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By Royal Charter

EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Devices, Annex 11 excluding Section 4

No. CE 01233

Issued To: Carestream Health, Inc.
150 Verona Street

New York
14608
Usa

In respect of:

The design, development and manufacture of diagnostic image recording devices includi
storage phosphor screens and reader systems, medical x-ray films, direct digital rudhnn":hy
st b o A g i i et s
maging a re, ts of metrol
gt nﬂFw ogy related to the design and

an the basis of our examination of the quality assurance system under the requirements of Council Directive
93/42/EEC, Annex 11 excluding section 4. The quality assurance system meets the requirements of the directive. For
the placing on the market of dass 111 products an Annex 11 section 4 certificate is required,

For and on behalf of BSI, a Notified Bady for the above Directive (Notified Body Number 2797):

7

Albert Roossien, Regulatory Lead
First Issued: 1996-03-06 Date: 2019-02-27 Expiry Date: 2021-03-05
Wity of this Cortifcln is condithonad on this quality Systen Being maintained ro e regerements of thijdbing s o

mirveillano: sctivities of 1ne Nowficd Body. Thils apprtvel eccbiudes o pridus desstimed and/or nanuac]
ramed on thes cortilcsn, unlsess specifically adgreed with BSL
This cartificats wirl msued electronsally and & balnd by S condtions of he confract.

Intpernation and Conthet: BST, Say Bullcing, John M, Kaynespbein 5, 1066 £ Amsterdain, The Natheriamnds )
ST Geowm: Ther Netharincds BLY, megistemd m The Nelheriandn untder 33264284
A imaiitr of BE[ Group. of Corparn e
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EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Devices, Annex 11 excluding Section 4

List of Significant Subcontractors

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

Cartificats No; CE 01233
Date: 2019-02-27
Issued To: Carestream Health, Inc.
150 Verona Street
Rochester
MNew York
14608
UsA
Subcontractor: Service(s) supplied
Agfe-Gevaert HealthCare o GmbH Manufacture
Biirgermeister-Gatz-Str, 10
Schrobenhausen
86529
Garmany
Algotec Systems Ltd E“
2 Hapnina Street
PO BOX 46
43107 Ra'anana
Israal
Analogic Corporation Design
& Centennial Drive Manufacture
Peabody
Massachusetts
01960
LSA

.making excellence a habit’

Infrrmiztion and Compet: BSI, Say Building, Joho M, Keynesplsn 5, 1086 EP Amstércam, The Nothebler @ e
BST Group The Netharands BV, cegatersd i The Nefhorientds under 33264004,
A rraemiber of BB] Group of Cornpanies
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By Royal Charter

EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Devices, Annex TI excluding Section 4

List of Significant Subcontractors

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

Certificate No: CE 01233
Date: 2019-02-27
Issued To: Carestream Health, Inc
150 Verona Street
Rochester
New York
14608
usa
Subcontractor: Service(s) supplied
Carestream Health France EU Representative
1, rue Galllée
93192 NOISY-LE-GRAND CEDEX
France
Carestream Health, Inc Manufacture
5450 Campus Drive
Canandalgua
Mew York
14424
usa
Carestream Hiealth, Tnc. ‘
1049 West Ridge Road ment
Rochester Manufacture
New York |
14615
USA

' .making excellence a habit’

Infarrmation ane Coract: BS1, Say Buiding, John M, Keynesgloi 9, 1066 B9 .h-.m.*-r-m-:u, The Metnerighd
BSI Group The Rethotands LY. reglstered in Tha Nefhestandn under 11264284, |
B mmeribnr of BS] Growp of Contpanies |
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By Royal Charter

EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Devices, Annex 11 excluding Section 4

List of Significant Subcontractors

Recognised as being involved in services relating to the coverad by:
Certificate No: CE 01233
Date: 2019-02-27
Issued To; Carestream Health, Inc.
150 Verona Streat
Rochester
New York
14608
usa
Subcontractor: s-rflu[l} supplied
Carestream Health, Inc,
1669 Lake Avenue _
Rochester
New York |
14652 |
UsA
Carastream Health, Inc.
1964 Lake Ave
Rochester
New York :
14615 [
USA |
Carestream Health, Inc. Manufacture
2000 Howard Smith Avenue West
Windsor
Colorado
80550 |
LS4 .

3
Infeemistzon and Contact: BS1, Say Bulldng, John M. Keynesploln 5, 1066 EP Amathrdam, The Mot il
5l Group The Netherande [LY, mgistered h The Netheisnds ey 13784284,
A mamber of BS Groug of Campanies.
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By Royal Charter

EC Certificate - Full Quality Assurance System

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

List of Significant Subcontractors

Wusmminmmgtﬂm covered by:
Certificate No: CE 01233
Date: 2019-02-27 |
Issued To: Carestream Health, Inc,

150 Verona Street

Rochester

New York

14608

usa |

|

Subcontractor: S-r\fu(-] supplied
Carestream Health, Inc. Hmrhcnm
B124 Padific Avenue
White City
Oregon
97503
Lsa
Carestream Health, Inc, n
Global R & D Center (Sharighal)
No. 27 Xinjingiac Road
Shanghal
201206
China
Communication & Power Industries Ma cture
Canada Inc,
45 River Drive
Georgetown
Ontaric
L7G 24
Canada

~.making excellence a habit”

Informarion and Contect: 851, Say Butlding, Joha M. Keynespie 5, 1066 ER Amdteganm, Th
B5l Grows The Nethertands B regiitered v The Retberenss inger 37360254
A et of BET Growp of Camppsnes.
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By Roval Charter

EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Devices, Annex 11 excluding Section 4

List of Significant Subcontractors

wwanmmmmmmngmmm@mw

Certificate No: CE 01233
Date: 2019-02-27
Issued To: Carestream Health, Inc,

150 Verona Street

Rochester

New York

14608

usa
Subcontractor: Service(s) supplied
Micro-X Lid
1284 South Road Man
Clovelly Park
South Australia
042
Australia
Rayca (Shanghai) Medical Products M
Company Limited
Bullding 7, Ne. 1510 Chuanglao Road
China (Shanghal) Pilot Free Trade 2
Shanghai
201206
China

~making excellence a habit”

Eaformattion s Contact; 851, Say Buillchng, Johr B, Keyresgrlom 9, 1068 5 Arirder
B3l Group The Wethesands 8, rogistered in The Netheriznds undes T2 2ig
A it of 851 Giroip of Campanbes
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By Royal Charter

EC Certificate - Full Quality Assurance System

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

List of Significant Subcontractors

Remﬂmdmwmmmnmmmwhm covered by:
Certificate No: CE 01233

Date: 2019-02-27
Issued Ta: Carestream Health, Inc.

150 Verona Street

Rochester

New York

14608

usa
Subcontractor: Service(s) supplied
Rayco (Xiamen) Medical Products l‘h'+ﬂld:m'.
Company Limited
308 Wengjiao Road
Haicang District
Xiamen
Fujian
361022 |
China j
Sclmage, Inc.
4916 El Camino Real, Suite 200 pment
Los Altos re
Califarnia
84022
Usa

.making excellence a habit”

Infarmation sl Contack: BST, Say Bullding, john M, Kisnaspisin 5, 1065 Ep A.--erq-w The Mai -'I 3 e
B3l Group The Methedands BV registerod bn The Hethmrisscs unse: 31254784
A momier of BRl Group of Companles
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By Royal Chartar

EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Devices, Annex 11 qxduding Section 4

List of Significant Subcontractors

mmmunwmmmumnMHmmmmmmmgmmmm

Certificate No: CE 01233 |
Date: 2019-02-27 !
Issued To; Carestream Health, Inc. |
150 Verona Street ]
Rochester
New York |
14608
usa
Subcontractor: aqhmmwhd
Soluciones Médicas Exportacion Manufacture
Sde AL de CV
Calle Anillo Periferico Poniente No. 3100
Colonia Paraisos Del Calli
Zapopan
Jalisco
45069
Mexico
Varian Medical Systems, Inc. re
X-Ray Products
1678 South Ploneer Road
Salt Lake City
Utah
Bal0e
usa

.making excellence a habit”

Infarmation and Cantact: BSI Say Buiiding, Jon M, Keynesplain 0, 1066 EP Avestedelam, The Held
Bl Group Thie Nitherlands 5V, registersd i The Hetharands under 13244284, .
A rrembel of BSI Group of Companiag.,
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Certificate of Registration

QUALITY MANAGEMENT SYSTEM - ISO 13485:2016

By Royal Charter

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

Holds Certificate No: FM 701584

and operates a Quality Management System which complies with the requirements of 15O 13485:2016 for the
following scope:

The design, manufacture, distribution, (integration, installation and servicing excluding film
products) of diagnostic image recording devices, photo chemicals, medlical and dental imaging
systems, cone beam computed tomography, information technology software for healthcare
information systems and medical imaging and detiection. Manufacture, service, installation and
distribution of Dry View Printers. Storage, Handling, Packaging and Distribution of
Pharmaceutical Products,

\/‘M J/Q—\—

For and on behalf of BSI:
Stewart Brain, Head of Compliance & Risk - Medical Devices
Original Registration Date: 2008-12-20 Effective Date: 2019-10-03
Latest Revision Date: 2012-09-24 Expiry Date: 2022-10-02
T ) Page: 1 of 2
it | ~.making excellence a habit”




Certificate No: FM 701584

Location

Registered Activities

Carestream Health, Inc
150 Verona Street
Rochester

New York

14608

USA

The design, manufacture, distribution, (integration,
installation and servicing excluding film products) of
diagnastic image recording devices, phota chemicals, madical
dental imaging systems, cone beam computed tomaography,
information technology software for healthcare information
systems and medical imaging and detection. Manufacture,
service, installation and distribution of Dry View Printers,
Storage, Handling, Packaging and Distribution of
Pharmaceutical Products.

Carestream Heaith Inc,

1600 Lexington Ave, Suite #3586
Rochestar

New York

14606

USA

Storage, Handling, Packaging and Distribution of Finished
Devices, and Replacement Parts, the Storage, Handling,
Packaging and Distribution of Pharmaceutical Products.

Carestream Health, Inc.

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

MNew York

14424

LUSA

The manufacture of X-ray detectors,

Carestream Health, Inc
1049 West Ridge Road
Rochester

New York
14615
USA

The assembly, integraticn and distribution of image
management systems. The design and manufacture of
cassettes, and intensifying and storage phosphor screens.
The design, manufacture, service, and installation of medical
¥-ray equipment systems, cone beam computed tomography,
medical imaging systems including software and accessories.

Carestream Health, Inc
1669 Lake Avenue
Rochester

New York

14652

Usa

The manufacture of dental and medical x-ray films,
intensifying and Storage phosphor screen chemicals, The
design and development of dental x-ray film systems and
media used in medical imaging,

Carestream Health, Inc
1964 Lake Avenue
Rochester

MNew York

14652

USA

Original Registration Date: 2008-12-20
Latest Revision Date: 2019-09-24

This certificate remains the property of B51 and shall be returned Immecataly updn request
An glectronic cerlificate can be guthenticated griing. Printed coples can be valids

To be read in conjunction with the scope above or the attoched appendiy

Amarscas Headquarters: BS] Group America Inc., L2950 Worldoste Drive, Suite B

A Memiber of the BST Growp of Companiss

et www, Bsigrowup. comyClientDine:

0, Hernoon, VA 201 70-6007 LISA

The design and development of dental x-ray film systems and
media used in medical imaging.

Effective Date: 2019-10-03
Expiry Date: 2022-10-02 _

CRCY, Kir ',.
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By Roval Charter

Certificate of Registration

QUALITY MANAGEMENT SYSTEM - ISO 900

This s to certify that; Carestream H
150 Verona Str
Rochester
New York
14608
USA

Holds Certificate No: FM 537916

1:2015

th, Inc

t

and operates a Quality Management System which complies with the requirements of IS0 9001:2015 for the

following scope:

The design, development, manufacture, and seryice of digital radiography imaging systems
(such as INDUSTREX digital systems) and accesgories for the non-destructive testing industry.

For and on behaif of BSI:

o

Carlos Pi/;ag( Chief Operating Assurarice — Americas
Original Registration Date: 2008-07-17

Latest Revision Date; 2019-09-24

ACCREDITEDR

VANAGIRITN T RTATE WY
“FRTWEKT (% By

ective Date; 2019-10-21
Expiry Date: 2022-10-20

Page: 1 of 2




Certificate No: FM 537916

Location

Registered Activities

Carestream Health, Inc
150 Verona Street
Rochester

New York

14608

LSA

The design, development, manufacture, and service of digital
radiography imaging systems (such as INDUSTREX digital
systems) and accessories for the non-destructive testing
Industry.

Carestream Health, Inc
1049 West Ridge Road
Rochester

New York

14615

Usa

Original Registration Date: 2008-07-17
Latest Revision Date: 2019-09-24

This certificate remalns the property of BS! and shill be returned mmediately ujpe

The design and manufacture of digital radiography imaging
systems (such as INDUSTREX digital systems) and
accessories for the non-destructive testing industry,

Equest. [l+] =
Ar ebectronic certificate can be suthenticated poling. Printed coples can be valciabho s s

To b read In tonjunctiom with [he scope abovs of the attached Appendin
Information and Contact: 85I, Kitumark Court, Davy Averiie, Kniwdhill, Milton K
B5] Asturance UK, Limited, registered in England under number 7805321 at 389 (
A Member of the BSE Groug of Companias
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Caresiream

DECLARAT]|

Medical Device Directive [Directive 93/42/EEC]), ANN

ON OF CONFORMITY

Il Conformity Assessment Procedure and the Australian

Carestream Health, Inc., hereby declares that the product{s) l‘%ed are made in conformity with:

Therapeutic Goods (Medical Devices) Regulations 2002, C

1.8 of Schedule 3.

Manufacturer’s Name and Address: Carestream Health, lpe.
150 Verona Street
Rochester, New York, USA 14608
Medical Device: X-ray Film, Sheet
Product List: X-OMAT BT Film
Medical X-ray Blue {MXB Film
Medical X-ray Blue {MXBE Film
Medical X-ray Greenl/ MXG Film
T-MAT G/RA Film
T-MAT L/RA Film
INSIGHT Pediatric Hilm
INSIGHT Thonnicﬂilm
X-SIGHT G/RA Fi
MIN-R EV Film
MIN-R 8 Film
MIN-R 2000 Plus Fi
L Green X-ray Film WB
HG Green X-ray Film WB
Cireen X-ray Film
Full Blue X-ray Film|WB
Mammao Film WB
—End of List-—
Deviee Classification; Europe - Class [la, ANNEX 1X , Rule 16
Australia - Class [Ta, Schedule 2, Part 5, Rule 5.4
GMDN Code and Term: 40979. Medical x-ray film, screen
Scope of Application All declared produety

Each kind of medical device to which the quality-managemen
provisions of the essential principles, the classification rules,

design of the device until its final inspection before being I

Issue date: 20 March 2018, Revision X (X-ray Film, Sheet-
Carestroam Health, Inc. | 160 Verona Street | Rochester, Ney

system has been applied complies with the applicable

d the full-quality-assurance procedures at each stage, from the
1ed.




Quality-Management-System Certified to EN 180 {3485 by
BSI No. FM 701584
BSI No. FM 507315
DNV No. 245266-21]17-AQ-USA-NA-PS Rev. |
BSI No. FM 46141
TUV No, Q2N 17 1161500 005

European Notified Body: British Standards Insgjtute, BSI (2797)
Full-Quality-Assurance-System BSI Certificate Numbler CE 01233
Certificate (CE):
European Authorized Representative: Carestream Health Frince
1, rue Galilée
93192 NOISY-LE-GRAND CEDEX
FRANCE

The relevant sections of the following European Union Harmonized standards apply to the listed product{s):

EN 180 1497]
EN 1041

EN 180 15223-1
EN 62366

W 4 Cd}\,
Triya

D, R. Collins
Director, Global Quality Systems
Carestream Health, Inc.
150 Verona Street
Rochester, New York 14608, USA
Telephone: +1-970-304-4654

Issue date: 20 March 2018, Revision X (X-ray Film, Sheet- $iass lla) o _ ,Fi
Carestream Health, Inc. | 150 Verona Strest | Rochester, New| York 14608 | B [ S H




DECLARATION OF CONFORMITY

Carestream Health, Inc., hereby declares that the product(s) list

Medical Device Directive [Directive 93MLEEC), ANNEX
Therapeutic Goods (Medical Devices) Regulations 2002, C1

Manufacturer’s Name and Address: Cargstream Health, Ing
150 Veroni Street

Rochester, New York,

b are made in conformity with:

Vil E:un formity Assessment Procedure and the Australisn

6.6 of Schedule 3

LSA 14608

Medical Device: Medical Imaging Phot

Product List: Chemistry used 1o
GBRX Developer and
GBX Fixer and Repl
GBX Twin Pack

X-DMAT MX Fixer a

X-OMAT MX Develope

READYMATIC Deve
READYMATIC Fixer
READYMATIC
RP X-OMAT Develop)
RP X-OMAT LO Fixe
X-OMAT EX II Devel
X-OMAT Developer

rocessing Devices - Photochemicals

lop or fix the image on medical and dental X-ray film:
lenisher

d Replenisher

per and Keplemsher
d Replemsher

Pack

br and Replenisher

and Replenisher

pprer and Replenisher

er

X-OMAT LE+ DcthE‘F:rl and Replenisher
d

X-OMAT LE+ Fixer

CARESTHEAM DEN
CARESTREAM DEN
CARESTREAM DEN
Rapid Access Twin
Repid Access Devel
Rapid Access Fixer
XCE Developer and R

o

Replenisher
AL X-ray Monobath
‘AL X-ray Developer
'AL X-ray Fixer

iplemisher

XCF Fixer and Replenisher

XPE Developer

XPF Fixer

—End of List—
Device Classification; Europe - Class 1. ANN]
Australia - Class I, Sch

GMDN Code and Term: 41009 Radiographie fil

41008 Radiographic (il

Issue date: B April 2018, Revision T Photochemistry
Carestream Health, Inc. | 150 Verona Street | Rochester, New |

EX IX, Rule 1
pdule 2, Fart 2, Rule 2.1

processing chemical, automated
processing chemical, manual

W -000066-A(C)

Fork 14608 | US# "-_ PAGE 102




Scope of Application All declared products

Each kind of medical device to which the Declaration of Confprmity (not requiring assessment by the Secretary) procedures

have been applied complies with the applicable provisions of the essential principles and the classification rules before baing
supplied

1, nue Galilée
93192 NOISY-LE-G
FRANCE

European Authorized Representative:  Carestream Health Frince
IAND CEDEX

The relevant sections of thie following European Union Harmdnized standards apply to the listed product(s):

EN 104]

EN IS0 152234
EN 180 14971
EN 62166

[0}

—

Kevin C, Wright

Senior Director, Worldwide Regulatory Affairs
Carestream Health, Inc.

150 Verona Street

Rochester, New York 14608, USA

Telephone: +1-585-627-64078

Issue date: & April 2018, Revision T Photochemistry
Carestream Health, Inc. | 150 Verona Sireel | Rochester, Mef York 14608 | USA
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