rocky mountain orthodontics®

EU DECLARATION DE CONFORMITE / EU DECLARATION OF CONFORMITY

Classe I /Class | H
Classe Ir / Class Iz [

Nous / We RMO Europe

Nom et adresse de ’entreprise 300, rue Geiler de Kaysersberg

Name and address of the company 67411 ILLKIRCH Cedex - France

déclarons sous notre responsabilité de Fabricant que SRN : FR-MF-000003899

declare on our own responsibility of Manufacturer that

le dispositif médical (type ou modele) Orthodontic Instruments

the medical device (type or model) Pliers instruments : Instruments for band, Cutters,

Instruments, Ligature Tucking, Tweezers
IUD-ID : 03661762287848NX

Nom/ référence (cf liste jointe Annexe 1)
Name/reference (see attached listing Annex 1)

[ a été catégorisé en classe I selon la régle 5 de I’annexe IX de la Directive 93/42/CE amendée par 2007/47/CEE
has been classified as class I according to rule 5 of Annex IX of the Directive 93/42/EC amended by2007/47/EEC

B a été catégorisé en classe | selon la régle 5 de ’annexe VIII réglement UE - 2017/745 (MDR)
has been classified as class | according to rule 5 of Annex VII1 Medical Device Regulation - 2017/745 (MDR)

[ est conforme a toutes les exigences de la Directive 93/42/CE amendée par 2007/47/CEE
meets all applicable requirements of the Directive 93/42/EC amended by2007/47/EEC

B est conforme a I’Article 52.7du réglement UE - 2017/745 (MDR) selon la certification EN 1SO 13485 : 2016 —

systeme de management de la Qualité — Enregistrement N°D1022000015
complies with Article 52.7 of Medical Device Regulation (EU) — 2017/745 (MDR) according to certification
13485 : 2016 — Quality Management System — Registration N°D1022000015

Normes applicables (Optionnel) : . EN 1S013485 : 2016 - Quality Management System,

Applied standards (optional) Medical devices
. EN ISO 14971 : 2019 - Application of Risk Management to
Medical devices

ILLKIRCH le 28/06/2021 Signature/Signature
Place/Date
C.JOHANNPETER

Responsable Qualité & Affaires réglementaites / Quality &
Regulatory Affairs Manager

Nomé&fonction / Name&Function
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rocky mountain orthodontics®

Annex 1/ Annexe 1:

N° Description Unité de base
ECI0028 NEEDLE HOLDER FINE PCS
ECI0033 ULTRA THIN NEEDLE HOLDER PCS
ECI0074 ARCH FORMING YOUNG PLIER PCS
ECI0124 MOSQUITO HEMOSTAT REGULAR PCS
ECI0125 MOSQUITO HEMOSTATCURVED PCS
ECI0157 BAND FORM PLIER PCS
ECI0170 WALDSACHS PLIER PCS
EC10203 THREE JAW CLAPS ADJUSTING PLIER ADERER .045" PCS
EC10221 TWEEZERS FOR LITTLE LINGUAL BRACKETS PCS
ECI10279 LIGATURE DIRECTOR 0,60MM PCS
ECI0300 BAND PUSHER INOX PCS
ECI0341 REPLACEMENT 1340/345 0 P10
ECI10349 SCHURE BAND SEATER PCS
ECI0414 DIRECT BONDING TWEEZERS PCS
ECI10443 TORQUING PLIER NARROW PCS
ECI0515 ADAMS PLIER PCS
ECI0541 OMEGA LOOP FORMING PLIER PCS
ECI0542 ARCH FORMING PLIER SHORT PCS
ECI0547 MOLAR BAND REMOVING PLIER PCS
ECI0564 BRACKET REMOVAL PLIER PCS
ECI0570 ELASTICS FOR 10567-100568 (100569) 0 P10
ECI0840 BIRD BEAK PLIER WITH CUTTER PCS
ECI0861 POSIT.GAUGE 0.18 (STEEL) PCS
ECI0876 ERGONOMIC BAND PUSHER PCS
ECI0876-E RUBBER CAP P2
ECI0882 ALTITUDE & ASCEND SL INSTRUMENT PCS
ECI10945 DE LA ROSA PLIER WITHOUT GROOVE PCS
ECI0946 HOLLOW CHOP PLIER PCS
ECI0966 ARCH FORMING HAWLEY PLIER PCS
ECI0987 CRIMPABLE HOOK PLIER PCS
ECI5022 FLACK PLIER PCS
ECI5410 REPLACEMENT PADS FOR 1541 PCS
ECI5791 REPLACEMENT PAD FOR 10579 P10
ECIL0028 LINGUAL MATHIEU PLIER ANGLED PCS
ECIL0556 SHORT LINGUAL WEINGART PLIER PCS
ECMO0863 BOON POSITIONING GAUGE HEIGHTS: 3,5 - 4 -4,5 -5MM PCS
ECMO0869 LIGATURE TUCKER SMALL NOTCH 0.6MM PCS
ECM0870 LIGATURE TUCKER LARGE NOTCH 1.0MM PCS
100002 NANCE TIE BACK PLIER PCS
100012 DIRECT BOND BRACK.HOLDER PCS
100029 MATHIEU NEEDLE HOLDER THIN PCS
100030 MATHIEU NEEDLE HOLDER PCS
100034 HEX WRENCH PCS
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rocky mountain orthodontics®

N° Description Unité de base
100035 THREE JAW BENDING PLIER UP TO .065" PCS
100064 BAND ADAPTER PCS
100065 REPLACEMENT BITE BLOCK PCS
100100 THREE JAW CLAPS FOR FACEBOWS PCS
100101 NANCE PLIER PCS
100110 HOW PLIER STRAIGHT PCS
100111 HOW PLIER CURVED PCS
100114 JOHNSON PLIER PCS
100129 CRIMPABLE HOOK PLIER PCS
100137 GORDON CONTOURING PLIER PCS
100139 WIRE BENDING PLIER ANGLE (BIRD BEAK TYPE) PCS
100140 LIGHT WIRE PLIER UP TO 0.20" PCS
100153 LIGATURE TYING PLIER (COON) PCS
100158 METAL LIGATURE SHAPING PLIER PCS
100161 NITI BENDING PLIER PCS
100200 THREE JAW CLAPS ADJUSTING PLIER (ADERER TYPE) MAX.040" PCS
100201 THREE JAW CLAPS ADJUSTING PLIER (ADERER TYPE) MAX.030" PCS
100265 HARD WIRE CUTTER MAX.045 PCS
100273 LIGATURE TUCKER AND TIER PCS
100274 BROUSSARD TUCKER AND TIER PCS
100303 MERSHON BAND PUSHER W/HEX H PCS
100347 POSTERIOR BAND REMOVING PLIER PCS
100348 BAND REMOVAL PLIER LONG PCS
100349 BAND SEATER AND LIGATURE REMOVER (SCHURE) PCS
100350 TWEED LOOP PLIER PCS
100351 LOOP FORMING PLIER PCS
100357 REPLACEMENT PADS ->1347+1348+ECI547 0 P10
100358 BAND PUSHER/SCALER (GUEQUIERRE) PCS
100411 DIRECT BOND BRACKET HOLDER PCS
100412 DIRECT BOND BRACKET HOLDER CURVED TIPS PCS
100420 LINGUAL ARCH FORMING PLIER PCS
100442 ARCH FORMING PLIER (ANGLE) MAX .020" PCS
100530 OOP FORMING PLIER (JARABAK) max 0.5mm PCS
100539 WIRE BENDING PLIER ANGLE (BIRD BEAK TYPE) PCS
100544 ARCH FORMING PLIER 1 PCS
100545 DIRECT BOND REMOVING NARROW PCS
100546 DIRECT BOND REMOVING PLIER WIDE PCS
100548 LOOP PLIER (TWEED PLIER) DOUBLE TIPS PCS
100549 REPLACEMENT PADS FOR 1548 P2
100550 DISTAL END CUTTER MAX 021X025 PCS
100551 LIGATURE CUTTER MINI MAX.012 PCS
100552 LIGATURE CUTTER MAX .020 PCS
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rocky mountain orthodontics®

N° Description Unité de base
100553 LIGATURE AND HARD WIRE CUTTER MAX .022X .028 PCS
1005538 LIGATURE AND HARD WIRE CUTTER MAX .022X .028 BLACK MODEL PCS
100554 DISTAL END CUTTER SMALL BEAK MAX 021X025 PCS
100555 DISTAL END CUTTER MAX 021X025 PCS
100556 WEINGART UTILITY PLIER PCS
100567 FLUSH CUT CUTTER WITH O-RING SHORT PCS
100568 FLUSH CUT CUTTER WITH O-RING LONG PCS
100571 LIGATURE CUTTER UP TO 012 PCS
100572 LIG. CUTTER 45D UP TO 012 PCS
100576 BRACKET REMOVAL PLIER PCS
100579 BRACKET REMOVAL PLIER PCS
100586 WEINGART PLIER (SMALL) PCS
100810 MODULE PLACING PLIER PCS
101200 CAP REMOVAL PLIER SYN R PCS
101201 REPLACEMENT BLADES FOR 101200 P5 P5
1A0347 POSTERIOR BAND REMOVING PLIER PCS
1A0347-1 REPLACEMENT PAD TO INSERT FOR 1A0347 0 P10
TA0347-V REPLACEMENT PAD TO SCREW FOR 1A0347 0 P10
1A0551 LIGATURE CUTTER PCS
1A0553 HARD WIRE CUTTER PCS
TA0554 DISTAL END CUTTER (THIN) PCS
1A0556 WEINGART PLIER LONG PCS
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