
to the stated dev

MANUFACTURER' NAME AND ADDRESS: Carestream Health, Inc,
150 Verona Street

Rochester. New York, USA 14608

Product List:

Non- X-raY Film, Sheet

DRYVIEW DVB Laser Imaging Film
DRYVIEW DVB+ Laser lmaging Film
DRYVIEW DVB+ Premium Laser Imaging Film

DRYVIEW DVC Laserlmaging Film
DRYVIBW DVM Mammography Laser Imaging Film

DRYVIEW DVM+ Mammography Laser lmaging Film
"End of List"

ion: Class I, Rule I (Council Directive 93l42lEEC' ANNEX IX)
Class I, Schedule z,Part2 Rule 2.1 (Australian Therapeutic Goods (Medical

Devices) Regulations 2002)

Term: 40980. X-ray film, diagnostic imaging, medical non-screen

Device

GMDN Code a

Carestream
conformity with
European
Clause 6.6 of

Scope of Appl

Each kind of

DECLARATION OF CONFORMITY

Ilc., hereby declares under its sole responsibility that the product(s) listed are made in

INEX I, Essential Requirements and ANNgx v[ EC Declaration of Conformity, of the

Community MedicaiDevice Directive, [Directive g3t4ztEEC], and the requirements of

ile 3 of the Australian Therapeutic Goods (Medical Devices) Regulations 2002 relating

All declared products

device to which the Declaration of Conformity (not requiring assessment by the Secretary)

procedures have applied complies with the applicable provisions of the essential principles and the

classif,rcation before being supplied.

AuthorizedRepresentative: CarestreamHealthFrance
1. rue Galil6e
93 192 NOISY-LE-GRAND CEDEX
FRANCE

Issuance date 2,2014 Rev E (DRYVIEW FILMS)
Caresffeam Heal Inc.

Rochester, New York 14608150 Verona
Page I of2



Inc.

ork 14608

7-6528

Inc.
Rochester. New York 14608

2,2014 RevE (DRYVIEW FILMS)

Robert C.

Director
International latory Affairs

Standards APPlied:

EN ISO 13485:201

ISO 13485:2003

EN ISO 149'11:20

EN 980:2008
EN 1041:2008
EN ISO 4O9O:

EN 62366:2008

Carestream
150 Verona
Rochester. New
Telephone

Issuance date

Carestream

Medical devices - Quality management systems - Requirements for regulatory

purposes'tut"ii.ut 
devices - Quality rnanagement systems - Requirements for regulatory

purposes-tut"oi"ut 
devices - Application of risk management to medical devices

Symbols for use in the label

Information supplied by the al devices
eens / films and hard-coPY

ions
engineering to medical devices

150 Verona SEeet
Page2 of2



Certi cate of Registration
QUALITY MA ENT SYSTEM - ISO 13485:2003

Carestream Health, Inc.
150 Verona Street
Rochester
New York
14608
USA

FM 72498

12/20/2002 Effective Date: 10/19/2016 Expiry Date: 0212812019

This is to ceftify

Holds Certificate

and operates a
following scope:

The

imagi

For and on behalf

Original Reg

I his certifi**ie remairs tlr*
A* cl'].tro$ic cs:rf.iiic*te can
To be feaC 1n c$niunitiill

Aflrafiras iieadqila.tefsi B

page: 1 of 2

...making excellence a habi|-

Management System which complies with the requirements of ISO 13485:2!03 fur the,,.,

gn, manufacture, distribution, (integration, instarllation and seMcing excluding film
) of diagnostic image recording devices, photo chemicals, medicat dental ima-ging
information technology software for healthcare information systems and medical

and detection' Manufacture, service, instatlation, and distribution of Dry View printers.
Handling, Packaging and Distribution of pharmaceutical products;

DD*y Df BSI and slrali bs f etufnr,j !ffifiediatJjy l,pon rcqu$:t,
Duti.'enli(iit'e.i online. prrnt*d coobs (ir'r bil varidi:krs ar rvyiw.rx;l$roup.(^i.n/cii{ni}rr

n la:.i s!.i["]0 abts'<i cr *e ettdct]efj apptnciix

9'!up ic::l it-rr., .t2-c50'.tbrlclcate Drlve, Suite &f0, flrr!lcDr1, VA ]0t7,J_601J7 USr\:fCcn s.

BV RoVal Charter

SVP, System Certification and Compliance

A f"lrinbef 0f ihe 8sl Grclp



storage

EC Ce ficate - Full QualiW Assurance System
Directive on Medical Devices, Annex II excluding Section 4

cE 01233

Carsstream Health' Inc'
150 Vercna Street
Rachester
NewYork
14608
USA

In respect of:

The design, and rnanufacture of diagnostic image recolding devices induding

Fmnk Lee, Comollance & Risk Director

First Issuedr Match 1996

99I Assunnce Ult
A rirerilber of BSI

Date: 1O February 2016

By Royal Charter

Expiry Date: 05 March 2021

...making excellence a habitl
Page 1 of 1

systems,
equipment,
the design

on the basls of
93l42lEEC,
the placing on

For and on

of screens and reader systeilr5, medical x-ray films, direct digital radiography
lx,ray systems, dental digitat imaging softyrrare/ dental and rnedical imaging
I medical imaging and FACS Softurare. Those aspects of metrology rclated to
manufacture of dimensional measuring PACS softruare.

examination of the quality assurance system under the requirements of Council Directive
II excluding section 4. The quality assurcnce system meets the requirements of the directive. For

market of class 1II products an Annex II section 4 certificate is required'

of BSI, a Notified Body for the above Directive (Notifled Body Number 0086):

Validity of th;s c€*itit
su Nreillance activitl*s

is c.rnditionnl,on lh* qildllty sysbe.n\ b*hg n13_iltained to tt!* aequirefle h1s 6f the Directivt as dr---------------$+ristrl,fqd

tir( l.lotlfied B{)dl,1'hi. a$pruvirl exrj*{Si*s ail iffidrits desi0n*d tf{l/Gr rnanlfarLurer:! b'y, L}rii'd p8r'rrf .n l€half
naDlFd ofl thi;
'fhis rutiiicate vuas

Infornratlori anC

ilnln5s stncifieally aqr6'd wi$ tlEt
elecircW.ally aod is iround by thp .aflditirns nf iho .,ilti"n{t

: BSi, KitemFriK C{luii; Davy,qv|nue, S.fto\,viilill, l"lil$ril Key{}ca f4K5 SPil Toii J- .i,? Sz[5 t']8D !$00
d, reql:tereti ir fnql*riC under numker 7$05321 ei 3l'9 (hl*wich tiir:h R.;ad, Londoil l.V4 gAL, Ud, regl:tereti ir fn5il*riC under numker 7$05321 ei 3l'9
ot companies,

tiigh F.ead, Londoil l.V4 gAL, UK.



EC ficate - Full Quality Assurance System

involved in services relating to the product covered by:

cE 0L233

10 February 2016

BV Royal Charter

,.,making excellence a habit.

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

List of i g n ificant Su bcontractors
Recognised as

Certificate No:

Date;

Issued To:

Subcontractor:

Systems

Carestream Health, Inc.
15O Verona Street
Rochest€r
New York
14604
usA

2 Hapnina Street
PO BOX 46
43107 Ra'anana
Israel

Analogic
8 Centenniat
Peabody
Massachusetts
01960
u5A

Carestream
1765 The
Atlanta
Georgia
30339
USA

Seruice(s) supplied

Ef€sign
Development
Softivare

Design
Manufacture

Design
Developnrent

Infornation dnd 85,1, $tbmaf{ Cdu.t, DEvy.,\!€nue. Kirswlhjll, f'4ilt+B (eynes l4K5 SPP, Txlr + 44 SSS 08c 90EJ0

65l As$uta{lee ttK
A membei0f 8Sl

d, resistgred iD Engtand undet'number 321 et 389 chis?,,i{[ HiSh Ro]d, t.ondo0 \sJ4 4AL, lJK"

sf Cofial'lies.

Page 1 of 8



EC Cert cate - Full Quality Assurance System
By Royal Charter

.,.making excellence a habitl

Directive on Medical Devlces, Annex II excluding Section 4

List of ig n ifi ca nt Su bcontractors
Recognlsed as

Certificate No:

Datel

Issued To:

Subcontractor:

Carestream
1, rue Galil6e
93192
France

Carcstream Health, Inc.
1049 West Ridge
Rochester
New York
14615
USA

Carestream Health,
1669 Lake Avenue
Rochester
New York
I46s2
USA

inforrnallon dnd CdntEcli
l15l |-en{e UK Limitedr
A nrembef rf 851 eroup of

Design
Development
Manufacture

involved in services relating to the product covered by:

cE 01233

10 February 2016
Carestrea m Health, Inc.
150 Verona Street
Rochester
New York
14608
USA

Service(s) supplied

EU Representalive

Design
Development
Manufactqre

Inc



EC
Dired

ficate - Full Quality Assurance System
on Medical Devices, Annex II excluding Section 4

List of ign ifica nt Su bcontractors
involved in seMces relating to the product covered tly:

cE 01233

l0 February 2O16

Carestream Health, Inc.
150 Vercna Street
Rochester
New York
14608
USA

Service(s) sup,plied

Design

Inc.
Avenue West

Manufacture

Manufacture

By Royal Charter

...makinc excellence a habitl"

Recognised as

Ceftificate No:

Date:

Issued To:

Subcontractor:

Carestream
1964 Lake Ave
Rochester
New York
14515
USA

Carestream
2000 Howard
Windsor
Colorado
80550
USA

C,arestream
8124 Pacific
White qry
Oregon
97503
USA

lnformatiofi .srid
BSI Assufairce UK

ESI, l(itc$aft forir'!, Davy Avehi]g, Siisyvlhill, I'tiilrrl K$/res FIKS 3PF. Tsh 4. $4 S+5 d8o 900t
re$istdted in Efigland under nun'ller 78053?1 al 399 Cfris.#ick High llaad. Lsfld4n \,T,{ 4AL, UR.
Lnm;irntes,A memberolfiSl



EC Ce ficate - Full Quality Assurance System
Directive 93/ on Medieal Devices, Annex II excluding Section 4

List of lg nifica nt Su bcontractors
Recognised as

Certificate No:

Date:

Issued To:

Subcontractor:

CErestream Inc,
Global R & D (Shanghai)
N0.27 Xinjingiao

involved in services relating to the product covered by:

cE 01233

10 February 2O15

Garestream Health, Inc.
150 Verona Street
Rochester
New York
r.4608
USA

Service(s) supplied

Design
Development

Shanghai
mtz06
China

Carestream
5450 Campus
Canandaguia
New York
t4424
USA

Carestream
Hacarmel 34
Star \6kndam
P.O.8m505
2069204
Israel

Iiltbfi*a"ddn iind
85i Alisur?nre UK

Manufacture

Design
Manufacturc

...makina excellence a habitl

BSl, KiiPmarl, Co|lll, Daly AveRtu, Kn,J'dhlil, l.,iilloi: K+r'nes FiKg BPp, Tol: 'F {4.S/+5 i}&O 90I{}
, r*gilttered in Errgland undfr nq*:bei 7$DS32i at 5$9 Chisvick llisb Aa6dr Lon{i$ft !,J4 4AL, UK.
i Canapanies.

Bv Royai Charter

A nle,nbEr ol ESI cioup



By Royal Charter

EC cate - Full Qualiry Assurance System
Directive on t4edical Devices, Annex II excluding Section 4

List of ig n ifica nt Su bcontractors
Recognised as

Certificate No:

Date:

Issued To:

SubconBactor:

Communication &
Canada Inc.
45 River Drive
Georgetown
Ontario
L7G 2J4
Canada

involved in services relating to the product covered blr:

cE 01233

10 February 2016
Carestream Health, Inc.
150 Verona Street
Rochester
New York
14608
USA

Service(s) supplied

Industries Manufacture

Quantum Manufacture
2002-8 Orville
Ronkonkoma
New York
t1779
USA

..-making

In&rm6li0n and c(lntact: Kitdniar* Ccl.lt Davy Aveiue, Kn4r.!,lhill, Milterr Kelne-t l4t{5 f-lpp. Tel: -l $4 *\15 tI}! }fOBg5I As-cufance i..iK Llmlfcd,
A memb€r of 4SI CireuF

ifi fngtand undef nurnb€r 7S0532i ai ]tsg Cilja"iyici( High Road, L$nddi !y4 r,AL, (JX"



EC Ce te - Full Quality Assurance SYstem
Directive

Recognised as

Certificate No:

Date:

Issued To;

Subcontractor:

2Dt2A6
China

Rayco (Xiarnen)
Company Limited

on Medical Devices, Annex II ercluding Section 4

involved in services relating to the product covered byl

cE 01233
10 February 2016

Carestream Health, Inc.
150 Verona Strcet
Rochester
New York
14608
USA

Service(s) supplied

Manufacture

Chuanqiao Road
Zone

Manufacture

By Royal Chartet

..,making excellence a habitl

List of ig nificant Su bcontractors

Rayco (Shanghai)
Company Limited
E,uilding 7, No,
Jinqiao Export
Pudong New Area
Shanghai

308 Wengjiao
Haicang District
Xiamen
Fujian
361022
China

BSI AssursncE UK
Infgnnatlon erld

A m$rnber ot BSI Grililp

BSI, Kitemafk Court, D,]vy Avefl$e/ l(n.]ylhi]l l"lilton Keynes llKs $FP. Te!; r ri4 8,15 $$il 9$$9
, |egisl-Rr'ed in Engtarcl under nurhl.er 7"t1G5321 ai 389 Chir:llic} lcipii Road, Ldnaicii *i4,tAt, l"i.\".



By Royal Charter

te - Full Quality Assurance System
on Medical Devices, Annex II excluding Sectisn 4

Certificate No:

Date:

Issued To:

Subcontractor:

Sanmina-SCI
Medical$rctems
Zone 5, Korean
24952 Maalot
Isnel

ScImage, Inc,
4916 El Camino
Los Altos
California
94Q22
USA

Soluciones Exportaci6n
SdeRLdeCV
Prolongaci6n Otero 408

ZapopanCiudad delSol,
Jalisco
Mexico

Infoniatiot ald {diltaetl
gS! Asu;snce UK Un tted,

ig nifica nt Su bcontractors
invofued in services relating to the product covered by:

cE 01233
10 February 2O16

Carcstream l{ealth, Inc.
150 Verona Street
Rochester
NewYork
14608
USA

Seruice(s) supplied

Design
Manufacture

Design
Ilevelopment
Softrvare

Suite 200

Manufacture

...making excellence a habitl'

51, Kitemaflk co+rt, Davy Avenue, Knolvihilt. t,tilt6n l(i:yfles FtK5 spP, 
.td, 

-:. q4 845 Gt 0 91)a0
fegislered in Fnslsnd und*r number ?$05321 et 389 Chistvich fligh Roed, London W4 r,AL, tiKgcmpaBies,A rn9 6t BSI GrouF



:ate - Full Quality Assurance SiiJiHlil-'
on Medical Devices, Annex II excluding Section 4

gn ificant Su bcontractors
involved in services relating to the product covered by,:

cE 01233
10 February 2016
Carestream llealth, Inc.
15O Verona Street
Rodrester
New York
14608
USA

Service(s) supplied

Design
Development
EU Representafive
l'lanufacture

Recognised as

Certificate No:

Date:

Issued To:

Subcontractor:

Trophy
4 rue F. Pelloutier
Croissy-Beaubourg
77435
France

Varian Medical
X-Ray Products
1678 South Pioneer
Salt Lake City
Utah
84IA4
USA

lr!furmation and Ccnt&.t:

Manufachre

...making

feN\g/ de
l
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RTIFIGATE
17 06 84658 008

ate Holder:

on Mark:

of Gertificate:

rd(s):

Rayco (Shanghai) Medical Products
Gompany Limited
Building 7, No.1510 Chuanqiao Road
China (Shanghai) Pilot Free Trade Zone
201206 Shanghai
PEOPLE'S REPUBLIC OF CHINA

Design and Development, Production and
Distribution of lmaging Systems & AccessoriQs

fSO 9001:2015

The
has
the I

Sta

Page 1

TUV SU

10 Cent

P eabod

USA

Body of TUV SUD America Inc. certifies that the company mentioned above
rlished and is maintaining a quality management system that meets the requirements of
standards.

M2435

2017-06-19

242047-20

Earl Buckmiller
Director, Quality Systems & MS Cert. Body

America lnc
nial Drive
MA 01960

@
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RTIFICATEc
No

201
PE( REPUBLIG OF CHINA

QSs 17 06 E4658 00E

(Shanghai) Medical Products Gompany Limited
ing 7, No. 1510 Chuanqiao Road
(shanghai) Pilot Free Trade Zone

Shanghai

and Development, Production and Distrlbution of lmaging Systems &

(Shanghai) Medical Products Company Lirnited
ng 3, No.1510 Ghuanqiao Road
(shanghai) Pilot Free Trade Zone

Shanghai
S REPUBLIC OF CHINA

and Distribution of lmaging Systems & Accessories

(Shanghai) Medical Products Company Limited
4, No.1510 Chuangqiao Road

(Shanghai) Pilot Free Trade Zone
6 Shanghai
LE'S REPUBLIC OF CHINA

and Distribution of lmaging Systems & Accessories

2017-06-19
2020-07-20

Bui
chi
201

TUV S America Inc.
10 Cen nnial 0rive

, MA 01960Pea bod

USA

Earl Buckmiller
Director, Quality Systems & MS Cert. Body

o
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