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This Declaration of Conformity is

issued under the sole responsibility of Midmark Corporation. The device(s)

covered by the present Declaration is in conformity with all applicable regulations or directives, including
compliance with related Essential Requirements and General Safety and Performance Requirements.

Object of the declaration:

Legal Manufacturer

Midmark Corporation
60 Vista Drive
Versailles, OH 45380 U.S.A.

el

Authorized Representative

CEpartner4U
Esdoornlaan 13
3951 DB Maarn, The Netherlands

EC | REP

Applicable Regulations and
Directives covered by this
Declaration

Restriction of Hazardous Substances Directive, 2011/65/EU
European Union Medical Device Regulation 2017/745

Product Name

Midmark 630 HumanForm® Procedure Chair

Basic UDI-DI

00841709118692GT

SRN

US-MF-000002581

Risk Classification

Class | per Annex VIlI, Rules 1 and 13

Intended Purpose

This product is intended to be used as a chair/table to provide positioning
support of patients during general examinations and procedures conducted
by qualified medical professionals in a medical office environment.

Relevant Harmonized Standards

Refer to Annex B of 077-1122-07

Common Specification
(if applicable)

Not Applicable

Name and address of Notified
Body (if applicable)

Not Applicable

Applicable CE Certificate(s)

Not Applicable

Identification of the person
authorized to sign on behalf of
Midmark Corporation:

Name: Adam Clutter

ol [

Signature:

Title: Senior Quality and Regulatory Affairs Manager
Place of Issue: Versailles, OH 45380

Date: March 18, 2025

Pathway to Conformance for CE Mark is demonstrated according to Regulation MDR 2017/745: Annex Il and
Annex |l (Technical Documentation)
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Device Name Device Model UDI-DI EMDN Code DoC, Date of

No. First Issue

Midmark 630 HumanForm Procedure Chair | 630-010 00841709106460 | V08020101 | June 2, 2021

Midmark 630 HumanForm Procedure Chair | 630-012 00841709106484 | V08020101 | May 26, 2020

Midmark 630 HumanForm Procedure Chair | 630-020 00841709106507 | V08020101 | June 2, 2021

Midmark 630 HumanForm Procedure Chair | 630-022 00841709106521 | V08020101 | May 26, 2020
Accessory Name Accessory Model UDI-DI EMDN DoC, Date of

No. Code First Issue
SECURITY SIDE PANEL (PR) 9A157003 00841709111020 V0880 May 26, 2020
INSTRUMENT TRAY, DOUBLE ARM 9A267003 00841709110979 V0880 May 26, 2020
ARTICULATING KNEE CRUTCH 9A411001 00841709113215 V0880 May 26, 2020
ARTICULATING KNEE CRUTCH KIT 9A411002 00841709113222 V0880 May 26, 2020
Rectangular Headrest, Mist 9A496001-813 00841709115387 V0880 May 26, 2020
Rectangular Headrest, Stone 9A496001-814 00841709115394 V0880 May 26, 2020
Rectangular Headrest, Oasis 9A496001-843 00841709115400 V0880 May 26, 2020
Rectangular Headrest, Mineral 9A496001-844 00841709115417 V0880 May 26, 2020
Rectangular Headrest, Lunar Gray 9A496001-845 00841709115424 V0880 May 26, 2020
Rectangular Headrest, Curative Copper 9A496001-846 00841709115431 V0880 May 26, 2020
Rectangular Headrest, Dream 9A496001-847 00841709115448 V0880 May 26, 2020
Rectangular Headrest, Healing Waters 9A496001-848 00841709115455 V0880 May 26, 2020
Rectangular Headrest, Citrus 9A496001-849 00841709115462 V0880 May 26, 2020
Rectangular Headrest, Sandy Retreat 9A496001-850 00841709115479 V0880 May 26, 2020
Rectangular Headrest, Iron Ore 9A496001-851 00841709115486 V0880 May 26, 2020
Rectangular Headrest, Robust Brown 9A496001-852 00841709115493 V0880 May 26, 2020
Rectangular Headrest, Shaded Garden 9A496001-853 00841709115509 V0880 May 26, 2020
Rectangular Headrest, Deep Earth 9A496001-854 00841709115516 V0880 May 26, 2020
Rectangular Headrest, Soothing Blue 9A496001-855 00841709115523 V0880 May 26, 2020
Rectangular Headrest, Dark Linen 9A496001-856 00841709115530 V0880 May 26, 2020
Rectangular Headrest, Obsidian 9A496001-857 00841709115547 V0880 May 26, 2020
Rectangular Headrest, Restful Path 9A496001-858 00841709115554 V0880 May 26, 2020
Rectangular Headrest, Cranberry 9A496001-859 00841709115561 V0880 May 26, 2020
Rectangular Headrest, Latte 9A496001-860 00841709115578 V0880 May 26, 2020
Rectangular Headrest, Ultrafree Harbor 9A496001-861 00841709115585 V0880 May 26, 2020
Rectangular Headrest, Ultrafree Wheatgrass 9A496001-862 00841709115592 V0880 May 26, 2020
Rectangular Headrest, Ultrafree Spice 9A496001-863 00841709115608 V0880 May 26, 2020
! Rectangular Headrest, Ultrafree Branch 9A496001-864 00841709115615 V0880 May 26, 2020
f Rectangular Headrest, Ultrafree Stone 9A496001-865 00841709115622 V0880 May 26, 2020
Rectangular Headrest, Ultrafree Dark Linen 9A496001-866 00841709115639 V0880 May 26, 2020
Rectangular Headrest, Ultrafree Obsidian 9A496001-867 00841709115646 V0880 May 26, 2020
Rectangular Headrest, Ultrafree Restful Path 9A496001-868 00841709115653 V0880 May 26, 2020
Rectangular Headrest, Ultrafree Cranberry 9A496001-869 00841709115660 V0880 May 26, 2020
Rectangular Headrest, Ultrafree Latte 9A496001-870 00841709115677 V0880 May 26, 2020
Rectangular Headrest, Special 9A496001-999 00841709115684 V0880 May 26, 2020
Oval Headrest, Mist 9A500001-813 00841709115714 V0880 May 26, 2020
Oval Headrest, Stone 9A500001-814 00841709115721 V0880 May 26, 2020
Oval Headrest, Oasis 9A500001-843 00841709115738 V0880 May 26, 2020
Oval Headrest, Mineral 9A500001-844 00841709115745 V0880 May 26, 2020
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Oval Headrest, Lunar Gray 9A500001-845 00841709115752 V0880 May 26, 2020
Oval Headrest, Curative Copper 9A500001-846 00841709115769 V0880 May 26, 2020
Oval Headrest, Dream 9A500001-847 00841709115776 V0880 May 26, 2020
Oval Headrest, Healing Waters 9A500001-848 00841709115783 V0880 May 26, 2020
Oval Headrest, Citrus 9A500001-849 00841709115790 V0880 May 26, 2020
Oval Headrest, Sandy Retreat 9A500001-850 00841709115806 V0880 May 26, 2020
Oval Headrest, Iron Ore 9A500001-851 00841709115813 V0880 May 26, 2020
Oval Headrest, Robust Brown 9A500001-852 00841709115820 V0880 May 26, 2020
Oval Headrest, Shaded Garden 9A500001-853 00841709115837 V0880 May 26, 2020
Oval Headrest, Deep Earth 9A500001-854 00841709115844 V0880 May 26, 2020
Oval Headrest, Soothing Blue 9A500001-855 00841709115851 V0880 May 26, 2020
Oval Headrest, Dark Linen 9A500001-856 00841709115868 V0880 May 26, 2020
Oval Headrest, Obsidian 9A500001-857 00841709115875 V0880 May 26, 2020
Oval Headrest, Restful Path 9A500001-858 00841709115882 V0880 May 26, 2020
Oval Headrest, Cranberry 9A500001-859 00841709115899 V0880 May 26, 2020
Oval Headrest, Latte 9A500001-860 00841709115905 V0880 May 26, 2020
Oval Headrest, Ultrafree Harbor 9A500001-861 00841709115912 V0880 May 26, 2020
Oval Headrest, Ultrafree Wheatgrass 9A500001-862 00841709115929 V0880 May 26, 2020
Oval Headrest, Ultrafree Spice 9A500001-863 00841709115936 V0880 May 26, 2020
Oval Headrest, Ultrafree Branch 9A500001-864 00841709115943 V(0880 May 26, 2020
Oval Headrest, Ultrafree Stone 9A500001-865 00841709115950 V0880 May 26, 2020
Oval Headrest, Ultrafree Dark Linen 9A500001-866 00841709115967 V0880 May 26, 2020
Oval Headrest, Ultrafree Obsidian 9A500001-867 00841709115974 V0880 May 26, 2020
Oval Headrest, Ultrafree Restful Path 9A500001-868 00841709115981 V08380 May 26, 2020
Oval Headrest, Ultrafree Cranberry 9A500001-869 00841709115998 V0880 May 26, 2020
Oval Headrest, Ultrafree Latte 9A500001-870 00841709116001 V0880 May 26, 2020
Oval Headrest, Special 9A500001-999 00841709116018 V0880 May 26, 2020
U-Shaped Headrest, Mist 9A512001-813 00841709116353 V0880 May 26, 2020
U-Shaped Headrest, Stone 9A512001-814 00841709116360 V0880 May 26, 2020
U-Shaped Headrest, Oasis 9A512001-843 00841709116377 V0880 May 26, 2020
U-Shaped Headrest, Mineral 9A512001-844 00841709116384 V0880 May 26, 2020
U-Shaped Headrest, Lunar Gray 9A512001-845 00841709116391 V0880 May 26, 2020
U-Shaped Headrest, Curative Copper 9A512001-846 00841709116407 V0880 May 26, 2020
U-Shaped Headrest, Dream 9A512001-847 00841709116414 V0880 May 26, 2020
U-Shaped Headrest, Healing Waters 9A512001-848 00841709116421 V0880 May 26, 2020
U-Shaped Headrest, Citrus 9A512001-849 00841709116438 V0880 May 26, 2020
U-Shaped Headrest, Sandy Retreat 9A512001-850 00841709116445 V0880 May 26, 2020
U-Shaped Headrest, Iron Ore 9A512001-851 00841709116452 V0880 May 26, 2020
U-Shaped Headrest, Robust Brown 9A512001-852 00841709116469 V0880 May 26, 2020
U-Shaped Headrest, Shaded Garden 9A512001-853 00841709116476 V0880 May 26, 2020
U-Shaped Headrest, Deep Earth 9A512001-354 00841709116483 V0880 May 26, 2020
U-Shaped Headrest, Soothing Blue 9A512001-855 00841709116490 V0880 May 26, 2020
U-Shaped Headrest, Dark Linen 9A512001-856 00841709116506 V0880 May 26, 2020
U-Shaped Headrest, Obsidian 9A512001-857 00841709116513 V0880 May 26, 2020
U-Shaped Headrest, Restful Path 9A512001-858 00841709116520 V0880 May 26, 2020
U-Shaped Headrest, Cranberry 9A512001-859 00841709116537 V0880 May 26, 2020
U-Shaped Headrest, Latte 9A512001-860 00841709116544 V0880 May 26, 2020
U-Shaped Headrest, Ultrafree Harbor 9A512001-861 00841709116551 V0380 May 26, 2020
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U-Shaped Headrest, Ultrafree Wheatgrass 9A512001-862 00841709116568 V0880 May 26, 2020
U-Shaped Headrest, Ultrafree Spice 9A512001-863 00841709116575 V0880 May 26, 2020
U-Shaped Headrest, Ultrafree Branch 9A512001-864 00841709116582 V0880 May 26, 2020
U-Shaped Headrest, Ultrafree Stone 9A512001-865 00841709116599 V0880 May 26, 2020
U-Shaped Headrest, Ultrafree Dark Linen 9A512001-866 00841709116605 V0880 May 26, 2020
U-Shaped Headrest, Ultrafree Obsidian 9A512001-867 00841709116612 V0880 May 26, 2020
U-Shaped Headrest, Ultrafree Restful Path 9A512001-868 00841709116629 V0880 May 26, 2020
U-Shaped Headrest, Ultrafree Cranberry 9A512001-869 00841709116636 V0880 May 26, 2020
| U-Shaped Headrest, Ultrafree Latte 9A512001-870 00841709116643 V0880 May 26, 2020
U-Shaped Headrest, Special 9A512001-999 00841709116650 V0880 May 26, 2020
GYNECOLOGY DEBRIS TRAY 9A555001 00841709117961 V0880 May 26, 2020
UROLOGY DRAIN PAN 9A556001 00841709117978 V0880 May 26, 2020
SECURITY STRAPS 9A559001 00841709111129 V0880 May 26, 2020
Extended Headrest, Premium, Mist 9A684001-813 00841709116674 V0880 May 26, 2020
Extended Headrest, Premium, Stone 9A684001-814 00841709116681 V0880 May 26, 2020
Extended Headrest, Premium, Oasis 9A684001-843 00841709116698 V0880 May 26, 2020
Extended Headrest, Premium, Mineral 8A684001-844 00841709116704 V0880 May 26, 2020
Extended Headrest, Premium, Lunar Gray 9A684001-845 00841709116711 V0880 May 26, 2020
Extended Headrest, Premium, Curative Copper 9A684001-846 00841709116728 V0880 May 26, 2020
Extended Headrest, Premium, Dream 9A684001-847 00841709116735 V0880 May 26, 2020
Extended Headrest, Premium, Healing Waters 9A684001-848 00841709116742 V0880 May 26, 2020
Extended Headrest, Premium, Citrus 9A684001-849 00841709116759 V0880 May 26, 2020
Extended Headrest, Premium, Sandy Retreat 9A684001-850 00841709116766 V0880 May 26, 2020
Extended Headrest, Premium, Iron Ore 9A684001-851 00841709116773 V0880 May 26, 2020
Extended Headrest, Premium, Robust Brown 9A684001-852 00841709116780 V0880 May 26, 2020
Extended Headrest, Premium, Shaded Garden 9A684001-853 00841709116797 V0880 May 26, 2020
Extended Headrest, Premium, Deep Earth 9A684001-854 00841709116803 V0880 May 26, 2020
Extended Headrest, Premium, Soothing Blue 9A684001-855 00841709113345 V0880 May 26, 2020
Extended Headrest, Premium, Dark Linen 9A684001-856 00841709116810 V0880 May 26, 2020
Extended Headrest, Premium, Obsidian 9A684001-857 00841709116827 V0880 May 26, 2020
Extended Headrest, Premium, Restful Path 9A684001-858 00841709116834 V0880 May 26, 2020
Extended Headrest, Premium, Cranberry 9A684001-859 00841709116841 V0880 May 26, 2020
Extended Headrest, Premium, Latte 9A684001-860 00841709116858 V0880 May 26, 2020
Extended Headrest, Ultra, Harbor 9A684001-861 00841709116865 V0880 May 26, 2020
Extended Headrest, Ultra, Wheatgrass 9A684001-862 00841709116872 V0880 May 26, 2020
Extended Headrest, Ultra, Spice 9A684001-863 00841709116889 V0880 May 26, 2020
Extended Headrest, Ultra, Branch 9A684001-864 00841709116896 V0880 May 26, 2020
Extended Headrest, Ultra, Stone 9A684001-865 00841709116902 V0880 May 26, 2020
Extended Headrest, Ultra, Dark Linen 9A684001-866 00841709116919 V0880 May 26, 2020
Extended Headrest, Ultra, Obsidian 9A684001-867 00841709113338 V0880 May 26, 2020
Extended Headrest, Ultra, Restful Path 9A684001-868 00841709116926 V0880 May 26, 2020
Extended Headrest, Ultra, Cranberry 9A684001-869 00841709116933 V0880 May 26, 2020
Extended Headrest, Ultra, Latte 9A684001-870 00841709116940 V0880 May 26, 2020
Extended Headrest, Special Colors 9A684001-999 00841709116957 V0880 May 26, 2020
IV POLE W/CLAMP 9A77001 00841709111075 V0880 May 26, 2020
Articulating Armboard - Mist 9A81001-813 00841709117299 V0880 May 26, 2020
Articulating Armboard - Stone 9A81001-814 00841709117305 V0880 May 26, 2020
Articulating Armboard - Oasis 9A81001-843 00841709117312 V0880 May 26, 2020

Printed Copies Are Uncontrolled Unless Stamped "Controlled Copy” in Red
CONFIDENTIAL
Revision: A1

EU Declaration of Conformity Template: QMS13643

Change Order #: ECO082585




Midmark 630-010, -012, -020, and -022 HumanForm® Procedure Chair,

Document No. 077-17651-00 | Title: - EU MDR Declaration of Conformity
Document Rev: = AAS Change Order: | ECO115619 Page Sof 6
This information in this document is the property of Midmark. Unauthorized use is prohibited

Articulating Armboard - Mineral 9A81001-844 00841709117329 V0880 May 26, 2020
Articulating Armboard - Lunar Gray 9A81001-845 00841709117336 V0880 May 26, 2020
Articulating Armboard - Curative Copper 9A81001-846 00841709117343 V0880 May 26, 2020
Articulating Armboard - Dream 9A81001-847 00841709117350 V0880 May 26, 2020
Articulating Armboard - Healing Waters 9A81001-848 00841709117367 V0880 May 26, 2020
Articulating Armboard - Citrus 9A81001-849 00841709117374 V0880 May 26, 2020
Articulating Armboard - Sandy Retreat 9A81001-850 00841709117381 V0880 May 26, 2020
Articulating Armboard - Iron Ore 9A81001-851 00841709117398 V0880 May 26, 2020
Articulating Armboard - Robust Brown 9A81001-852 00841709117404 V0880 May 26, 2020
Articulating Armboard - Shaded Garden 9A81001-853 0084170911741 V0880 May 26, 2020
Articulating Armboard - Deep Earth 9A81001-854 00841709117428 V0880 May 26, 2020
Articulating Armboard - Soothing Blue 9A81001-855 00841709117435 V0880 May 26, 2020
Articulating Armboard - Dark Linen 9A81001-856 00841709117442 V0880 May 26, 2020
Articulating Armboard - Obsidian 9A81001-857 00841709117459 V0880 May 26, 2020
Articulating Armboard - Restful Path 9A81001-858 00841709117466 V0880 May 26, 2020
Articulating Armboard - Cranberry 9A81001-859 00841709117473 V0880 May 26, 2020
Articulating Armboard - Latte 9A81001-860 00841709117480 V0880 May 26, 2020
Articulating Armboard - Ultrafree Harbor 9A81001-861 00841709117497 V0880 May 26, 2020
Articulating Armboard - Ultrafree Wheatgrass 9A81001-862 00841709117503 V0880 May 26, 2020
Articulating Armboard - Ultrafree Spice 9A81001-863 00841709117510 V0880 May 26, 2020
Articulating Armboard - Ultrafree Branch 9A81001-864 00841709117527 V0880 May 26, 2020
Articulating Armboard - Ultrafree Stone 9A81001-865 00841709117534 V0880 May 26, 2020
Articulating Armboard - Ultrafree Dark Linen 9A81001-866 00841709117541 V0880 May 26, 2020
Articulating Armboard - Ultrafree Obsidian 9A81001-867 00841709117558 V0880 May 26, 2020
Articulating Armboard - Ultrafree Restful Path 9A81001-868 00841709117565 V0880 May 26, 2020
Articulating Armboard - Ultrafree Cranberry 9A81001-869 00841709117572 V0880 May 26, 2020
Articulating Armboard - Ultrafree Latte 9A81001-870 00841709117589 V0880 May 26, 2020
Articulating Armboard Assor-Special 9A81001-999 00841709117596 V0880 May 26, 2020
Hand Surgery Armboard - Mist 9A82001-813 00841709117619 V0880 May 26, 2020
Hand Surgery Armboard - Stone 9A82001-814 00841709117626 V0880 May 26, 2020
Hand Surgery Armboard - Oasis 9A82001-843 00841709117633 V0880 May 26, 2020
Hand Surgery Armboard - Mineral 9A82001-844 00841709117640 V0880 May 26, 2020
Hand Surgery Armboard - Lunar Gray 9A82001-845 00841709117657 V0880 May 26, 2020
Hand Surgery Armboard - Curative Copper 9A82001-846 00841709117664 V0880 May 26, 2020
Hand Surgery Armhoard - Dream 9A82001-847 00841709117671 V0880 May 26, 2020
Hand Surgery Armboard - Healing Waters 9A82001-848 00841709117688 V0880 May 26, 2020
Hand Surgery Armboard - Citrus 9A82001-849 00841709117695 V0880 May 26, 2020
I Hand Surgery Armboard - Sandy Retreat 9A82001-850 00841709117701 V0880 May 26, 2020
f Hand Surgery Armboard - Iron Ore 9A82001-851 00841709117718 V0880 May 26, 2020
| Hand Surgery Armboard - Robust Brown 9A82001-852 00841709117725 V0880 May 26, 2020
' Hand Surgery Armboard - Shaded Garden 9A82001-853 00841709117732 V0880 May 26, 2020
Hand Surgery Armboard - Deep Earth 9A82001-854 00841709117749 V0880 May 26, 2020
Hand Surgery Armboard - Soothing Blue 9A82001-855 00841709117756 V0880 May 26, 2020
Hand Surgery Armboard - Dark Linen 9A82001-856 00841709117763 V0880 May 26, 2020
Hand Surgery Armboard - Obsidian 9A82001-857 00841709117770 V0880 May 26, 2020
Hand Surgery Armboard - Restful Path 9A82001-858 00841709117787 V0880 May 26, 2020
Hand Surgery Armboard - Cranberry 9A82001-859 00841709117794 V0880 May 26, 2020
Hand Surgery Armboard - Latte 9A82001-860 00841709117800 V0880 May 26, 2020
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____Hand Surgery Armboard - Ultrafree Harbor 9A82001-861 00841709117817 V0880 May 26, 2020
Hand Surgery Armboard - Ultrafree Wheatgrass 9A82001-862 00841709117824 V0880 May 26, 2020
Hand Surgery Armboard - Ultrafree Spice 9A82001-863 00841709117831 V0880 May 26, 2020
Hand Surgery Armboard - Ultrafree Branch 9A82001-864 00841709117848 V0880 May 26, 2020
| Hand Surgery Armboard - Ultrafree Stone 9A82001-865 00841709117855 V0880 May 26, 2020
Hand Surgery Armboard - Ultrafree Dark Linen 9A82001-866 00841709117862 V0880 May 26, 2020
Hand Surgery Armboard - Ultrafree Obsidian 9A82001-867 00841709117879 V0880 May 26, 2020
. Hand Surgery Armboard - Ultrafree Restful Path 9A82001-868 00841709117886 V0880 May 26, 2020
| Hand Surgery Armboard - Ultrafree Cranberry 9A82001-869 00841709117893 V0880 May 26, 2020
Hand Surgery Armboard - Ultrafree Latte 9A82001-870 00841709117909 V0880 May 26, 2020
| Special Procedures Armboard 9A82001-999 00841709117916 V0880 May 26, 2020
DOCUMENT REVISION HISTORY
ECO NO. AUTHOR DESCRIPTION OF REVISION REV
ECO083024 S. Baker Initial Release AAl
ECO082964 S. Baker Addition of -010 and -020 models AA2
Updated for review of Intended Purpose statement
accuracy, added Basic UDI-DI, SRN and EMDN
ECOOS321S 55 Bakpr Codes, also added each color line for finished AA3
goods as applicable.
Added statement “Pathway to Conformance for CE
Mark is demonstrated according to Regulation
FCO091078 | S.Baker | /DR 2017/745: Annex Il and Annex i (Technical G
Documentation)”
Removed end of sale accessories: 9A179002-XXX,
R. 9A410001, 9A410004, 9A496001-232, 9A50001-
ECREO00 Schwieterman | 232, 9A512001-232, 9A684001-232, 9A81001-232, AAS
9A82001-232
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