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bsi.

EC Certificate - Full

Directive 93/42/EEC on Medical Devices, An

Quality Assurance S

nex 11 excluding Section 4

By Royal Charter

ystem

No. CE 01233
Issued To: Carestream Inc.

150 Verona

Rochester

New York ,

14608

usa
In respect of;
The design, development and manufacture of di nostic image devices includi
storage phosphor screens and reader - ical x-ray films, c digital mdhgr:p“hv
systems, dental x-ray systems including film, dental and medical i ng equipment, and
medical imaging and PACS Software. Those of metrology to the design and
manufacture of dimensional measuring PACS
on the basis of our examination of the quality assurance systém under the requirementsiof Councll Directi
93/42/EEC, Annex 11 excluding section 4. The quality assurznte system nmtsm the n rs"ar the direcmre.m For
the placing on the market of dass IIT products an Annex IT an4wmhteismqul$.

!

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

=

Albert Roossien, Regulatory Lead

First Issued: 1996-03-06

Vihietty of this cerifcato i conditonal on he quality cystem being maarsing to
wremiliang: soindties of the Motifed Doy, Ths aiovel axclodes al prociacts ded)
T on s certifeatn, unless spaciiically agresd with 851

This cenficnle waa uped elcirorucaly and b bound by the congdibons of U cong

Ldarmation and Contact BST, Say Buliting, John M, Keynesgiein 4, 1066 B Al
B51 Grioup The Nethardands BV, registerad 16 The Nethertang under 11264384
b maisibor of B8] Growp ol Companie

Date: 2019-02-27

Expiry Date: 2021-03-05

‘Qg a habit”

|
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bsi.

EC Certificate - Ful Quality Assurance System

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

List of Significant Su bcoTtractors
Recognised as being involved in services relating to the prodyct covered by
Cartificate No: CE 01233
Date: 2019-02-27
Issued To: Carestream Health, Inc.

150 Verona Street

Rochester

New York

14608

usa
Subcontractor: !urrlum supplied
Agfa-Gevaert HealthCare GmbH Manufacture
Blrgermelster-Gatz-Str. 10
Schrobenhausen
86529
Germany
Algotec Systems Ltd n
4 Hapnina Street
PO BOX 46
43107 Ra'anana
Israel

[alg} n
mm mmh
Peabody
Massachusatts
01960
USA
~making excellence a habit’

Inforenation snd Contact: BSE, Sav Buidng, Johin M, Keynesplein 8, 1066 EF famderdmm, The Methdh
BST Grpup The Nethersnds BAL ragistersd |n The Methavtandy under TR
& member of BST Group of Crmpanies




EC Certificate - Full Quality Assurance System

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

List of Significant Subcontractors

Rmarﬂsedasbungfrmhmﬁhmmhmnmﬂu covered by:
Certificate No: CE 01233
Data: 2019-02-27
Issued To; Carestream Health, Inc,

150 Verona Strest

Rochester

New York

14608

usa
Subcontractor: Seryice(s) supplied
Carestream Health France EU Representative
1, rue Galilée
93192 NOISY-LE-GRAND CEDEX
France
Carestream Health, Inc Manufacture
5450 Campus Drive

Lig
New York
14424
usa
Carestream Health, Inc.
1049 West Ridge Road t
Rochester Manufacture
New York
14615
USA
..making excellence a hahit”
. / age 2 of 7

Iftemiation ane Conact: BSI, Say Bullding John M. Keynesglsin 9, 1060 BP Amsifesam, The Netherdllomd o
B3] Groug The Nettharangs BV, ragsteres m The Methedsns under 33264284,
A momabor gf Griip & Comganing,




bsi.

By Royal Charter

EC Certificate - Full Quality Assurance System

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

List of Significant Subcontractors

ngnhedﬂbﬂmhwhudhwﬂmsrﬁaﬁnﬂtuﬂw product covered by:

Certificate No: CED1233
Date; 2019-02-27
Issued To: Carestream Health, Inc.
150 Verona Street
Rochester
New York
14608
usa
Subcontractor; Service(s) supplied
Carestream Health, Inc.
1669 Lake Avenue t
Rochester ufacture
New York
14652
UsA
Carestream Health, Inc. Degign
1964 Lake Ave
Rochester
New York
14615
USA
Carestreamn Health, Inc. Mangufacture
2000 Howard Smith Avenue West
Windsor
Colorado
80550
Usa

.making excellence a habit’

Infoeription-and Contacs B51, Say Bullng, John M. Keynesplein , 1066 EP pmptindien, The
(58 Gremg The Natterlands BLY. reglatrreet |n The Nelhartarkds incer S3264204,
A mevriber of BST Group of Companics.




bsi.

EC Certificate - Full Qual

Directive 93/42/EEC on Medical Devices, Annex I1

By Roval Charter

ity Assurance System

excluding Section 4

List of Significant SubcoE tractors
Recognised as being involved in services relating to the covered by:
Certificate No: CE 01233
Date; 2019-02-27
Issued To: Carestream Health, Inc,

150 Verona Streat

Rochester

New York

14608

usa
Subcontractor: Seryice(s) supplied
Carestream Health, Inc, Manufacture
8124 Pacific Avenue
White City
Oregan
97503
usa

A a

m&“ nm ?;lanuhul} oo
Ne, 27 Xinjingiao Road
Shanghal
201206
China
Communication & Power Industries Manufacture
Canada Inc.
45 River Drive
Georgetown
Ontario
L7G 234
Canada

Informanen and Contact: BSY, Say Bidding, Jahn M, Keveerokin 9. 1006 FP Aamisitsy

Bl Grout The Natherlands BY, segiiterc m Thie Netherands uider 11354204
A mariher of 251 Group of Companies.

panm, Ths Migtte

-

.making excellence a habit




bsi.

By Royal Charter

EC Certificate - Full Quality Assurance System

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

List of Significant Subcontractors

Wu%lmmmmﬂmmhmnww:

Certificate No: CE 01233
Date; 2019-02-27
lssued To; Carestream Inc.
150 Verona Eh-untm
Rochester
New York
14608
usa
Subcontractor: W‘F} supplied
Micro-X Ltd D‘i;mw
1284 South Road Man
Clovelly Park
South Australia
5042
Australia
Rayco (Shanghal) Medical Products Manqifacture
Company Limited
gmh:lhng 7. No. 15}:!': hﬂmnqm Ru;d
na (Shanghal) ree Trade
Shanghai
201206
China

.making excellence a habit”

Infermaton and Comact; 851 Say Buaghnoy, John M. Key tespigin B, 1068 EP Amaer e, The
Bl Groug The Methoitands 0Ly ragisteed i The Nuthedands ueier S1064 204
A mueniber of BS1 Groop of Campaiviss.




bsi.

EC Certificate - Full Quality Assurance System

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

List of Significant Subcpgttmctors
covered by:

ngnmdmbw@mwinmmmbumwh

Certificate No: CE 01233
Date: 2019-02-27
Issued To: Carestream Health, Inc.
150 Verona Street
Rochester
New York
14608
usa
Subcontractor: s.rfm(:] supplied
Rayco (Xiamen) Medical Products Marjufacture
Company Limited
308 Wengjlao Road
Halcang District
Klamen
Fujian
361022
China
Scimage, Inc,
4916 Bl Camine Real, Suite 200 Development
Los Altos
California
94022
Usa

..making excellence a habit”

Enfarmatinn snd Contact: 85T, Say Buificting, John M, Keyrdashen B, 1066 EP Amsteldnm, The Foaske iy
B3I Growp The: Nethedands B, reglidared in The Netneibimcs uniber 3AFEAI04
A merrber of BSI G of Companies.

Gt 100 v
ey fa A
Teu Bih B




bsi.

» By Royal Charter
EC Certificate - Full Quality Assurance System
Directive 93/42/EEC on Medical Devices, Annex II pxcluding Section 4

List of Significant Subcontractors

Recognised as being Involved mmmﬂmhﬂnpmﬂmmw:
Certificate No: CE 01233

Date; 2019-02-27
Issued To: Carestream Heaith, Inc,
150 Verona Street
Rochaster
New Yark
14608
usa
Subcontractor: Seryice(s) supplied
Soluciones Médicas Exportacion Mapufacture
SdeRL de CV
Calle Anliio Periferico Poniente Mo, 3100
Colonia Paralsas Del Colli
Zapopan
Jalisco
Mesxlco
Varian Medical Systems, Inc. re
X-Ray Products
1678 South Ploneer Road
Salt Lake City
Utah
84104
UsA

-making excellence a habit”

Informsabion and Conmact: 851, Say Budiding, Jahn M, Eeymespisin 8, 1066 EP Ay
051 Glo The Mekharlends [LY, registered 1n The Nethatands uncder 13754784,
A mwiiber of BS1 Groun of Comoanies,




bsi.

Certificate of Regi

QUALITY MANAGEMENT SYSTEM - ISO 134

0 et
By Roval Charter

stration

85:2016

This is to certify that: Carestream Hej:t'\, Inc

150 Verona Str
Rochester
New York
14608

USA

Holds Certificate No: FM 701584

and operates a Quality Management System which complies pith the requirements of 150 13485:2016 for the

following scope:

The design, manufacture, distribution, (integratid
products) of diagnostic image recording devices,
systems, cone beam computed tomography, info
information systems and medical imaging and d

n, installation and servicing excluding film
photo chemicals, medical and dental imaging
tion technology software for healthcare
ection. Manufacture, service, instaliation and

distribution of Dry View Printers. Storage, Handlipg, Packaging and Distribution of

Pharmaceutical Products.

For and on behalf of BSI:

'/AT 8 R

Stewart Brain, Hepd of Compliance & Risk - Medical Devices

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

5

‘
- Lo

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

Page: 1 of 2

.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,
Instaliation and servicing exciuding film products) of
diagnostic image recording devices, photo chemicals, medical
dental imaging systems, cone beam computed tomography,
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 Health Inc.

Storage, Handling, Packaging and Distribution of Finished

1600 Le:dngtnn 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

LUSA

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

1049 West Ridge 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 Health, 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

USA

Carestream Health, Inc The design and deyelopment 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
Latest Revision Date: 2019-09-24

This cartificate remains the property of BS1 and shall be nsturmed mmediately ug

o
An electroniy certificate cin be mithenticated onliee. Privted copies can be validgled at ww, bbigroup, comy ClientDire i

Te be read i conjunction with the scope ahove or the attached appendix

Amaricas Hepodousriers: BS] Groug Amenca Ing « 12950 Worldgate Orive, Suite §
& Membier of the BS] Groyp of Companies

Effective Date: 2019-10-03

oIy resgiaest

PO, Hermgon, Vi J0170-6007 USA




bsi.

Certificate of Re

By Royal Charter

Istration

QUALITY MANAGEMENT SYSTEM - ISO 9001:2015

This is to certify that: Carestream Health, Inc

150 Verona Stre

Rochester
New York
14608
UsA

Holds Certificate No: FM 537916

and operates a Quality Management System which complies
following scope:

t

with the requirements of 150 9001:2015 for the

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

For and on behalf of BSI: P

/h'['e,«

Carlos Pi/mp(, q
Original Registration Date: 200B-07-17

Latest Revision Date: 2019-09-24

ACCREDITED

WANARCRTHY BT
CTNTEE AT WY

ihief Operating Assurance — Americas

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

Page: 1 of 2




Certficate No: ~ FM 537916

Location

Registered Activities

Carestream Health, Inc
150 Verona Street

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 Heaith, Inc
1049 West Ridge Road
Rochester

MNew York

14615

LISA

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

Thes certificate remaing the property of B51 and shall be returned Immedarely up
Al electronic certificate can be suthenticated gnling, Printed copies can be valida
To be read i conjunction with the scope above or the attacsed appEndin,
Inforraticn and Contact: BSI, Kiteimark Court, Dovy Avenuie, Knowlhdl, Miltes K
851 Assursnce UK Limited, registered in England usder number 7805321 at 389 (]
A Member' of the BSE Group of Comparaiss

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

nes MKS BF
hiswick Hagh Read,
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Carestream
DECLARATION OF CONFORMITY

Medical Device Directive [Directive 93/42EEC], ANNEX 11 Conformity Assessment Procedure and the Australian

Carestream Health, Inc., hereby declares thar the prudmt{sjlﬁrd are made in conformity with:
Therapeutic Goods {Medical Devices) Regulations 2002, Clduse 1.8 of Schedule 3.

Muanufacturer's Name and Address: Carestream Health, Inc.
150 Verona Street
Rochester, New Yark, USA 14608

Medical Device: X-ray Film, Sheet
Praduct List; X-OMAT BT Film
Medical X-ray Blue) MXB Fitm

Medical X-ray Blue| MXBE Film
Medical X-ray Greeh / MXG Film
T-MAT G/RA Film
T-MAT L/RA Film
INSIGHT Pediatric Film
INSIGHT Thoracic Film
X-81GHT G/RA Film
MIN-R EV Film
MIN-R S Film
MIN-R 2000 Plus Fijm

L Green X-ray Film WB
HG Green X-ray Filpp WB
Green X-ray Film

Full Blue X-ray Filn} WB
Mammo Film WB
—End of List—

Device Classification: Europe - Class 1la, ANNEX 1X , Rule 16
Australia - Class I1a,{Schedule 2, Part 5, Rule 5.4

GMDN Code and Term: 40979. Medical x-ray film, screen

Scope of Application All declared product

provisions of the essential principles, the classification rules, gnd the full-quality-assurance procedures at each stage, from the

Each kind of medical device to which the quality-managem system has been applied complies with the applicable
design of the device until its final inspection before being surlliliul.

l8sue date: 20 March 2018, Revision X (X-ray Film, Sheet-|Class lia)
Carestream Health, Inc. | 160 Verona Street | Rochester, York 14608 Y0




Qa.ulity-hhmgmeut—ﬁymm Certified to EN
BSI No. FM 7015
BSI No. FM 50731
DNV No. 245266-
BSI No. FM 4614]
TUV No. Q2N 17 I|I 61500 0ps

17-AQ-USA-NA-PS Rev, |

European Notified Body: Brritish Standards Indtitute, BSI (2797)
Full-Quality-Assurance-System BSI Certificate Numper CE 01233
Certificate (CE):
European Authorized Representative: Carestream Health F
1, rue Galilée
93192 NOISY-LE-GRAND CEDEX
FRANCE

The relevant sections of the Tollowing European Union Harmohized standards apply to the listed produet(s):

EN 150 14971
EN 1041

EN 180 15223
EN 62366

L el &’\A
Tréya D. R. Collins
Director, Global Quality Systems
Carestream Health, Inc,
150 Verona Street
Rochester, New York 14608, USA
Telephone: +|-970-304-4654

|ssue date: 20 March 2019, Revision X (X-ray Flim, Sheet-
Mlmlimmﬁrmlﬂm.ﬂm




Carestream

DECLARATION OF CONFORMITY

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

Medical Device Directive [Directive 93MHYEEC], ANNEX V
Thetapeutic Goods (Medical Devices) Regulations 2002, €

Manufacturer’s Name and Address:
150 Verona Street

Carestream Health, Inp

Conformity Assessment Procedure and the Australian
6.6 of Schedule 3.

:Ed are made in conformity with:

LISA 14608

processing Devices - Photochemicalg

Rochester, New ‘:'::l
Medical Device: Medical Imaging P
Product List; Chemistry used 1o dey

GBX Developer und

GBX Fixer and Repl

X-OMAT MX Fixer
X-OMAT MX Devel
READYMATIC Dev
READYMATIC Fix
READYMATIC Che

X-OMAT EX Il De

X-OMAT Developer
X-OMAT LE+ Devel
X-OMAT LE+ Fixer
CARESTREAM D

Rapid Access Twin P

Rapid Access Fixer

XCE Developer and

XCF Fixer and Reple

XPE Developer

XPF Fixer

—Fnd of List—
Drevice Classification; Europe - Class [, AN
Australia - Class I, Se

GMDN Code and Term: 41009 Radiographic fi

41008 Radiograpiue i

Issue date: 8 April 2018, Revision T Photochemistry
Carestream

Health, Inc. | 150 Verana Street | Rochester, New

clop or fix the image on medical and dental X-ray film:
eplenisher

nd Replenisher
per and Replenisher
loper and Replenisher

Pack

and Replenisher
oper and Replenisher
tarter

per and Replenisher
d Replenisher

AL X-ray Monobath
AL X-ray Developer
TAL X-ray Fixer

k

EX IX, Rule 1
ule 2, Part 2, Rule 2.1

In processing chemical, automated
I processing chemical, manuel




Scope of Application All declared products|

Each kind of medical device to which the Declaration of Con

rmity (not requiring asscssment by the Secretary) procedures
have been applied complies with the applicable provisions of

eascnlial principles and the classification rules betire being

supplied

European Authorized Representative:  Carestream Health Frince
1, rue Galilée
93192 NOISY-LE-GRAND CEDEX
FRANCE

The relevant sections of the following Europeen Unian Harmdnized standards apply to the listed product(s):
EN 1041

EN ISO 15223-1
EM 150 14971
EN 62366

-
T

Kevin C. Wright

Senior Director, Worldwide Regulstory Affairs
Carestream Health, Ing,

150 Verona Street

Rochester, New York 14608, USA

Telephone: +1-585-627-6878

lssue date: 8 April 2018, Revision T Photachamistry
Carestream Health, Inc. | 150 Verona Street | Rochester, New lork 14608 | Usa




BEREN MEDIKAL PAZARLAMA SAN. TiC. LTD. STi.

|OSB FATIH SAN SIT 38 BLOK NO:3-4 BASAKSEHIR / ISTANBUL

MEDIKAL KAYIT KAGITLARI VE ULTRASON Pnlmmﬁrrum TASARIMI VE URETIMI, YOGUN
BAKIM CIHAZLARI KURULUM, Al VE TEKNIK SERVIsI

PRODUCTION AND SALES OF MEDICAL RECORDECHART PAPERS. ULTRASOUND IMAGING
FPAPERS, INSTALLATION AND AFTERSALES TECHNIQAL SERVICES OF INTENSIVE CARE DEVICES

Tibbi Cihazlar Kalite Yénetim Sistemipe uygun bir sistem kurmugtur.
s extablished that ix in complianee with the M, Deviees Quality Managament Systom Standeand

Sertifika No  : MDIDIO24  Doe of This fertificate / Rev No,
Centificate Mo Sertifika

ik Yayin Tarihi : 19.07.2019  Gorticote Expi
it Dt Yeniden Belgelendirme Tarihi :
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Liihtl
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EC Declarati

EC Declaration of Conformity Class | de

Manufacturer: Ultragel Hungary 2000 Ltd.
Manufacturer's Address: HU 1023 Budapest, Bécsi
Device/s: Ultraseund gals,

Aguaultra Basic

Agusultra Claar

Aquaultra Aloe

HYPERSCAN100

Aqua-VET

Aqua-LUB

Aqua-LLIBZ20

Aqua-LUBS

EC Product Class: Class | in acco

Deciaration of Conformity

Ultragel Hungary 2000 Ltd. declares that Ultrasound ge

Council Direclive 93/42/EEC daled 14 June 1993 and
and it is in accordance with EN 1S0 8001:2008, as
Regulations,

Ultragel Hungary 2000 Ltd. agrees o develop, imple
Quality Management System to ensure continued adeq

Ultragel Hungary 2000 Lid. confirms that no medicinal
the Device Schedule.

Ultragel Hungary 2000 Lid. agrees In EC Council Dird
essentlal requirements and provides capabilities intendk

endanger the patient, the ocperator or other person in

Ultragel Hungary 2000 Ltd. agrees to inform
change to the Quality Management System.

the appoi

Signed by the Ultragsl Hungary 2000 Ltd. designated rag

Name: _Komaromy Balazs

Date: 04.05.2017.

4 1023 Budapest Bécsi it 4.

A1 Lh

bn of Conformity

ices to Medical Devices Directive 93/42/EEC

rdance with Annesx IX, Rule 1.

B e e —

5 listed above conform to the relevant provislons of the EC
§C Council Directive 2007/47/EC dated 5 Seplember 2007
implemented by the Europsan Union's Medical Devices

n;lgnt and maintain a formally-recognised EN 1SO 9001-2008

cy and efficacy,

productsidrugs are incorporatad In any devices covered by

ve B3/42/EEC dated 14 June 1993 appendix meets the
d by the manufacturer. Under normal conditions will not

the (health and safety

ed Notified Body of any planned or unplanned substantial

.\
\“ﬂlrml Hungary 2000 ﬁ:
€3 h.: 1023 Budapes!, Bbew ut
“Adészdm mamwspi-:;mm?l
Ranksz. T‘Jﬂf}ﬂﬂﬂ?-l}ﬂﬂ'ldﬁﬁ

& +36 1278 3050
B www ultragel huy
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