
сЕ 01233

carestream Health. Inc.
150 vеrопа street
Rochester
N€W York
14608
UsA

ЕС Certificate - Full Qualiry Аssurапсе SiёtЁН
Dkective 93/42lЕЕС on Medical Devices, Аппех II excluding Section 4

Nо.
Issued то:

ln respect ofi

The design, development апd mапчfасtчrе of diagnostic image recording devices including
stогаg€ phosphor зсrеепs and reader syýtemý, medical x-ray films, dirёсt digital radiograpl
systems, dental x-ray ýуstеms lпсlчdiпg film, denbl and mёdiсаl imaging еqчiрmёпt, and
medicaI imaging and PAcs software. Thoýe aýPects of metrology related to the dsign and
mапцfасtчrе of dimenýional measuring РДСs ýоftrлrаrе.

оп the basis of очr examination of the quality assurance ýystem Uпdеr the requirements of council Directive
9З/42/ЕЕС, Аппех Il excluding section 4, The quality assurance syýtem meets the requiremenв of the diredive.
the placing оп the market of c|ass III producB ап Annex 1I Section 4 certificate is required.

Fоr and оп behalf of BsI, а Notified Body for the above Directive (Notified Body Number 2797):

ж
A]bert Roossien, Regulatory Lead

First ISSued: 1996-03-об Datel 2019-02-27 Expiry Date: 2021-03-05

сеа itl,
{iB м;

v.l]di& ]rf thls aerliicatc lb col]oiti0nal ct i|\e qua]Ф sYýiem ЬФп9 mainiail]ec ic Lhe reluliEn€ni9 of
slN!.jllar)ff a.t!.Jltles of tlu ýniied i}oiy, ]hl, аррovel cxLlmlc, all prolJl,{ls deýi! eJ and/)l
палеd cn thls co.tlllcate, unless SpeaiaiiIy aqreed wit! BSl.
Th€ .eit,r]cot€ !rаý isý]ed eieclronra]lY nnd is lround Ьу liro .lindit]oia nl th€ L,:,nilв( t.

llfцmatiýn зп3 Сопйсt] ВЯJ Say B{rildinE, JФhп М. K*ylre9plein 9, 10б ЕР Агrslеl фrп, ']'l,]e llФhейпсý
8ýl Grola lhe Neйer|and! 8.v еýir|егеd in The пi,|hPll:n.c lиne: з126,]2ý4
Л пrI}nЬеl оa аSI бmUр of comn niё:j.
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ЕС Certificate - Full Quality Аssurапсе System
Directive 9Зl42lЕЕС оп Medical Devices, Аппех I1 excluding Section 4

Recognised as Ьiп9 involved iп Servlces relating to the product covered Ьу]

certificate No:

Date:

Issued то;

sчьсопtrасtоr:

Agh-Gevaeft HeaIthcare GmЬН
Biirgermeister-Gёtz"str 10
sсhrоьепhаusеп
86529
Gеrmапу

Algotec systems Ltd
2 Hapnina Street
ро вох 4б
4з107 Rа'апала
Iscel

Analogic Соrроrаtiоп
8 centennial Drlve
Peabody
Massachusetts
01960
UsA

Inio.mnucл and сопйсt: gsl Say Вui|dцц, John м. кеYnejp]ein 9, 106ý rР A ];leloanl, тl1e
BsI Grочр TheNethe]lands 8,Ч гсljýеlес in';he Nýherlancý Uпdеr ЗЗ26428{.
д m€mЬеr of 8sI Gюtlр оfсюmрапirs.

service(s) supplied

I)esign
D€чеlорmепt
sofEware

Ву Rочаl Cha

сЕ 012зз
2019-02-27
Саr€strеаm Health, Inc,
150 vеrопа ýhэеt
Rodleýtэr
]{еw York
14608
UsA

--.makinq exce|lence а

i{RMa

JJДiii:i. ]

bsi.

List of Significant Subcontractors

мапцfасtчrе

Manufacture
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]ertificate - Full Quality Аssurапсе SЙёЁё!
9З/42lЕЕС on Medical Devices. Аппех II eХcluding Section 4

Recognised as being involved iп Seмces Ielating to the produФ covered Ьу:

certificate No;

Date:

ISsUed то:

subcontractor:

carestream Health France
1, rче Gаlilёе
93192 NoIsY-LE_GRAND cEDEx
Frапсе

carestream Health, Iпс
5450 campus Drive
canandai9ua
NeW York
lц24
UsA

carestream Health, Inc,
1И9 West Ridge Road
Rochester
NeW York
14615
UsA

irlcrrnrtion and conlaci: BýI. say Вulld]п9, lonn м, rсYпеsрlе]п 9, 1(Бб ЕР Дпrsiсr.]аm. 11lс
ЪlG'o. L' ]ne Nеlrепе. d,, В.и regrteleJ - The N{фе.ъпо1J"оег t]2я2F],
А rпеlфеr зf BS! Gro{rp of (bmpanlýli

DirectiVe

сЕ 012зз
2о19_02_27
СаrcýФсlm HellШt, Inc,
15о vеюпа strc€t
Rocheste]
Nаw Yori(
146оа
UýА

service(s) supplied

EU Representative

Design
Development
l.tan чfасtчrе

...making ехсеllепсе а ha

)f,влt;

bsi.

List of Signiflcant SuЬсопtrасtоrs

ttапчfасtчrе
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ЕС Certificate - Full Quality Assurance Si;tЫfr
Directive 9Зl42lЕЕс on Medical Devices, Аппех II excluding Sectlon 4

List of Significant Su Ьсопtrасtоrs
Recognis€d as bejng involved in services reiating to the product covered Ьу:

certificate No:

Dat€:

Issued то:

su bcontractori

carestream
1669 иkе Avenue
Rochester
NeW Yofk
!4652
UsA

carestream Design
1964 Lаkе Аче
Rochester
NeW York
1,1615
UsA

СаrеStrеаm Health, Inc,
2000 ноWаrd smith Avenue West
WindSor
cOlorado
в0550
UsA

Manufacture

li{irпrat]oi апd coni?ca] &9l, SпY Buiиiig,.}ohn м. кеулеýd€iп 9, 1о66 ЕР Ап sl-eпj*n, тhс
asi Gю!, Т}е Nейý ал{iý В.v. legiýtered lл The NеtЬllапds Undel з32яД.}.
А пепВа| ol aýl crýlР of Соlпрапсс.

service(s) supplied

Design
Development
Manufacture

,..mаkiпg excellence а

сЕ 0123з
zoLg-02-27
Саrеýt€аm H€alфt Inc.
l50 vеrопr street
Rосhеýtg]

еW Yоrk
14608
UýA

{Blt;
+ jl ]0 з4ý/

bsi-
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ЕС Ceftificate - Full Qualiф Assurance Sflёilё
Dlrective 93/42lЕЕС оп Medical Devices, Аппех Il excluding Section 4

List of Significant SuЬсопtrасtоrs
Recognised aS Ьеiпg involved in services relating to the pIoduct covefed Ьу:

certjficate No:

Date:

lssued то:

su bcontractorl

carёstream Health, Inc.
8124 Pacific Ачепче
White cit/
oregon
9750з
[JsA

саrеstrеаm Health, Inc,
Globol R & D cellLer (shanghdi)
No. 27 Xinjiлqiao Road
Shanghai
201206
сhiпа

соmmчпiсаtiоп & Роч,,/еr tndustries
canada Inc-
45 Riчег DriYe
Geor9etown
ontario
L7G л4
Canada

servicQ(ý) Suppliod

tЪýign
Dечеlорmепt

Manufacture

.making excellence а ha

сЕ 01233
2о19_о2-27
Са]€ýЕеаm Неаlfф, Iпс.
l50 verona strёet
Rocheýte]
Nеw York
1.1608
UsA

'{sМа

#-,,ф

ll lo n aL п ог.] (oлiact: ýl j.! I]LllоlпЕ, ),ol,r Ч, кеупеs]ь , 9, ]о66 ip дnrtltrln.l, 1пе
65] G,JLD l1,e Nеlhспа{ч в,Ч lе9l*€,Ld lг ftc tldч;,ъl)с. Jndп ]]2ы28+
А пrcпЬý, of BýI Gюt]р oi coпrpan,es.

bsi"
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ЕС Certificate - ful| Qualiф Аssurапсе SiёtёН
Directive 93/42lЕЕс оп Medical Devices, Апiех ll exct'uding Section 4

List of Significant SuЬсопtrасtоrs
Recognjýed aS being involved in services relating to the product covered Ьу:

certificate No ;

Date:

ISSUф ъ:

subcontractor:

Micro-x Ltd
12В4 south Road
Clovelly Park
soUth AUst.alia
5042
AUStralia

Rayco (shanghai) Medical Products
Соmрапу Limited
Building Z NO. t510 Сhчапqlао Road
china (shanqhal) Pilot Frее Tade z
Shanghai
201206
china

..r'пiillа| ,c,ll .сt: BSl, -]!B,lc,,,,l ,,f , I..((? -,l|c,\o, !б5Fрд1,..\,,,.,,, ,1,1
85) G,LUD Те N{T"e4:rc5 8,ц leg 5te,t,: |, IlP Nеlгrrlаj о. Jn]ýl lJlо4Д4,
л пrёrпьеr cl asl Group of (,fiпрппNs,

servlce{s) supplied

Dasign
ManufactlJre

Manufacture

.'making ехсеllепсе а hab

сЕ 0123з
2ot9-o2-z7
Саraýtrбаm Health, tпс.
150 vеrопа str6€t
Ro€hester
NеW Yоrk
14608
UsA

,fi в l,t а

\- .:

bsi.



ЕС Ceftifica
Directive 93/42lЕЕС оп

certjficaie No:

Date:

lssued То:

subcontractorl

Rayco (xiamen) Medical ProductJ
company Limlted
308 WепФiао Road
Haicanq District
Xiamen
Fцjiап
361022
Сhjпа

sclmage, Inc.
49tб Е| camino ReaI, suite 2о0
Los Altos
california
94о22
UsA

sёrvice(s) ýupplied

Deýign
D€velopment
sofitwar€

,.-making ехсеllепсе а ha

!е - full Quаllф Assurance SflёtЫii
Medical Devices, Аппех ]I excluding Section 4

Recognised aS being invoIved in services felating to the product сочеrеd Ьу:

сЕ 0123з
2oL9-02-27
carýtream H€alfш. Inc.
150 vercna Str€€t
Rochegфr
l{€w York
1460а
Us^

inl!]rrration al.i cф)tacl Bsi, Зау Blrildirq, ]Фhп М. КеYпе!р]еiп 9. 1066 ЕР Aпlsierdan1- T]r!
85I4l.Lг, Th: Nеее,ldгJ, H.v 1-0,J(е,е.l,л тhе Netnejl"1r, J]dir _l]2nq2s4
А оlспlЬ.| cf 8sI GюL]я of com}dnie:t.

{*lt.t

?&,Жil
,,ъ*]0-чj;. " 1.,
l.fi7iГз*,

bsi.

List of Significant Subcontractors

ва9е о ot z



фе product covered byi

certificate No: сЕ о123з
Date: 1ot9-02-27
Issued то:

sчьсэпtrасtоr: sеrчicЁ(ý) suppliad

]

...makinq excellence а

Iпiоглr.tlоп and cantac: BsL say ВUildlпg, Jоtл 
'"l, 

lGynesplein 9l ]066 Е_р дnýtefda]n, The
B5I Grotjý The Neth€dands B,v lýo]ýicred iл The Пetherlands Uпфt ]]?64?84,
i\ п]егrЬеr oi Bsl G|oUp оfСоiпралi.s. а

F
|,L

J,Ti-i!. ]

bsi.
ЕС Certificate - |ull Quality Assurance SiёЁёН1"'
Directive 93/42lЕЕС оп Medical Devices, Аппех II eХcluding Section 4

List of Significant SuЬсопtrасtоrs

Manufacture
sdeRLdecV
calle Anillo Periferjco Ропiелtе No, з100
colonla paralsos Del colli
zapopan
Jalisco
45069
Mexico

Varian Medical systems, Iпс.
X-Ray Products
1678 South Рjопееr Road
salt Lake city
utah
84104
USA

й9е ? p:t 7



bsi.

QUALITY MANAGEMENT SYSTEM - ISO 1З485:2016

This is to certify that:

Ho|ds Certificate No:

Fоr and оп behalf of BSI:

original Registration Date: 2008-],2-20
Latest Revision Date: 2019-09-24

Thiý certiric.ie вmаiпS the рrореф 0f ýI and ýhatl м returned immediately чрол пrqueý,
An electronic certificate сап Ьо auahenti.ntod Qд!i!g, Print€d copies сап ь v;lidated at'wvnt/.býi9гoup,
То Ье rcad iп conjunction with the ýсоре abo.r'e or Йе attaфed appendix.

Americas tleadq,JarteБ: gSI Group Ameri& lnc,, t2950 Worldgate Drive. suite ВФ0, He.ndon, vA 20170"б007
А МеrпЬеr of ihe 8SI бrочр of comйnieg.

@

Ву Roya cha rtег

Certificate of Registration

carestream Health, Inc
150 vеrопа Street
Rochester
New Yоrk
14608
USA

Fм 701584
and operates а Quatity Management System which complies With the requirements of ISo 1з485:2016 for
folloWing Scope:

The design, manufacture, distribution, (integration, installation and servicing exc|uding film
products) of diagnostic image recording devices, photo chemicals, medical jnd dепtаl"imа|iп9
sy_stems, сопе Ьеаm computed tomographи information technology software for hеаlthсай '
information Systems апd medical imaging and detection, Manufaciure, service, installation and
distribution of Dry view printers. storage, Handling, packaging and Distribution ofpharmaceutical products,

,/ Ь dr,c*.
Stewart Brain, Head of compliance & Risk - Medical Devices

Effective Date: 2019-10_0з

EXpiry Date: z\2z-r0-0z

Ра9е: 1 of 2

..making ехсеllепсе

\,,
l;

бR

habtt"



certif]cate No:

Location

Fм 701584

Carestream Health, Inc
150 Vеrопа Street
RocheSter
NeW York
14608
USA

carestream Health Iпс.
1б00 Lexington Ave. Suite #356
Rochester
NeW York
14606
USA

carestream Health, Inc.
Smart System Technology and
commercialization center (STc)
5450 campus Drive
canandaigua
NeW York
L4424
USA

carestream Health, Inc
1049 West Ridge Road
Rochester
NeW York
14615
USA

carestream Health, Inc
1669 Lake Ачепче
Rochester
NeW York
14652
USA

carestream Health, Iпс
1964 Lake Avenue
Rochester
NeW York
14652
USA

original Registration Date: 2008-12-20

Latest Revision Date: 2019-09-24

Тhi5 ceairf]caa* Iе,паiлs tha рФреrt/ 0f BSl atd shal| Ье гetuliod imlnedintel} !роп requl:ýt,

^r 
с|есl_фпiс .t|,iifi{ate can Ьс aL{herrlaalijo опliпе, Ргiпtoс' acp]es (а!] ix] Vnli(lal.ac ilL !1,9rw

То э€ lead in сол],]псtiоп with the ý(оре above cl |he attn(hed append]x,

RegiStered Activities

The design, manufacture, diStribution,
installation апd servicing excludin9 film prodUcts
diagnoStic imа9е recordin9 devices, photo
dental imagin9 systems, сопе Ьеаm computed
information technology sоftWаrе for healthcare
systems and medical imagin9 and detection,
service, installation and distribUtion of Dry VieW
storage, Handling, Packaging and Distribution of
pharmaceutical products.

Storage, Handlin9, Packaging and Distribution of
Devices, and Replacement Раrts, the Storage,
Packaging and Distгibution of Pharmaceutacal

The manUfacture of Х-rау detectorS.

The аssеmЬlи integration and distribution of
mапаgеmепt Systems. The design апd
cassettes, and intensirying and storage
The design, manUfacture, service, and
х-rау equipment systems, сопе beam computed
medical imagin9 systems including software and

The manufacture of dental and medica! x-ray
intensin/in9 and storage phosphor Sсrееп
design and development of dental х-гау film
media USed iп medical imа9iп9,

The design апd development of dental х-rау
media USed iп medical imaging,

Effective Date: 2019-10-03

2022-

sсrеепS.
of medical

SystemS and

,/ý
t

Аmеriсаs Headqua*eБl B5I Gloup funerica ln(., ],2950 Wo.|dgate DrМе, sLlite 800, Herndon, vА 20170-6007 USA
А Member оl the BSI Grо{]р of СсtmЁпiеý.

/*"

lr"
х
х}

xJ 
'J 

,l.t ,{ rl

Expiry Date:



bsi.

QUALITY MANAGEMENT SYSTEM - ISO 9001;2015

ThiS is to certini that:

Holds certificate No:

Fоr and оп behalf of BSI:

Thiý cerlrficale remainý }rc pюpelty of BSl апd ýhall he ftrturnod irnlnмiate|y tlрOл requgsl.
Ап electroni{ certificate сап Ье authenticated Qд!iдg. Printed copies сап Ье validatec at W\tW
'rо Ье read iл coniLJnctioл и,ith the ýaоре аЬ!€ or lhe attached арр€пdiх, \
lпГ,оImаtiоп бпd Сопtа(i: BsI, Кilспаrk corrrl Da\ry дчепrе, Knowlhilt, lЧiliоп Ktiyoeg мК5 8РР- Tel]
BsI ЬsurапФ UK Limited, rфistered in England tlnder пOmЬег 7805З21 бt ЗЕ9 chis}^r'(k l,]'gh Road,

original Registration Date: 2008-07-17

Latest Revision Date: 2019-09-24

Фф#
А lЧеmЬе. of lhe BsI Gючр of СOmрапiеs,

псе а habit]

Certificate of Registration

фrеstrеаm Health, Iпс
150 verona Stгееt
Rochester
NeW Yоrk
14608
USA

Fм 5з7916
and ореrаtеs а Quality Management System which complies With the rеqчirеmепБ of ISo 9001:2015 for
following Scope:

The design, development, manufacture, апd service of digital radiography imagin9 systems
(such aS INDUSTREX digital systems) and accessories for the non-destructive testing industry.

; chief operatin9 Аssчrапсе - Americas

Date: 2019-10-21

Expiry Date: 2022-10-20

Page: 1of

Сhаrtеr
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certificate No:

Location

Carestream Health, Inc
150 Vеrопа Street
Rochester
NeW York
14608
USA

carestream Health, Iпс
1049 West Ridge Road
Rochester
NeW York
14615
USA

Fм 5з7916

Registered Activities

The design, development, manufactu.e, апd
radiography lmaging systems (such aS
systems) апd ассеssогiеs fоr the
indUstry

The design and manufacture of di9ital
systems (SUch aS INDUsTREX di9ital systemS)
accessories for the non-destructive testing

imaging

original Registration Date: 2008-07-17

Latest Revision Date: 2019-09-24

Th;6 (1triI.a|e iefiailrs th.] pi,oo.:n,/ ol l]ý1 ,n,J shall Ь. Ie|LI,:]..i iпrlф]nic., ])i,r] 1(,].]L](.,l.
An вl€Фrопiс aertificate can Ье aulheвtiaated оп|iпе, Printed copieý сап с€ validatec ai

10-21

То Ье reod ir] conillnctiolr g]ith фе ýсо|}е above or the attached appcndix, \1

InioImat.on and contact: BsI, Kiteilark court, Davy Дчёпче, Knowlhill, Mllton Keynes МК5 ВЙ
BS1 Аssчrфл<е UK Limited, rфaýtеrеd in Епglапd trnder пчmВr 7805З21 at З89 ch'ýy,/ick High
А МеmЬеr of Lhc BSI Gгоuр ofcompanies,

10-20
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