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Carestream

DECLARATION OF CONFORMITY

Carestream Health, Inc., hereby declares that the proshuci(s) |

Inc., | are made in conformity with
Medical Device Directive [Directive 9342/EEC], ANNEK 11 Conformity Assessment Procedure and the  Alstralion

Thernpeutic Goods (Medical Devicss) Regulstions 2002,

Manufacturer’s Mame and Adedress:

Medicnl Devige:

Product List

Device Classification:

GMEN Code and Term

Scope of Application

Each iind of medical device 1o which the quality-managemen
provisions of the essential principles, the classificarion rules,
design of the device until s final ingpection before being sup

saue date’ 20 March A%, Revison X

Carestroam Heaith, Ing. | 160 Verona Strast | Rochester,

1.8 of Schedule 3.

Carestream Heolih, Bhc.

150 Viertma Streel
Rochesier, Bew Y

X-ray Film, Sheet
X-OMAT BT Film

Medical X-ray Blue
Medical X-ray Blue

LISA 146808

MXB Film
MXHE Film

Medical X-ray Greed / MXG Film

T-MAT G/RA Fitm
T-MAT L/RA Film
INSIGHT Pediatric |

film

IMBIGHT Thosacic Film

X-SIGHT G B
MIM-R EV Film

MIMN-R 5§ Film
MIN-R 2000 Plus Fi
L Green X-rmy Film
HG Green X-ray Fil
Green Xerav Flim
Full Blug X-ruy Fi
Muamiae Film WH
—Enl of Lisg—

Europe = Class [la,
Ausiralin - Class [in,
400, Medical x-may

All declared product

i¥-ray Filmy, Shesi

NEX IX . Rule 16
2, Part 5, Riulbe 5.4

film, scresn

system has been applied complies wilh the applicable

t’lll the full-guality-asiurance procedures ot each stage, from thie

hed.

Chags Ma)
Vork 14808 (58




Quality-Management-System Certified 10 EN IS0 § 3485 by

BSI Mo, FM 701584
B3I No. FM Sﬂ'ﬂlﬂ
DNV No. 243 17-AQ-USA-NA-PS Rev. |
BSI Ma. FM 46141
TUV No. Q2N 17 1] 61500 005

Europedn Notified Body: British Siwndards Insfitute, BSI (2767
Full-Cruality-Assurance-Sysiem BSI Centificate Nomber CE 0233
Certificate (CE):
Evropenn Authorized Representative:  Carestream Health
I, rue Cinlilée
P19 NOISY-LE-GRAND CEDEX
FRANCE

The relevant sections of the following Europeas Unson Harmegized standards apply to the listed productis |

EN 150 14471
EN 1041

EN 150 152331
EN 62366

D. B, Cillins
Drirector, Globel Cuality Systemy
Carestrenm Health, Inc.
130 Verona Strest
Hochesier, New York 14608, USA
Telephone: +1-970-304-4654

Ingue date: 3} Morch 2099, Revision ¥ mrﬂﬁmﬂw
Buuh-m”uh:.ﬂﬂ'ﬂmﬂmt ochester, ark




DECLARATION OF CONFORMITY

Carestream Heulth, Inc., herety declares thot the productis) Uisfed are made in eonformity with:

Medical Device Directive [Directive #3/42EEC], ANNEX VI Conformity Assessment Procedure aid the Ausiralisn
Therapeutic (Foods (Medical Devices) Regulsifons 2002, Clude 6.6 of Schedule 3

hlamy facmares s Mame and A ddress- Caromream Health, Tng.
150 Veres Sires
Rochester, New York] LUSA 14808

Medioal Divice: Medical lmaging P rocessing Devices - Photochemicals

Froduct Li: Chemistry used to d
GHX Developer and
CiX Fiver and Replepisher
GBX Twin Pack
HoOMAT MX Finer
MOMAT MX Dovel
READYMATIC Dovejoper und Replenisher
REATDYMATIC Fixedand Replenishes
READYMATIC © Fack

anel Heglenisher

o ar fix the image on medical and derta) X-my film:

anel Replenisher
KAOMAT Developer Jimrier

X-AOMAT LE- Digved
XAMAT LE+ Fiver

Rapid Acoess Twin
Rapid Access Devela

XLF Finer and Replengshar
XPE Developer
XFF Fixer
==pnd of L|st—
Deveoe Classification Europe - Class [, ANMEY [X, Rule |

Avgtribin = Class |, Scifedule 2, Pan 3, Bube 34

(MDN Code and Term: 4100% Eadingrapros filln processing chemical, aofomuted
1008 Rodiographic Gl processing chomicsl, pangsl

Issus dats: § Apl 2018, Renision T Photochemesiry
Caresiream Healfth, Inc. | 150 Vemna Sireat | Rochester, New




Seope-of Applicaiion All delared prodosis

Each kind of medical device o which the Devlarmtion of Co

have been applied complies with the dpplicable provisions of 1
sppdied

European Authorized Representstive:  Carestresm Health Fr
I, rue Galflée
I8 NOIRY.LE-G
FRANCE

ity {nol requiting assessmem by the: Socrvtary) procedures
essendial princhples and the classiflcman rales before bejig

e

NI CEDEX

The mievant sections of the following European Union Harmokezed sandards aprplyto the listed produacily

EN 104]

EN [50) 153231
EN 150 1497
EN 61364

Kevin C. Wrigin

Senior EMpecion, Worldwide Regulaiory Affair
[Care=troam Healib, Inc.

150 Vesana Strees

Bochester, Mew York 14608, 1154

Tolephone: =1-588-627-6878

Issua dabee B Aprl 2018, Rovison T Photachamigery
Carestraam Health, Inc. | 150 Verona Streel | Rochaester, New

Fork 14608 | USA




bsi.

EC Certificate - Full Quality Assurance System

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

Mo, CE 01233
Tesimd To! Carestream Inc.
150 Verona
New York
14608
usa
In respect of:
The design, development and manufacture of diagnostic image recording devices incuding

on the basls of our examination of the quality assurance under the requirements of Council Directive
ﬁ!ﬂmwﬂmsﬂﬁtﬂEMMEﬁMMkuﬁhuﬁﬂmﬁr
ther placing on the market of dass (17 praducts an Annes 11 sgction 4 certificate: |5 required,

For and on bahalf of 851, a Notfied Body for the above Diregiive (Notified Sody Number 2797);

7

Albert Rpbssen, Regulatory Lead

First [agad: 1996-03-08 Ciate: 2009-D2-R7F Expiry Date: 2021-03-05

siryaiisnog biwries. of the Nobfed Body, T8y mypnel satidles sl il defpad and o puaif !!_
serrimd on Hhin oeriticale, umbess tpeafically agrded st BSL o
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i
s, The tlehiercy TR




bsi.

EC Certificate - Full

Directiye 93/42/EEC on Medical Devices, Annex 11

Qual

Hy Rayal Charle

ity Assurance System

uding Sectian 4

List of Significant Subco tracturs

Recogrésed as being involved n senfices relating to the

Cartificass o CE 81233
Datay 2019-02-27
Iasied Ta: Carestream Health, Inc.
150 Verona Street
Rochestar
Mew York
14608
USA
Agfa-Gavaert HoalthCare GmbH 1 re
Bisgermelster-Gotz-Str, 10
BA5STS
Gerrnany
Algotec Sysbems Lid
& Hapning Strest %ﬂl
PO BOX 46
43107 Reanana
Tsrael
Analogic | i gn
8 m :iﬁ-m-n
Paabady
Massachigetts
G196
L5k,

Irhmmeisn ged Enviies BRI ey B,
BT Gl Th Wbt siecty B0 e .l:la- s} #
A preirrce 1 ITE] Eewiia of Lirchinse

2. Jaliin M, Rsiwnlteth W,
i e Nelhederets g 1128470

~making excellence a habit’
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bsi.

B Roval Cnartey

EC Certificate - Full Quality Assurance System

Directive 93/42/EEC an Medical Devices, Annex I fxcluding Section 4

List of Significant Subcontractors

Recognised a6 being involved in services relating to the oovered by:

Certificate No CE 012133
Exgle 2019-02-27
Issued Tas Carestream Health, Inc

150 Varona Strest

Rochester

New York

14608

USA
Subcontractor: Serlice(s) supplied
Carestream Heatth France EU Representative
L rue Galide
93192 NCHSY-LE-GRAND CEDEX
France
Carestream Health, Inc Mapufacture
5450 Campus Orive
Canandalgua
MNew 'rark
e
LIS
Caresiream Haalth, Inc.
1049 West Ridge Road t
Rocheskar ufactura
Mewn York
14615
LS4

~making excellence a habit
4af 7
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bsi.

By Boval Charter

EC Certificate - Full Quality Assurance System

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

List of Significant Subcontractors

Recognised as beng imvolved in services relating to the prodjict coverad ty:

Certificatn Mo CE 01233
Date:; 2019-02-27
Issued T Carestream Health, Inc.
150 Verona Street
Rochestar
New York
labba
LSA
Subcantractor: Seqvice(s) supplied
Carestrsam Hoslth, Inc. !
2 e
Rochester
Mew Tork
14653
LisA
Carestream Heaith, Inc. Dixgign
1964 LBKE Ave
Rechester
New Yark
18615
UsSa
vargstromm: Health, Inc Manufacture
2000 Howard Smifth Avenue Wast
Windsor
Colaradg
550
Lish

Lokt et Coattacs 581 Say Budding, Jon Bl REpregpian 3, YN BF e
184 g T Wetherianads AU eegieiersal i The Pt etiancs uncler 121652,
& iewin by o WA e of Compamry




bsi.

By Royal Charter

EC Certificate - Full Quality Assurance System

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

List of Significant Subcontractors

Recognised 4% being involved in serdces relating 1o the covered by:

Certificats Mo: CE 01233
Data: 2019-02-17
e T Carestream Health, Ing.

150 Verona Strest

Mawr York

14608

usa
Subcontracton s.r'iumﬂwm
Carestraam Handth, Inc. Manjulacture
B124 Pacific Avwenue
Wit Ciby
Cregan
orsna
LEGA,

] I-m:i- n
Dol :l;ﬂ Ceslon (Shanghai) mnm
Mo, 27 ¥injinglae Road
Shanghai
200206
Chirs
Communication & Power Industries Manufacture
Canada
45 River Drive
Ganrgetiwm
Oirtario
LG 2
Canaids
_making excellence a habit’
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bsi

By Rawal Charter

EC Certificate - Full Qualjty Assurance System

Directive 93/42/EEC on Medical Devices, Annex I1 g Section 4

List of Significant Subco tractnrs

wuummwmmmmmuﬂ covered by

Cernilcats M CEDi233
Cate: 2018-02-37
lsseed To: Carestream Health, Inc.

150 Verona Streat

Rochester

New York

14608

usa
Subcontractor I'-II'IFH{I} supplied
1288 Sout erpctre
1284 Sauth Rpad i
Clovely Park
South Austrsliz
5042
Australia
Rayco (Shanghal) Medical Products Marjsfacture
Compsiy Linyiled
Buding 7, No. 1510 Chusnging Foad
China { Shanghal) Pilot Free Trade 7
Shangha
201206
China

~making excellence a habit”
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bsi.

By Roval Chariz-

EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Devices, Annex 1T gxcluding Section 4

List of Significant Subcontractors

Recognised as being nvolved in services relating to the covered !

Carfifleate No; CE 01233
Diate: 2019-02-27
[sgund Ton Carestream Haalth, Inc.

150 Verona Strest

Rochester

Naw York

l4goa

Usa
Subcontractor: Bnrrhnqi'_lnq:pﬂuﬁ
m{lm' ) Medical Products Magufacture
308 0 foad .
ok
Hlamen

lan
361023
China
Scimage, Inc,
#8916 B Caming Real, Suite 200 Ep‘mﬂt
Los Altos.
Califormila
Gl
LS,
_making excellence a hahit”
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bsi.

EC Certificate - Full Qua

Directive 93/42/EEC on Medical Devices, Annex 11

Ay R-n-.-al Cherier

Assurance System

Section 4

List of Significant Subcontractors

WHbdmmmmrﬂmmhme

covered by
Cartificate Ma: CE 01233
Diatie: 2018-02-27
issued To: Carestraam Health, Inc,

150 Verona Street

Hochester

New York

14608

usA
Subcontracton Eu-rlnmﬂpphﬁ
Sohucianes Médicas Exporiscon Mapufacture
.

Poniente Mo, 3100
Lapocan
Jalises
45165
oo
mws}mm HMagufacturn
1678 South Pronesr Road
St Lake City
Litah
4104
LIS

I i Qeelvd. 85 S lwddng, Jeod W Kaemsplen 9. LG B Afilirars, Dhes bids

W g Thae Bastharionas 4 W, seguitiead &= Thi Blethaciahan cipie 1THHE4
& prembar il BRI Group of Comgnsies
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bsi.

Certificate of Regjstration

QUALITY MANAGEMENT SYSTEM - ISO 134B85:2016

By Roya! Charter

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

Halds Certificate No: FM 701584

and operates & Quality Management System which complies with the requirements of 150 13485: 2016 for the
following scope:

The design, manufacture, distribution, {integra
products) of diagnostic image recording devices,
systems, cone beam computed tomography, in
information systems and medical imaging and d
distribution of Dry View Printers, Storage, Handli
Pharmaceutical Produrcts.

. Instafiation and servicing escluding film
photo chemicals, medical and dental imaging
technotogy software for healthcare
ion, Manufacture, service, installation and
g, Packaging and Distribution. of

l/d“*lf Jfﬂ—\.-

Stewsart Brain, Haad 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: 2015-09-24 Expiry Date: 2022-10-02

Page: 1 of 2

making excellence a habit”




Ciertificate No: FM 701584

Location Registered Activities

Carestrearm Hoalth, Inc Thia design, manufacture, distribution, [integration,

150 Verona Street installiation and servicing excluding fiim products] of

Rochiester diagnostic image recording devices, photo chemicals, medical

MNewy York dental imaging systems, cone beam computad tomography,

4608 information technology software for healthcare information
: systerns and medical imaging and detection. Manufacture,
LSsA service, installation and disiribution of Dry View Printers,
Storage, Handling, Packaging and Distribution of
Pharmaceutical Products,

Carestream Health Inc. Storage, Handling, Packaging and Disttibution of Finished
Lexington i #3356 Devices, and Replacement Parts, the Storage, Handling,

éﬂﬂm iy chadoie Packaging and Distribution of Pharmacedtical Progucts,

Mew Yark

14606

LSA

Carestraam Heaith, Inc. Thie mamufacture of ¥-ray debectors.

Smart System Technology and

Commercialization Center (5TC)

5450 Campus Drive

Canandaigua

e Yiork

144324

Usa

Carestream Health, Inc The assambly, integratien and distribution of image

1049 West Ridge Road management systams, The design and manufacture of

Rochestar cansettes, and intenssfying and mﬁ phosphoe screens.

New York The design, manufacture, service, and installation of madical

14615 s-ray equipment systerms, cone beam computed tomography,

USA medical Imaging systems including software and accessories,

Carestream Health, Inc The manufacturs of dental and medical x-ray films,

1669 Lake Aveniie Intenssfying and Storage phosphor screen chemicals, The

Rochester design and aof dental x-rary film systerms and

New Yark media used in madical imaging.

14652

LsA

Carestream Health, Inc The design and development of dental x-ray film systems and

1964 Lake Avenue media used in medical Imagng.

Rochester

Mo York

14652

usa

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

ettt pmaneE [N finpedy o 15 ard shagll be prcbonresd wmmedistely
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L2350 VWonogme Cirive, Suit
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Effective Date; 2019-10-03
Expiry Date: 11:12 ;I:HR
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