CFPM

QUALITY

Déclaration CE de conformité conformément a 'annexe VII de la Directive 93/42/CEE, incluant la

Directive 2007/47/CEE
« CONFORMEMENT A L'ARTICLE R.5211-65 et R.5211-70 DU LIVRE Il DU CODE DE LA SANTE PUBLIQUE »

Declaration of conformity according to annex VIl of the council Directive 93/42/EEC, including
2007/47/EC

CFPM, déclare que les dispositifs médicaux suivants :
CFPM declare that medical devices

NOM/NAME REF/ITEM CLASSE gE%EHE:’IEATION "
/CLASS ULE OF
CLASSIFICATION
CMA SYSTEM
CMA SYSTEM MEDIAN 6% N°25 LONG. 21MM (6) 287520 “a 5
CMA SYSTEM MEDIAN 6% N°25 LONG. 25MM (6) 287521 |
CMA SYSTEM APICAL 1 4% N°20 L. 21MM (6) 287522 |
CMA SYSTEM APICAL 1 4% N°20 L. 25MM (6) 287523 |
CMA SYSTEM APICAL 1 4% N°20 L. 29MM (6) 287524
CMA SYSTEM PRESEQUENCE 2% N°17 L.21MM (6) 3004895
CMA SYSTEM PRESEQUENCE 2% N°17 L.25MM (6) 3004896
CMA SYSTEM APICAL 3 6% N°30 L. 25MM (6) 3004900
CMA SYSTEM APICAL 4 7% N°40 L. 25MM (6) 3004904
CMA SYSTEM CORONAL 10% N°25 L.17MM (6) 3004905
CMA SYSTEM APICAL 2 6% N°20 L. 29MM (6) 3004907
CMA SYSTEM APICAL 2 6% N°20 L. 21MM (6) 3004908
CMA SYSTEM APICAL 2 6% N°20 L. 25MM (6) 3004909
CMA SYSTEM START KIT B 21 MM (6) 3005157
CMA SYSTEM START KIT A 25MM (6) 3006100
CMA SYSTEM START KIT C 29MM (6) 3006328
CMA SYSTEM START KIT A 25MM (10X6) 3101729
CMA SYSTEM START KIT B 21MM (10X6) 3101730
CMA SYSTEM START KIT C 29MM (10X6) 3101731
CMA SYSTEM CORONAL 10% N°25 L.17MM (10X6) 3101732
CMA SYSTEM MEDIAN 6% N°25 L.21MM (10X6) 3101733
CMA SYSTEM MEDIAN 6% N°25 L.25MM (10X6) 3101734
CMA SYSTEM APICAL 1 4% N°20 L.21IMM (10X6 3101735
CMA SYSTEM APICAL 1 4% N°20 L.25MM (10X6 3101736
CMA SYSTEM APICAL 1 4% N°20 L.29MM (10X6 3101737
CMA SYSTEM APICAL 2 6% N°20 L.21MM (10X6) 3101738
CMA SYSTEM APICAL 2 6% N°20 L.25MM (10X6) 3101739
CMA SYSTEM APICAL 2 6% N°20 L.29MM (10X6) 3101740
CMA SYSTEM APICAL 3 6% N°30 L.25MM (10X6) 3101741
CMA SYSTEM APICAL 4 7% N°40 L.25MM (10X6) 3101742
CMA PRESEQUENCE 2% N°17 L.21MM (10X6) 3101743
CMA PRESEQUENCE 2% N°17 L.25MM (10X6) 3101744
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CMA GOLD

CMA GOLD START KIT B 21MM (6) 3109169
CMA GOLD START KIT A 25MM (6) 3109170
CMA GOLD START KIT C 29 MM (6) 3109171
CMA GOLD CORONAL 10% N°25 L17MM (6) 3109172
CMA GOLD MEDIAN 6% N°25 L21MM (6) 3109173
CMA GOLD MEDIAN 6% N°25 L25MM (6) 3109174
CMA GOLD APICAL 1 4% N°20 L21MM (6) 3109175
CMA GOLD APICAL 1 4% N°20 L25MM (6) 3109176
CMA GOLD APICAL 1 4% N°20 L29MM (6) 3109177
CMA GOLD APICAL 2 6% N°20 L21MM (6) 3109178
CMA GOLD APICAL 2 6% N°20 L25MM (6) 3109179
CMA GOLD APICAL 2 6% N°20 L29 MM (6) 3109180
CMA GOLD APICAL 3 6% N°30 L25MM (6) 3109181
CMA GOLD APICAL 4 7% N°40 L25MM (6) 3109182
CMA GOLD START KIT A 25MM (10X6) 3109155
CMA GOLD START KIT B 21MM (10X6) 3109156
CMA GOLD START KIT C 29MM (10X6) 3109157
CMA GOLD CORONAL 10% N°25 L17MM (10X6) 3109158
CMA GOLD MEDIAN 6% N°25 L21MM (10X6) 3109159
CMA GOLD MEDIAN 6% N°25 L25MM (10X6) 3109160
CMA GOLD APICAL 1 4% N°20 L21MM (10X6) 3109161
CMA GOLD APICAL 1 4% N°20 L25MM (10X6) 3109162
CMA GOLD APICAL 1 4% N°20 L29MM (10X6) 3109163
CMA GOLD APICAL 2 6% N°20 L21MM (10X6) 3109164
CMA GOLD APICAL 2 6% N°20 L25MM (10X6) 3109165
CMA GOLD APICAL 2 6% N°20 L29MM (10X6) 3109166
CMA GOLD APICAL 3 6% N°30 L25MM (10X6) 3109167
CMA GOLD APICAL 4 7% N°40 L25MM (10X6) 3109168 -

répondent aux normes applicables et sont conformes aux exigences essentielles de I'annexe | de la
Directive 93/42/CEE, amendée par la Directive 2007/47 et transposés dans du Livre |l partie 5 du Code
de la Santé publique qui leur sont applicables.

meet the applicable standards and are compliant to the essential requirements of Annex | of
Directive 93/42/EEC, amended by Directive 2007/47, and transposed in the Part 5, Book Il of the
Public French Health Code.

Organisme Notifié/Notified Body: ICIM (Notified body Number (0425))
Address: Piazza don E. Mapelli, 75 — 20099 Sesto San Giovanni(MI)
Certificat CE/EC Certificate : 0425-MED-004284-00

Voie de conformité/Root of conformity : Annexe V

Tremblay en France, le 10/02/2021

Sarah LOTF| Sara
Directrice Affaires Qualité et Affaires Réglementaires Mt 9057
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