21 STERILE lla 6
60029879 One RECI B5 MicroMega One RECI N25 4% L21 STERILE B5 MicroMega One RECI N25 4% 121 STERILE lla 6
60029880 One RECI B5 MicroMega One RECI N25 6% L21 STERILE B5 MicroMega One RECI N25 6% L21 STERILE lla 6
60029881 One RECI BS MicroMega One RECI N35 4% L21 STERILE B5 MicroMega One RECI N35 4% L21 STERILE lla [
60029882 One RECI B5 MicroMega One REC! N45 4% L21 STERILE B5 MicroMega One RECI N45 4% L21 STERILE lla 6
60029883 One RECI BS MicroMega One RECI N20 4% L25 STERILE B5 MicroMega One RECI N20 4% L25 STERILE lla 6
60029884 One RECI BS MicroMega One RECI N25 4% L25 STERILE 85 MicroMega One RECI N25 4% L25 STERILE Ita 6
60025885 One RECI BS5 MicroMega One RECI N25 6% L25 STERILE B5 MicroMega One RECI N25 6% L25 STERILE lla 6
60029886 One RECI B5 MicroMega One REC) N35 4% L25 STERILE B5 MicroMega One RECI N35 4% L25 STERILE lla 6
60029887 One RECI B5 MicroMega One RECI N45 4% L25 STERILE B5 MicroMega One RECI N45 4% L25 STERILE lla 6
60029888 One RECI B5 MicroMega One RECI N20 4% L31 STERILE BS MicroMega One RECI N20 4% L31 STERILE lla 6
60029889 One RECI BS MicroMega One RECI N25 4% L31 STERILE BS MicroMega One RECI N25 4% L31 STERILE lia 6
60029890 One RECI BS5 MicroMega One RECI N25 6% L31 STERILE BS MicroMega One RECI N25 6% L31 STERILE lla 6
60029891 One RECI BS MicroMega One RECI N35 4% L31 STERILE BS MicroMega One RECI N35 4% L31 STERILE lla 6
60029892 One RECI B5 MicroMega One RECI N45 4% L31 STERILE BS MicroMega One RECI N45 4% L31 STERILE lla 6
60029893 One RECI B5 MicroMega One RECI N20 4% L25 Procedure Pack B5 MicroMega One RECI N20 4% L25 Procedure Pack lia 6
60029894 One RECI B84 MicroMega One RECI N25 4% £25 Procedure Pack B4 MicroMega One RECI N25 4% L25 Procedure Pack lla 6
60029895 One RECI B5 MicroMega One RECI N25 6% L25 Procedure Pack B5 MicroMega One RECI N25 6% L25 Procedure Pack lla 6
60029896 One RECI B4 MicroMega One RECI N35 4% L25 Procedure Pack B4 MicroMega One RECI N35 4% L25 Procedure Pack lla [
60029897 One RECI B4 MicroMega One RECI N45 4% L25 Procedure Pack B4 MicroMega One RECI N45 4% L25 Procedure Pack lla 6
60029898 One REC1 BS MicroMega One RECI L21 Assorted Sterile 85 MicroMega One RECI L21 Assorted Sterile lia 6
60029899 One RECI B5 MicroMega One RECI L25 Assorted Sterile B5 MicroMega One RECI L25 Assorted Sterile lla 6
60029900 One RECI BS5 MicroMega One RECI L31 Assorted Sterile B5 MicroMega One RECI L31 Assorted Sterile lla 6
60031528 Revo-S+ P2 Revo-S+ SC2 SU L25 P2 Revo-S+ SC2 SU L25 lla [}
60031529 Revo-S+ P3 Revo-S+ SC1SC2 5V L21 P3 Revo-S+SC1 5C2 SU L21 lla 6
60031530 Revo-S+ P3 Revo-5+ SC1 SC2 SU 121, 125 P3 Revo-S+SC1SC2 SU 121, 125 lla 6
60031531 Revo-S+ P3 Revo-S+SC1SC2 SU 121, L31 P3 Revo-S+SC1 SC2SU 121, L31 lla [
60031532 Revo-S+ P6 Revo-S+5C1 121 P6 Revo-5+SC1 121 lla &
60031533 Revo-5+ P6 Revo-S+5C2 121 P& Reve-S+SC2 t21 lla 6
60031534 Revo-5+ PG Revo-5+ SC2 125 P6 Revo-S+ SC2 125 lla L]
60031535 Revo-S+ P6 Revo-S+SC2 131 P6 Revo-§+SC2 L31 lla 6
60031536 Revo-5+ P6 Revo-5+SU L21 P6 Revo-5+ 5U 121 lla 6
60031537 Revo-5+ P6 Revo-S+ SU L25 P6 Revo-5+ 5U 125 lla 6
60031538 Revo-S+ P6 Revo-5+ SU L31 P6 Revo-5+ SU 131 lla 6
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Micro-Mega SA ’,%’r CO LT E N E

12 rue du Tunnel .
MicroMega
25000 BESANCON

France DECLARATION CE DE CONFORMITE

CE DECLARATION OF CONFORMITY

Micro-Mega SA certifie que les produits suivants sont conformes & I'annexe I et Vil de la directive 93/42 CEE relative aux
dispositifs médicaux, en tenant compte de toutes les normes harmonisées européennes applicables et aux transpositions en
droit national de chaque état et que son systéme d’assurance qualité, selon I'annexe Il excluant le point 4 de la directive 93/42
CEE, est approuvé (Attestation CE n°8881 délivrée par I'organisme notifié GMED).

Micro-Mega SA certifies that the products listed below conform to annex | and Vil of the Directive 93/42/EEC for medical
devices, taking into account all applicable European harmonised standards and national laws for each state and that it full
quality assurance system, according annexe Il excluding point 4 of the Directive 93/42/EEC, is approved (CE certificate n°8881
delivered by notified body GMED).

DISPOSITIFS MEDICAUXDESTINES A LART DENTAIREET A LA CHIRURGIE / MEDICAL DEVICES FOR DENTAL ART
- AND SURGERY - TECHNICAL
REFEREMCE FAMILLY [ DESIGNATION CLASS FILES
PRESF-250-017-0023 " PreSAF | BS PreSAF FLARE #025 .09 17mm T 6
PRESF-1 PreSAF | 85 PreSAF GLIDE #014 .03 21mm lla 8
. PRESF-140-025-0025 PreSAF - B5 PreSAF GLIDE #014 .03 25mm la 6
PRESF-140-029-0026 PreSAF * BS PreSAF GLIDE #014 .03 29mm lia 6
PRESF-210-021-0027 PreSAF BS PreSAF PREP #021.05 21imm la 6
PRESF-210-025-0028 PreSAF BS PreSAF PREP #021.05 25mm la 6
PRESF-210-029-0029  PreSAF B5 PreSAF PREP #021 .05 29mm lla 6
PRESF-210-000-0030 PreSAF 83 PreSAF PREP PACK L21 ila [
PRESF-250-000-0031 PreSAF B3 PreSAF PREP PACK L25 ila 6
PRESF-290-000-0032 PreSAF B3 PreSAF PREP PACK L29 lla 6
GMED (0459) reconnait que son certificat CE est valide pour
les dispositifs mgaictiX 8¥8HEs le 12 mai 2021
GMED (0459} re&vgmmﬁ EC certificate is valid for the
medical devices listed on May 12, 2021
Pour le compte de Micrd/Mega SA / On behalf of Micro-Mega SA Besancon, le / the 2021-04-22
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GMED (0458) reconnait que son certificat CE est valide pour

i = les d édi d its le 12 2021
l::/:cro l;lle:a SA | es dispositifs m :caux ecn s le mai ;,'1 C o LT E N E
rue du tunne GMED (0455) re@lléﬁﬁty Mﬁﬁmte is valid for the MicroMega
25000 BESANCON medical devices listed on my ﬁ’, 2021
France DECLARATION CE DE CONFORMITE

CE DECLARATION OF CONFORMITY

Micro-Mega SA certifie que les produits suivants sont conformes @ I'annexe | et Vil de la directive 93/42 CEE relative aux
dispositifs médicaux, en tenant compte de toutes les normes harmonisées européennes applicables et aux transpositions en
droit national de chaque état et que son systéme d'assurance qualité, selon I'annexe Il excluant le point 4 de la directive 93/42
CEE, est approuvé (Attestation CE n°8881 délivrée par I'organisme notifié GMED).

Micro-Mega SA certifies that the products listed below conform to annex | and VIl of the Directive 93/42/EEC for medical
devices, taking into account all applicable European harmonised standards and national laws for each state and that it full
quality assurance system, according annexe Il excluding point 4 of the Directive 93/42/EEC, is approved (CE certificate n°8881
delivered by notified body GMED),

DISPOSITIFS MEDICAUX DESTINES A L'ART DENTAIRE ET A LA CHIRURGIE / MEDICAL DEVICES FOR DENTAL ART
- AND SURGERY - TECHNICAL
REFERENCE FAMILLY I DESIGNATION CLASS FILES
PR0O120720AA Absolute B5 Absolute Access n25 9% L17 sterlle lla 8
PR0O120721AG Absolute B5 Absolute Glide n14 3% 121 sterile IE} 6
PRO120725AG Absolute BS Absolute Glide n14 3% L25 sterile lla 6
PRO120729AG Absolute BS Absolute Glide n14 3% L29 sterile lla 6
PRO12421AB1 Absolute BS Absolute Shaper AB1 n25 6% L21 sterile lla 6
PRO12421AB2 Absolute B5 Absolute Shaper AB2 n25 4% L21 sterile lla 6
PRO12425AB2 Absolute B5 Absolute Shaper AB2 n25 4% L25 sterile lla 6
PRO12431AB2 Absalute B5 Absolute Shaper AB2 n25 4% L31 sterile lla 6
PRO12421AB3 Absolute B5 Absolute Shaper AB3 n25 6% L21 sterile tta 6
PR0O12425AB3 Absolute B5 Absolute Shaper AB3 n25 6% L2S sterile lla 6
PRO12431AB3 Absolute BS Absolute Shaper AB3 n25 6% L31 sterile lia [
PRO12421AB30 Absolute B5 Absolute Shaper Apical n30 6% L21 sterile lla 6
PRO12425AB30 Absoluts B5 Absolute Shaper Apical n30 6% L25 sterile lla 6
PR012431AB30 Absolute BS Absolute Shaper Apical n30 6% L31 sterile lla 6
PRO12421AB35 Absolute B5 Absolute Shaper Aplcal n35 6% 21 sterile lla 3
PRO12425AB3S Absolute BS Absolute Shaper Apical n35 6% L25 sterile lla 6
PRO12431AB3S Absolute B5 Absolute Shaper Apical n35 6% L31 sterile lla 6
PRO12421AB40 Absolute BS Absolute Shaper Apical n40 6% L21 sterile lla 6
PR012425AB40 Absolute B5 Absolute Shaper Apical nd0 6% L25 sterile lla 6
PRO12431AB40 Absolute B5 Absolute Shaper Apical n40 6% L31 sterile lla [
PRO12421ASP Absolute BS Absolute Shaper Pack L21 sterile lla 8
PRO12425ASP Absolute B5 Absolute Shaper Pack L25 sterile lla 6
PRO12431ASP Absolute BS Absolute Shaper Pack L31 sterile lia 6
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