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Declaration of Conformity
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This European Declaration of Conformity is issued under the sole responsibility of the manufacturer.

VLSRN L

YDM CORPORATION
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B.V. Suite 123 000024028 | EU-AR@medenvoyglobal.com

PRODUCT IDENTIFICATION
Product Name - : R

| Code / Catalog Number.

Retractors

See attached sheet

Intended Purpose

1 BasicUDI-DI =5

Use to retract the lips/cheeks of a patient durmg an orthodontic or 4963931YDMOCO02WG
restorative dental procedure.

RlSK CLASS FOR DEVICES
' e _:_:' ;Common Specuflcatlons / Standards

EN SO 13485:2016+AC:2018
EN [SO14971:2019

EN [SO 15223-1:2021

EN 1SO 17664-1:2021

YDM CORPORATION declares that the above-mentioned products meet the provision of the following EU

legislation:

s Medical Devices Regulation (EU) 2017/745

COMPANY REPRESENTATIVE: YAMAURA Motohiro

TITLE: President

PLACE: SAITAMA, Japan
Rev0 Date:23th June, 2021

SIGNATURE:

Rev 1 Date:16h August, 2022

DATE: 13th June, 2024

Page 1of3

\\,'(7 Vi~
.

Rev3 Date:30th August, 2022

Rev 4 Date:15th September, 2023



TEL: 81-493-24-3388
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YDM CORPORATION
28 Imaizumi, Higashi-matsuyama-shi, SAITAMA 355-0042, JAPAN
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Attached sheet __ N
p:::::;ct R : De\nce Trade Name .. ._ UD|-D| g
14620 Cheek Retractor 4963931146208
14657 Cheek Retractor Stemberg L 4963931146574
14658 Cheek Retractor Stemberg 5 4963931146581
14661 Tohgue Depressor 4963931146611
14676 Mouth Prop with Tongue Guard L 4963931146765
14677 Mouth Prop with Tongue Guard S 4963931146772
14678 Mouth Prop with Tongue Guard 55 4963931146789
22721 Deep Retractor for Bi-Lateral #1 4963931227211
22722 Deep Retractor for Bi-Lateral #2 4963931227228
22723 Deep Retractor SU Adult 4963931227235
22724 Deep Retractor SU Child 4963931227242
22725 Cheek Retractor Doublewider SS (2 ea.) 4963931227259
22726 Cheek Retractor Anglewider One Hand (2 ea.) 4963931227266
22727 Cheek Retractor Anglewider Wide (2 ea.) 4963931227273
22728 Cheek Retractor Anglewider for Child {2 ea.) 4963931227280
22729 Cheek Retractor Anglewider Soft (2 ea.) 4963931227297
22731 Cheek Retractor A (2 ea.) 4963931227310
22732 Cheek Retractor B (2 ea.} 4963931227327
22733 Cheek Retractor C (2 ea.) 4963931227334
22734 Cheek Retractor D (2 ea.) 4963931227341
22739 Cheek Retractor Pigeon M 4963931227396
22740 Cheek Retractor Pigeon 5 4963931227402
22741 Cheek Retractor Pigeon 55 4963931227419
22745 Cheek Retractor Anglewider (2 ea.) 4963931227457

Rev (0 Date:23th June, 2021

Rev 1 Date:16h August, 2022

Rev3 Date:30th August, 2022
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22749 Cheek Retractor Doublewider S (2 ea.) 4963931227435

22750 Cheek Retractor Doublewider L (2 ea.} 4963931227501

Rev{( Date:23th lune, 2021 Rev3 Date:30th August, 2022
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MANUFACTURER

Name of Compahy =~ =

YDM CORPORATION

TEL: 81-493-24-3388
FAX: 81-493-24-0703
URL: http:/fwww.ydm.co.jp/
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Declaration of Conformity

:Addl‘ess o

This European Dedlaration of Conformity is issued under the sole responsibility of the manufacturer.

YDM CORPORATION

28 Imaizumi, H|gash| matsuyama- shl
SAITAMA
355-0042, JAPAN

JP-MF-000011653

AUTHORIZED REPRESENTATIVE _

Name of Company | Address 1SRN -] Phonefemail
MedEnvoy Global Prinses Margrietplantsoen 33, | NL-AR- +31-70-3262148
B.V. Suite 123 000024028 | EU-AR@medenvoyglobal.com
2595AM The Hague
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PRODUCTlDENTlFlCATION )
Product Name .- SRRURENER

‘| Code / Catalog Number -

Photographtc Mirror

See attached sheet

Intended Purpose = * T

| BasicUDI-D} -7

Used to assist practitioners durlng general surgery by d:splaymg the
image of an object placed before it.

4963931YDMO0004WL

RISK CLASS FOR DEVICES

~‘Rule:| 5

EN S0 15223-1:2016
EN SO 17664:2017

Device - -Common Spec:flcatlons/Standards R AT RO TR
Classtfica_tlo_n;. S : B '
" Class: | | | ENISO 13485:2016+AC:2018
e EN 15014971:2012

YDM CORPORATION declares that the above-mentioned products meet the provision of the following EU

legistation:

*  Medical Devices Regulation (EU) 2017/745

COMPANY REPRESENTATIVE: YAMAURA Motohiro

TITLE: President

PLACE: SAITAMA, lapan

SIGNATURE:
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YDM CORPORATION

TEl.; 81-493-24-3388
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Attached sheet _ _ ]
| -Pg:;#. P -_'l_:)e_\_ii..ce. TradeName CE | Uﬁbl;.ﬂ_i__'l_ S
13261 Photographic Mirror ST for Occlusal 4963931132614
13262 Photographic Mirror ST for Lingual 4963931132621
13263 Photographic Mirror ST for Buccal 4963931132638
13264 Photographic Mirror ST for Occlusal Wide L 4963931132645
13265 Photographic Mirror ST for Occlusal Wide S 4963531132652
13266 Photographic Mirror ST for Occlusal Wide LL 4963931132669
13271 Photographic Mirror SE for Buccal & Lingual 4963931132713
13272 Photographic Mirror SE for Occlusal L 4963931132720
13273 Photographic Mirror SE for Occlusal M 4963931132737
13274 Photographic Mirrar SE for Occlusal LL 4963931132744
13281 Phatographic Mirrar Crystal for Buccal & Lingual 4963931132812
13282 Photographic Mirror Crystal for Occlusal L 4963931132829
13283 Photographic Mirror Crystal for Occlusal M 4963931132836
13571 Photographic Mirror for Occlusal 4963931135714
13572 Photographic Mirror for Lingual 4963931135721
13573 Photographic Mirror for Buccal 4963931135738
13576 Photographic Mirror for Occlusal Wide L 4963931135769
13577 Photographic Mirror for Occlusal Wide 5 4963931135776
13578 Photographic Mirror for Occlusal Wide LL 4963931135783
13641 Contraster for Anterior L 4963931136414
13642 Contraster for Posterior 4963931136421
13643 Contraster for Anterior S 4963931136438
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Page 2 of 2

Rev 1 Date:16h August, 2022




YDM CORPORATION

28 Imaizumi, Higashi-matsuyama-shi, SAITAMA 355-0042, JAPAN
TEL: B1-493-24-3388

FAX: 81.493-24-0703

URE: http:Awww.ydm.co.jp/ E-mail: ydm@ydm.co.jn

Declaration of Conformity

This European Declaration of Conformity is issued under the sole responsibility of the manufacturer,
MANUFACTURER

Name of Company -~ | ‘Address = i e s SRN T
YDM CORPORATION 28 Imaizumi, Higashi- matsuyama -shi, JP-MF-000011653
SAITAMA
355-0042, JAPAN

AUTHORIZED REPRESENTATIVE

Name of Company | Address -~~~ . - . I'SRN . " | Phonefemail " "
MedEnvoy Global Prinses Margrietpiantsoen 33, | NL-AR- +31-70-3262148
B.V. Suite 123 000024028 | EU-AR@medenvoyglobal.com
2595AM The Hague
Netherlands

PRODUCT IDENTIFlCATION

ProductName . © .. o oo ..o code f Catalog Number
Ligature Director See attached sheet
Intended Purpose T e i Basie UDEDI

Used to tuck and direct Ilgatures under the archwure or bracket wings or | 4963931YDMO0003W)
to push archwires or auxiliaries into position, also to ligate wires at
“|igature Director YS-704A Twister”

RISK CLASS FOR DEVICES

EN 50 15223-1:2016
EN iSO 17664:2017

Dewce RS Common Spec:flcatlons / Standards
CIassn_flcat_ion e
SiClassi| b ENISO 13485:2016+AC:2018
o EN 15014971:2012

‘i Rulerf 5

YDM CORPORATION declares that the above-mentioned products meet the provision of the following EU
legislation:

s  Medical Devices Regulation (EU) 2017/745
COMPANY REPRESENTATIVE: YAMAURA Motohiro

TITLE: President SIGNATURE:

PLACE: SAITAMA, Japan DATE: 30th August, 2022
Rev 0 Date:23th June, 2021

Page 1 of 2
Rev 1 Date:16h August, 2022 age Lo



YDM CORPORATION

TEL: 81-493-24-3388
FAX: 81-493-24-0703
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Attached sheet

Pl::il::t : : De\lu:e']'rade Name | UD].D; :
22704 Ligature Director YS-704 Single End 4963931227044
22754 Ligature Director YS-704A Twister 4963931227543
22755 Ligature Director YS-704B Double End 4963931227556
27707 Ligature Director Y5-704B AC 4963931277070
27709 Arch Wire Director 4963931277094
27721 Ligature Director YS-704B AO No Marking 4963931277216
28002 Ligature Director Single End 3M Unitek 4963931280025
28003 Ligature Director Double End 3M Unitek 4963931280032

Rev 0 Date:23th June, 2021
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¥DM CORPORATION

28 Imaizumi, Higashi-matsuyama-shi, SAITAMA 355-0042, JAPAN
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Declaration of Conformity

This European Declaration of Conformity is issued under the sole responsibility of the manufacturer,
MANUFACTURER

YDM CORPORATION 28 Imaizumi, Higashi- matsuyama-shl IP-MF-000011653
SAITAMA
355-0042, JAPAN

AUTHORIZED REPRESENTATIVE

Name of Company | Address = - 0 PSRN Phone/email
MedEnvoy Global Prinses MargnetpEantsoen 33, | NL-AR- +31-70-3262148
B.V. Suite 123 000024028 | EU-AR@medenvoyglobal.com

2595AM The Hague
The Netherlands

PRODUCT IDENTIFICATION

Product Name = - - i e ] cade f Catalog Number
Orthadontic Pliers See attached sheet
‘Intended Purpose 7 ST e T Baste UDI-DE

Use to hold or to fix or to remove smaIE abjects or to bend or to cut 4963931YDM00001WE
metal strips or wire or to cut out or make dents in several places on the

resin orthodontic appliance.

RISK CLASS FOR DEVICES

Device Classification == | Common Specifications / Standards = - " - 0o
L5 Class: t EN SO 13485:2016+AC:2013
e EN 15014971:2019
L '3‘-_"9‘.; 1 EN ISO 15223-1:2021
L EN I1SO 17664-1:2021

YDM CORPORATION declares that the above-mentioned products meet the provision of the following EU
legislation:
s Medical Devices Regulation {EU) 2017/745

COMPANY REPRESENTATIVE: YAMAURA Motohiro

TITLE: President SIGNATURE:

PLACE: SAITAMA, Japan DATE: 25th February, 2025
Rev (0 Date:23th june, 2021 _Rev4 Date:16th August, 2023
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Attached sheet _
‘Product | o

“code  DeviceTradeName
22001 Adams Pliers Universal T/C 4963931220014
22102 Orthadontic Pliers Band Contouring ND-202L 4963931221028
22104 Orthodontic Pliers Band Margin ND-204 4963931221042
22133 Orthodontic Pliers Band Removing ND-303 4963931221332
22141 Orthodontic Pliers Peeso ND-401 4963931221417
22142 Orthodontic Pliers Young ND-402 4963931221424
22143 Orthodontic Pliers Tweed Arch ND-403 4963931221431
22145 Orthodontic Pliers Tweed Loop Forming ND-405 4963931221455
22147 Orthodontic Pliers Three Jaw ND-407 4963931221479
22149 Orthodontic Pliers Bird Beak ND-409 4963931221493
22152 Orthodontic Pliers How ND-502L 4963931221523
22154 Orthodontic Pliers Utility ND-504 4963931221547
22155 Orthodontic Pliers How ND-5025 4963931221554
22159 Orthodontic Pliers Kim T/C ND-419 4963931221592
22160 Orthodontic Pliers Light Wire Cutter T/C ND-420 4963931221608
22210 Orthodontic Pliers for Aligner Tear Drop 4963931222100
22211 Orthodantic Pliers for Aligner Vertical 4963931222117
22212 Orthodontic Pliers for Aligner Horizontal 4963931222124
22213 Orthodontic Pliers for Aligner Hole Punch 4963931222131
22506 Tying Pliers YS-506 4963931225064
22507 Tying Pliers ¥S-507 4963931225071
22508 Tying Pliers Y5-508 4963931225088
22509 Module Pliers Str. 4963931225095
22510 Module Pliers Cvd. 4963931225101
22511 Module Pliers with Groove Str. 4963931225118

Rev 0 Date:23th lune, 2021
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22513 Module Pliers Mosquito Str. 4963931225132
22514 Module Pliers Mosquito Cvd. 4963931225149
22551 Separator ¥5-551 4963931225514
22601 Wire Cutter Y5-601 4963931226016
22602 Wire Cutter ¥5-602 Kl 4963931226023
22603 Wire Cutter Y5-603 Standard 4963931226030
22606 Pin & Ligature Cutter ND-605 with Hard Material 4963931226061
22607 Pin & Ligature Cutter ND-605B T/C 4963931226078
22610 Distal End Cutter ND-6065 T/C 4963931226108
22611 Distal End Cutter ND-606LT/C 4963931226115
27410 Ortho.Pliers EVER Classic 410 Band Contouring 4963931274109
27411 Ortho.Pliers EVER Classic 411 Band Margin 4963931274116
27412 Ortho.Pliers EVER Classic 412 Band Removing 4963931274123
27413 Ortho.Pliers EVER C. 413 Bracket Remaoving T/C 4963931274130
27414 Ortho.Pliers EVER Classic 414 Young 4963931274147
27415 Ortho.Pliers EVER Classic 415 Tweed Arch 4963931274154
27416 Ortho.Pliers EVER €. 416 Tweed Loop Forming 4963931274161
27417 Ortho.Pliers EVER Classic 417 Three Jaw 4963931274178
27418 Ortho.Pliers EVER Classic 418 Bird Beak 4963031274185
27419 Ortho.Pliers EVER C. 419 Nance Closing Loop 4963931274192
27420 Ortho.Pliers EVER Classic 420 How 4963931274208
27421 Ortho.Pliers EVER Classic 421 Weingart 4963931274215
27422 Ortho.Pliers EVER Classic 422 Utility 4963931274222
27423 Ortho.Pliers EVER Classic 423 Kim T/C 4963931274239
27424 Ortho.Pliers EVER Classic 424 Light Wire T/C 4963931274246
27425 Ortho.Pliers EVER Classic 425 Crimping 4963931274253

Rev 0 Date:23th June, 2021

Rev4 Date:16th August, 2023
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27426 Ortho.Pliers EVER €.426 Lingual Hollow Chop 4963931274260
27427 Ortho.Pliers EVER Classic 427 Torquing M 4963931274277
27428 Ortho.Pliers EVER Classic 428 Torquing F 4963931274284
27429 Ortho.Pliers EVER Fine 429 Occlusal Punch 4963931274291
27440 Ortho.Pliers EVER Fine 440 Utility 4963931274406
27441 Ortho.Pliers EVER Fine 441 Weingart 4963931274413
27442 Ortho.Pliers EVER Fine 442 How 4963931274420
27443 Ortho.Pliers EVER Fine 443 Band Removing 4963931274437
27444 Ortho.Pliers EVER F.444 Bracket Removing T/C 4963931274444
27445 Ortho.Pliers EVER Fine 445 Step 1/2mm 4963931274451
27446 Ortho.Pliers EVER Fine 446 Step 3/4mm 4963931274468
27447 Ortho.Pliers EVER Fine 447 Step 1mm 4963931274475
27448 Ortho.Pliers EVER Fine 448 Tear Drop 4963931274482
27449 Ortho.Pllers EVER Fine 449 Vertical 4963931274499
27450 Ortho.Piiers EVER Fine 450 Horizontal 4963931274505
27451 Ortho.Pliers EVER Fine 451 Hole Punch 4963931274512
27452 Ortho.Pliers EVER Fine 452 Light Wire T/C 4963931274529
27453 Ortho.Pliers EVER Fine 453 Kim T/C 4963931274536
27454 Ortho.Pliers EVER Fine 454 Young 4963931274543
27455 Ortho.Pliers EVER Fine 455 Tweed Arch 4963931274550
27456 Ortho.Pliers EVER Fine 456 Tweed Loop Forming 4963931274567
27457 Ortho.Pliers EVER Fine 457 Three Jaw 4963931274574
27458 Ortho.Pliers EVER Fine 458 Bird Beak 4963931274581
27459 Ortha.Pliers EVER F. 459 Nance Closing Loop 4963931274598
27460 Ortho.Pliers EVER Fine 460 Band Removing L 4963931274604
27461 Ortho.Pliers EVER Fine 461 Cinch Back 4963931274611

Rev 0 Date:23th june, 2021

_Rev1 Date:16h August, 2022 _ Page 4ofs5
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27462 Ortho,Pliers EVER Fine 462 Lingual Utility 4963931274628
27463 Ortho.Pliers EVER F.463 Round Former 1.0 4963931274635
27464 Ortho.Pliers EVER F.464 Round Former 2.0 SM 4963931274642
27465 Ortho.Pliers EVER Fine Key Punch 465 4963931274659
27466 Ortho.Pliers EVER Fine 466 Utility Positive 4963931274666
27550 Orthodontic Pliers Crimping Ortolan 4963931275502
27551 ROMAN 1 Circle Cutter SMOOTH 4963931275519
27552 ROMAN 2 Horizontal Box SMOOTH 4963931275526
27553 ROMAN 3 Vertical Box SMOOTH 4963931275533
27554 ROMAN 4 Pearl Dot SMOOTH 4963931275540
27555 ROMAN 5 Keyhole Cutter SMOOTH 4963931275557
27556 Angle Fluted Bird Beak Pliers 4963931275564
27601 Pin&Ligature Cutter EVER F.601 Angle 40 4963931276011
27602 Pin&Lligature Cutter EVER F.602 Reverse 40 4963931276028
27603 Pin&Ligature Cutter EVER F.603 Angle 50 4963931276035
27604 Pin&ligature Cutter EVER F.604 Reverse 50 4963931276042
27605 Pin&Ligature Cutter EVER F.605 with Hard MATL 496.3931276059
27606 Distal End Cutter EVER Fine 6065 T/C 4963931276066
27607 Distal End Cutter EVER Fine 606L T/C 4963931276073
27610 Wire Cutter EVER Clasic 610 OOM 4963931276103
27615 Pin&Ligature Cutter EVER C.615 with Hard MATL 4963931276158
27625 Pin&Ligature Cutter EVER C.625 with Spring 4963931276257
27722 Wire Cutter Heavy Duty 4963931277223
27934 Convertible Cap Removing Pliers ND-934 4963931279340
27935 Convertible Cap Removing Pliers ND-934 Blade 4963931279357

Rev (G Date:23th June, 2021 Rev4 Date:16th August, 2023
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Declaration of Conformity

This European Declaration of Conformity is issued under the sole responsibility of the manufacturer.

MANUFACTURER
Name of Company .| Address 0 h s LSRN T
YDM CORPORATION 28 Imaizumi, Higashi- matsuyama -shi, JP-MF-000011653
SAITAMA
355-0042, JAPAN

. ORIZED REPR /
Name of Company | Address . -~ . .- . - |SRN : - | Phonefemail == - .
MedEnvoy Global Prinses Margrletplantsoen 33, | NL-AR- +31-70-3262148
B.V. Suite 123 000024028 | EU-AR@medenvoyglobal.com
2595AM The Hague
Netherlands

PRODUCT IDENT!FICATION

Product Name " e ] eade f Catalog Number
Impression Tray See attached sheet
Intended PUrpose o L e Basic UDI-Di
Use to carry dental impression materlal to the mouth to confine the 4963931YDMO0005WN
material in opposition to the surfaces to be recorded (e.g., teeth and gums),

and to control the impression material while it sets to form an impression.

RISK CLASS FOR DEVICES

Device '~ i o CommonSpemflcatlons/Standards ST T

CIass;fl.{:atlon S E T
" Cass: | | | ENISO 13485:2016+AC:2018

e EN 15014971:2012

ENI1SO 15223-1:2016

EN I1SO 17664:2017

LT R_ule:_ 5

YDM CORPORATION declares that the above-mentioned products meet the provision of the following EU
legislation:

s Medical Devices Regulation (EU) 2017/745
COMPANY REPRESENTATIVE: YAMAURA Motohiro

TITLE: President SIGNATURE:

PLACE: SAITAMA, Japan DATE: 30th August, 2022

_Rev0 Date:23th lune, 2021
Rev 1 Date:16h August, 2022
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Attached sheet
.5_'_P“md'u.c't ' Deme TradeName TR uDlDl o
- code : ice 1ra ime Rkt PR
19101 Color Tray Premium for Upper Pink 4963931191017
19102 Calor Tray Premium for Upper Blue 4963931191024
19103 Color Tray Premium for Upper Red 4963931191031
19104 Color Tray Premium for Upper Gold 4963931191048
19105 Color Tray Premium for Upper Violet 4963931191055
19111 Color Tray Premium for Lower Pink 4963931191116
19112 Color Tray Premium for Lower Blue 4963931191123
19113 Color Tray Premium for Lower Red 4963931191130
19114 Color Tray Premium for Lower Gold 4963931191147
19115 Color Tray Premium for Lower Violet 4963931191154
19381 Net Tray Premium A for Upper 4963931193813
15382 Net Tray Premium A for Lower 4963931193820
19384 Net Tray Premium B for Upper 4963931193844
19385 Net Tray Premium B for Lower 4963931193851,
19387 Net Tray Premium C for Upper 4963931193875
19388 Net Tray Premium Cfor Lower 4963931193882
19391 Net Tray Premium for Bi-Lateral #10 4963931193912
19392 Net Tray Premium for Bi-Lateral #11 4963931193929
19394 Net Tray Premium for Bi-Lateral #12 4963931193943
19395 Net Tray Premium for Bi-Lateral #13 4963931193950
19396 Net Tray Premium Rotating for Local Teeth 4963931193967
19397 Net Tray Premium Rotating for One Tooth 4963931193974
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