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Certificate of Regjstration

QUALITY MANAGEMENT SYSTEM - ISO 13485:2016

This is to certify that: Carestream Health, Inc
150 Verona Stregt
Rochester
New York
14608
USA

Holds Certificate No: FM 701584

and operates a Quality Management System which complies ith the requirements of 1SO 13485:2016 for the
following scope: |

The design, manufacture, distribution, (integration, installation and servicing excluding film
products) of diagnostic image recording devices, Rhoto chemicals, medical and dental imaging
systems, cone beam computed tomography, information technology software for healthcare
information systems and medical imaging and detpction. Manufacture, service, installation and

distribution of Dry View Printers. Storage, Handling, Packaging and Distribution of
Pharmaceutical Products.

\//L& s’f/“‘—-\.—

Stewart Brain, Headl of Compliance & Risk - Medical Devices

For and on behalf of BSI:

Original Registration Date: 2008-12-20 Effective Date: 2019-10-03
Latest Revision Date: 2019-09-24 Expiry Date: 2022-10-02
. SCC Accredited Page: 1of 2
bsl. CB-MS

ocsm
Accrédité CCN




Certificate No: FM 701584

Location Registered Activities

Carestream Health, Inc The design, manufacture, distribution, (integration,

150 Verona Street installation and servicing excluding film products) of
Rochester | diagnostic image recording devices, photo chemicals, medical
New York | dental imaging systems, cone beam computed tomography,
14608 information technology software for healthcare information
USA systems and medical imaging and detection. Manufacture,

service, installation and distribution of Dry View Printers.
| Storage, Handling, Packaging and Distribution of 1
‘ Pharmaceutical Products.

Carestream Health Inc. Storage, Handling, Packaging and Distribution of Finished
1600 Lexington Ave. Suite #356 Devices, and Replacement Parts, the Storage, Handling,
Rochester| | Packaging and Distribution of Pharmaceutical Products.

|
New York ‘
14606 ‘ ‘
USA ‘
Carestream Health, Inc. The manufacture of X-ray detectors.

Smart System Technology and
Commercialization Center (STC)
5450 Campus Drive

Canandaigua

New York ]

14424

USA ‘ ‘
Carestream Health, Inc The assembly, integration and distribution of image

1049 West idge Road management systems. The design and manufacture of
Rochester Cassettes, and intensifying and storage phosphor screens.
New York The design, manufacture, service, and installation of medical
14615 x-ray equipment systems, cone beam computed tomography,
USA medical imaging systems including software and accessories.
Carestream IHealth, Inc The manufacture of dental and medical x-ray films;

1669 Lake Avenue intensifying and Storage phosphor screen chemicals. The
Rochester design and development of dental x-ray film systems and
New York media used in medical imaging. ‘

14652 1

USA ‘

Carestream ﬂ-lealth, Inc The design and development of dental x-ray film systems and
1964 Lake Avenue media used in medical imaging. ;
Rochester | |

New York

14652

USA

Original Registration Date: 2008-12-20 Effective Date: 2019-10-9

Latest RevisiEPn Date: 2019-09-24 Expiry Date: 2022-10-02

Page: 2 of 2

A Member o




Di

=

Si.

No. CE 01233
Issued To: Carestream Health, Inc.
150 Verona Street
Rochester
New York
14608
USA
In respect of:
The design, development and manufacture of dia

storage phosphor screens and reader
systems, dental x-ray systems, dental digital imaging software,

equipment, and medical imaging and PACS Softw

thed

on the basis of our examination of the quality assurance syste

93/42/E

the placing on the market of class III products an Annex II seq

For and

b/

sign and manufacture of dimensional measfiring PACS software. ‘

EC, Annex II excluding section 4. The quality assuranc

ding Section 4

n under the requirements of Council Directive

P system meets the requirements of the directive. For
tion 4 certificate is required. |

AR Ty

By Royal Charter

EC Certificate - Full Quality Assurance System

ective 93/42/EEC on Medical Devices, Annex II excly

nostic image recording devices including |

systems, medical x-ray films, direct digital radiography

dental and medical imaging |
re. Those aspects of metrology related to |

on behalf of BSI, a Notified Body for the above Directifve (Notified Body Number 0086):

{

Frank L

First Iss

af BSI Group ¢

ee, EMEA Compliance & Risk Director

ued: 06 March 1996 Date: 10 February 2016

Expiry Date: 05 March 2021
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EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Devices, Annex II gxcluding Section 4

List of Significant Subcontractors

Recagnised as being involved in services relating to the produgt covered by:

Certificate No: CE 01233
Date: 10 February 2016

Issued To: Carestream Health, Inc.
150 Verona Street
Rochester

New York

14608

USA

Subcontractor: Servjce(s) supplied

Algotec Systems Ltd Design
2 HaLn na Street Devdlopment
PO BOX 46 Softyare

43107 Ra'anana
Israel

Analogic Corporation Desizn

8 Centennial Drive Manyfacture
Peabpdy
Massachusetts
01960
USA

Carestream Dental LLC Design |
1765|The Exchange Devejopment

Atlanta
Georgia
30339
USA ;

..making excellence a habiﬁi‘

Information and Con
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By Royal Charter

EC Certificate - Full Qualjty Assurance System

Directive 93/42/EEC on Medical Devices, Annex II gxcluding Section 4

Recagnised as being involved in services relating to the produft covered by:

List of Significant Subcontractors

Certificate No: CE 01233
Date: 10 February 2016
Issued| To: Carestream Health, Inc.
150 Verona Street
Rochester
1 New York
| 14608
‘ USA
Subcontractor: Servjce(s) supplied
Carestream Health France EU Representative

1, rue Galilée
93192 NOISY-LE-GRAND CEDEX

France

Carestream Health, Inc. Design

1049 West Ridge Road Dev%opment
Rochester Mangifacture
New York

14615

USA

Carestream Health, Inc. Design

1669 Lake Avenue Dev%opment
Rochester Manyfacture
New York

14652

USA

Information and Contact: BS
BST Assyiratce UK Li
A rneraber pf BST Gre

..making excellence a habit"




EC Certificate - Full Qual

Directive 93/42/EEC on Medical Devices, Annex II 4

k of Significant Subcor

Recog ’ ised as being involved in services relating to the prodyct covered by:

Certificate No: CE 01233

Date:

Issued To:

10 February 2016

150 Verona Street
Rochester

New York

14608

USA

Subcontractor:

Carestream Health, Inc.

Sen1ice(s) supplied

| o
¢ e Uy

By Royal Char‘er

ity Assurance System

xcluding Section 4

itractors

Carestream Health, Inc.
1964 Lake Ave
Rochester

New York

14615
USA

Desipn

Car

Windsor

Colorado

80550
USA

tream Health, Inc.
2000 Howard Smith Avenue West

Manyfacture

Carestr

am Health, Inc.

8124 Pacific Avenue
White Ci
Oregon
97503
USA

9 &

ty

A membper of

Manugfacture

..making excellence a habit”
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By Royal Charter

EC Certificate - Full Qualjty Assurance System

Directive 93/42/EEC on Medical Devices, Annex II gxcluding Section 4

i

t of Significant Subcontractors

lised as being involved in services relating to the produkct covered by:

Certificate No: CE 01233
- 10 February 2016

Issued To: Carestream Health, Inc.
150 Verona Street
Rochester

New York

14608

USA

Subc#ntraMr: Senir'ce(s) supplied

Carestream Health, Inc. Des?n
Global R & D Center (Shanghai) Development
No. 27 Xinjingiao Road
Shanghai

20120
China

Carestream Health, Inc Man{ifacture
5450 Campus Drive
Canandaguia

New York

14424
USA

Carestream Heath Ltd. Desizn
Hacarmel 3A Mangfacture
Star Yokneam Building
P.O. Box 505

2069204 Yokneam
Israe

..making excellence a habit”
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By Rovyal Charter

EC Certificate - Full Quality Assurance System

ec[tlve 93/42/EEC on Medical Devices, Annex II ¢xcluding Section 4

=)
=

List of Significant Subcontractors
Recaghised as being involved in services relating to the prodyct covered by:

Certificate No: CE 01233
Date: 10 February 2016
Issued To: Carestream Health, Inc.
150 Verona Street
Rochester
New York
14608
USA
Subcontractor: Seryice(s) supplied
Communication & Power Industries Manufacture
Canada Inc.
45 River Drive
Georgetown
Ontari
L7G
Canad
Quantum Medical Imaging, LLC Manpfacture
200:!-% Orville Drive North
Ronkonkoma
New York
11779
USA

|

|

‘ .
..making excellence a habit”
\

|
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EC Certificate - Full Qualjty Assurance S;B/ysRotyae]Eh%rter

Directive 93/42/EEC on Medical Devices, Annex II gxcluding Section 4

List of Significant Subcontractors

Recagnised as being involved in services relating to the produkt covered by:

Certificate No: CE 01233
Date: 10 February 2016
Issued To: Carestream Health, Inc.
150 Verona Street
Rochester
New York
14608
USA
Subcontractor: Serv'1ce(s) supplied
Rayco (Shanghai) Medical Products Manyfacture %0
Company Limited
Building 7, No. 1510 Chuangiao Road
Jingiao Export Processing Zone
Pudong New Area
Shanghai
201206
China
Raycg (Xiamen) Medical Products Manufacture

Company Limited
308 Wengjiao Road
Haicang District
Xiamen
Fujian
361022
China

..making excellence a habit!
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By Royal Charter

EC Certificate - Full Qual ty Assurance System

Directive 93/42/EEC on Medical Devices, Annex II gxcluding Section 4

List of Significant Subcontractors

Recogrised as being involved in services relating to the produft covered by:

Certificate No: CE 01233
Date: 10 February 2016
Issued|To: Carestream Health, Inc.

150 Verona Street

Rochester

New York

14608

USA
Subcontractor: Serv‘ce(s) supplied
Sanmina-SCI Israel Desiin N
Medical Systems Ltd Mangfacture

Zone|5, Korean Industrial Park
24952 Maalot
Israel

ScImage, Inc. Design T
4916 El Camino Real, Suite 200 Devejopment

Los Altos Software
Califarnia

94022
USA

Soluciones Médicas Exportacion Manufacture

S de RL|de CV

Prolongacién Mariano Otero 408
Ciudad del Sol, 45050 Zapopan
Jalisco
Mexico

.making excellence a habit’
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By Royal Charter

Certificate - Full Qualjty Assurance System

Directive 93/42/EEC on Medical Devices, Annex II gxcluding Section 4

List of Significant Subcontractors

Recagnised as being involved in services relating to the product covered by:

Certificate No: CE 01233
Date: 10 February 2016
Issued To: Carestream Health, Inc.

150 Verona Street

Rochester

New York

14608

USA
Subcontractor: Servlice(s) supplied
Trophy Design
4 rue F. Pelloutier Deve¢lopment
Croissy-Beaubourg EU Representative
77435 Marne-la-Vallée Cedex 2 Manpfacture
France
Varian Medical Systems, Inc. Mangpfacture

X-Ray Products
1678 South Pioneer Road
Salt Lake City

Utah
84104
USA

Information and Contact: BSI, Kite
B&I Asshirance U
A member of BS

..making excellence a habit”
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