
ЕС Certlficate - FuIl Qua
Dlrective 93/42lЕЕС оп Medical Devices, Аппех II excl

No.

lssued то:

medical imа9iп9 and PACS Software. ТЙоsе
,nanufacture of dimengional mеаsчriпg PAcs

оп the basis of очr examination of the quality assurance
93/42lЕЕС, Аппех II excluding section +. The quality aS!
the placing оп the market of class III prMucb iп nnnexit

vil|cil./ 0f 8ris .eftiiicзt€ в rзIrditiohlon ths qlality ýYsiеФ Ьоп, ггаiпiаiп€rj lc
s.rveilian.it a.ti,Jftlcs ofthe tlotil]ed ýоФ, Tlri:j арр!эч.l cxcjLdeiall !,iiic{,фý da
папа,1 cn thls ae(iiiaata, t|пlеý ýpe.jf]call,/ aareed lrjth Bsl,
This cetlflcaie !,!аý issuec elr€Lronrcal{Y and i5 ЬоUпd bv the conditioný.l ihe

llrfolnit0n апС СоfiИсt, Вý1, Say

Date: zor.9-02-

сЕ 0123з
carestream
15о vегопа
Rocherter
New Yоrk
14608
UsA

The design, development апd mапчfасtчrе of (
ýtorage phoýphoa sсrcепs and rеаdеr syýtemý,
systemý,_ dбпЬl x-ray systems iпсlчаlп! лtm, it

Fоr and оп behalf of BSI, а Notified Body for the above

!
Albert Roossien, Regulatory Lead

ln respect of:

Fiг5t Issued: 1996-оз-об

д meabel of &sI €rruр ifcrnpanier.

Section 4

с image_ recording deviceý including
х-rау films, direct digital radiograrhy

' 
medical imaginq еqчiрm€пt, andand medica] imaging equipment, ind

of metrology rеlаtбd to the dБign and

under the requirements of council Directive
System meets the requiremenb of the directive. Fоr

4 certificate is reqlired.

(Notifiф Body NUmЬ€r 2797):

habit]
:1of1

Expiry Date: 2О21-0З-О5

{B M,t

bsi"



ЕС Certificate - Full Qua
Directive 93/42lЕЕс оп Medical Devices, Аппех II

Аssurапсе Syitem

List of Significant Su trасtоrs
Recognised аý being iпчоlчф jп ýervices relating to the covered Ьу:

сЕ 012зз
2о19-о2-27
carestream Health, Iпс.
150 verona stre€t
Rochester
New York
14608
UýA

Section 4

...maktng excellence а habit.'

certificate No:

Date:

ISSued то:

supplisd
Healthcare GmbH

86529
Gеrmапу

Algotec systems Ltd
2 Hapnina street
ро вох 4t
4з107 Ra'anana
lsrael

Апаlоgiс corporation
8 сепtеппiаl Drive
Peabody
Masйchusetts
01960
USA

Ilrioimn.icл jлd cc|liacti as{, Sny BOijdц!, Jchn l,]. Keyntspb]]r 9, ]бб tp дп
8sI Grочр Tie fieИerandl B.v, .e!ýtcr.?] la jhe l\]ethedani1! Uпd;r з32_6128а,

Вч Roval Сhаrtеr

tФi*Цi){в М а

Ke;.*jJ;>.::':.;;" ].

xJrr,).!,.!l .i

А in€m0er c' ý5I GюOр ol coirpal]ii]i.

1of7

bsi.

subconвactor:



ЕС Сегtifiсаtе - Full QuaDirective 9Зl42lЕЕС on Medical Devices, l\niex l]
iф Аssurапсе SiёilёН*

List of Significant Subco trасtоrs
Recognised аý being involved iл services re'ating tiэ the covefed Ьу:

сЕ 01z33
2о19-02-27
carestream неаlф, Iпс.
150 vorona st]aet
Rocheste]
NеW York
1460а
UsA

Section 4

..,making excellence а habit]

сеrtafiсаtе No:

Date:

Issued то:

sч Ьсопtrасtоr:

carestream Hea|th гrапсе
1, rUе Galilee
9з192 NoISY-LE€RAND сEDEX
Fгапсе

Health, Iпс
5450 campus Drive
canandaigua
New York
14424
UsA

carestream Health, Inc.
1М9 West Ridge Road
Rochest€.
New York
14615
UsA

rl.ъidl'оl r,, 
_ 

с( itT'.j ь], Sё. В- JOп.1, Jo. -, м, (г\ ]j-qpkl, 9 l J66 ЕР л1бЪlЫJ,'Р jte N?|lelJ.nd Р,v lес,че,ео -5е Ne,].lle:lacci Lпdеr {]2ýa28L

supplied

бRл|j

rлФ,ж.'-,d.g.,);жyj!"--"J_
<]*{lt а,!9 .i

А i,]епЬff d LJSi Gr р оii:..noн;i+:i,

2at7

bsi.

carestream



ЕС Certificate - Full QuaDirective 9з/42lЕЕС оп Medical Devices, Апiех II

ity Аssurапсе SiJtёН'"'

List of Significant Subco
Recognised as bеing involved in seмces re|ating to the рrо{

certiлcat€ No;

Date;

ISsuф то:

sцbcontractor:

NеW York
14652
UsA

carestream Health, Inc.
1964 иkе Ave
Rochester
NeW York
14615
USA

carestream Health, Inc.
2000 Howard smith Avenue West
Windsor
colorado
80550
USA

r', l .в!^:] а rdco ]lJK Ы, S.ll, 8ll,пlгq J I,л м, (чул,',Jl_J 9, lc56 l,P ДFB<l 'Jrclr Il)pNdn:lb(]i Р,ч,leg,s.,ed, п,. шеti,.паъ Jnc., 
'J?o-iz89.

covered Ьу:

supplied

Section 4

...making ехсеllепсе а habiti

сЕ о1233
2019-02-27
саr€зЬваm Healф, Inc,
15о verona street
Roch$ter
шечу York
1/tбо8
UsA

саrеstгеаm Health
1669 иkе Ачепче
Rochester

^ 
фвirrtsег if asl Grочр of c.lnpancý.

Ра9е 3 of 7
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Recognised as Ъing

certificate Noi

Date:

Issued то;

subcontracto rl

covered Ьу:

ý) supplied

Section 4

..making eХcellence а habit|'

С-аrеStrеаm Health, Inc.
8124 Pacific Ачепче
White city
oregon
9750з
UsA

саrеStrеаm Health, Inc,
Global R & D сепtег (shanohai)
No. 27 xinjinqiao Roa;
shanghai
201206
ch;na

ЕС Certificate - Full QuaDirective 9Зl42lЕЕС оп Medical Devices, Aniex iI

List of Significant Su trасtоrs
involved in services re|ating to the

сЕ 012зз
2019-02-27
caresteam Health, Iпс.
150 vеrопа street
Rochester
NеW YoIk
146о8
USA

& Power Industries
Canada
45 Rive. Driче
GеоrgеtоWп
ontario
L7G u4
canada

]l аiпdпjJ d"d (о, LJctj BSl in} 8, i.1-, ..J,,' 14, Ke!rn(){ r 9 ]('{,,, , Р А.вý -JJ_UL, trёrlфh€папd, B.v. .es,rt,_. J,а п J Mtlelb, d. ,,пор, ,iзr6п28-1,

iý Assurance SiёilёН"'

r-"i
(Ф

],\ rooJo:i,_ýi::-i'.-

А mеfilЬ| ol BsI Gюtrp о' c.nrDa;ies,

Page 4 of 7
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certjficate No:
Datp.

1510 chuanqiao Road
ll) Pilot Frее Trade z

lпlо ъt,Ul Ф.] (оаис в5r 
'rBLllo,1, 

lJn, al,i1,1, 1lс,,q, 106-гРАлбЭl Ь1 uo lla Nehelalds t].v ,cg^re..:] ,r Ii,,Il.t {,].ftJ. Jr,a;, lj:)r28;,А mеaпьрг ol 85] Gtoun ol aofipa,l,€r,

Аssчrапсе SiёЁёН"'

,..making excellence а habit|"

4в пl 1

e\}YBn
ý\ 

'оOзбUiJ 
\,

сЕ о1233
2ot9-a2-27
саrеstrеаm Health, Inc,
15о vеrопа street
Rochester
NеW York
t4608
UýA

covered byi

supplied

ЕС Certificate - Full QuaDirective 9Зl42lЕЕС оп Medical DеИсеs, Аппех II

List of Significant Subr
Recognised as being involved in services relating tc, the

su bcontractor:

сhiпа

1284 south Road
clovelly Раrk
south Australia
5042
AUstralia

Page 5 of 7



сёrtifiсаtе No:

Datej

Iýsued ъ:

сЕ о1133
2о19-02_2r,

саr€strеаm н€аlф, Iпс
150 vеrопа staeёt 

'

Rocheýter
еw York

146о8
UýA

Real, suite 200

Аssчrапсе SЙJЁёН*

...makinq excellence а habit]'

й'#'?

Ра9е б of 7

bsi.

covered Ьу:

9upplied

ЕС Certificate - Full QuaDirective 9Зl42lЕЕС оп Medical Devices, Аппех II

List of Significant SuЬt
Rесоgпisф as being involved in sen,/ices relating to the

sUЬсопtrаФоr:

Rayco

Haican9 District
Хiаmеп
Fujian
з61022
China

Glifornia
94022
UsA

Соmрапу Limiti]d
З08 WепФiао Road



Ву Roval charteг

Issued то:

certificate No: сЕ о123з
Date: 2о19-02-27

оп Medica| Devices, Аппех II

Саr€ýtrеапl H€alth. Inc.
150 vеюпа street
Rochester
Nбw York
146о8
UsA

Аssurапсе SЙs[Ьm

-making ехсеllепсе а habit|"

ir,i+.'*пi<aS

t - l;}'

кg,
)]]-..1}.i

in.cti.trL|l а1.- cont,lcti BSl, Sз, BU ll,г9, ,. ,л 1I ке , ,с,р|-г 9, J,цb Ер А ,

B5l GlJ,,U I1?n]elne ьпо" 8,!, rcg,-(iЙ|п гс п":леrа"* л c.,r lзz,;.lzii,
4 n lепЭсI .'8sI Glo!o Of Ссгrоё,l е!.

Ра9е 7 о' 7

bsi.
ЕС Certificate - Full

List of Significant Su
Recogniýed а5 being involved iп services relating to the covered Ьу;

subcontractol:
supplied

sdeRLdecV
cal|e Anillo Periferico Poniente No, з100
colonia Paвisos Del col|i
zаррап
Jalisco
45069
Mexico

Varian Medical systems, Inc.
X-Ray Productý
1678 south Pioneer Road
salt Иkе city
Utah
84104
UsA



bsi.

This iS to certiry that:

HoldS certificate No:

certificate of Re istration
QUALITY MANAGEMENT SYSTEM - ISO 1 :2016

carestream
150 vеrопа
Rochester
New York
14608
USA

,Inc

Fм 701584
and operates а Qualiý Management System which complies
following scope:

the requirements of ISo 1З485:2016 for the

installation and servicing exc|udinq fi|m
oto chemicals, medical and dental ima9ing

technology software for healthcaЁ
Manufacture, service, installation апd

Packaging and Distribution of

Fоr and оп behalf of BSI:

original Registration Date: 2008-12-2О
Latest Revision Date: 2019-09-24

тп,s'е'l|f(пе'епаiп' the ргоJе.t\, о{ 8sl апс )па|| м lеlU|леd |rппl(!|аrе|J
дг {|еflrопl( cc.liricatc (dп Ьс dLlhcnllGtcd оп|iпе. pnnted (ор,с5 сал ое v;l-[о 

ье read h солjчпсtiол with the $соре аЬоч;;Гйс аttасhеО'арЙлаil

requeýt,
at lrww.bdgroup

Аmег;сds tleadquaters: BSI Gго{rр Дfiепсd Iпс, t2950 Wогldраtе Dlive, sulte
4 Member of Lnе BSI бгоUр ofcomr€nleý.

Ву Rочаi Сhагtег

,!rал-
Stewaft Brain, of compliance & Risk - Medical Devices

Effective Date: 2019-10-0З

Expiry Date: 2022-10-02

Page: 1 of 2

ехсеllепсе а habit,"

Неrпdоп, vA 20170,6007

{ь*

Фffi

pharmaceutical products.

The.design,_manufacture, diStribution, (integratil
products) of diagnostic image recording dеЙеs,
systems, cone Ьеаm computed tоmоgrЪрhу, infti
information systemS апd medical imаЪiпЬ ;;d
distribution of Dry VieW Printers. Stor.ge, Наr



certificate No:

Location

Fм 701584

Саrеstrеаm Health, Inc
150 vеrопа Street
Rochester
New York
14608
USA

carestream Health Iпс.
1600 Lexington Ave. Suite #З56
Rochester
NeW York
14606
USA

carestream Health, Inc,
Smаrt System Technology and
commercialization Сепtеr (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 АчепUе
Rochester
New York
14652
USA

carestream Health, Iпс
1964 Lake АчепUе
Rochester
New Yоrk
14652
USA

original Registration Date: 2008-12-20

Latest Revision Date: 2019-09-24

Th,s .cnif;caи lerna|n9 the шореý of BSI ano !ha|l ф rёUlлсd lmпledlatel,,

^п 
е|еflФпt( lc,t lcale сdп Ье n,ltl}entlфted online, рriлtеd (op:es спп ос v;|

То Ье read in сопjuпсtiол with th€ scope abova or he attacмd oppendlx.

дпrеr.саs HeadquarteБj Bsl Grочр дmеI;са In(,, ,l2950 Worhqate Drive. Sulte
А l4пmмr of lhc BSI Gгоlrр oi comкntes.

dlagnostic image rесоrdiпg device-s, photo chemicalS, medical
dental imaging systems, сопе Ьеаm computed t(lmоЬгарhи
information technology sоftwаrе for healihcare iпrоrйаiiоri'
systems.and medical imaging апd detection, ManUfacture,
service, installation and distribution of Dry VieW Рriпtегs.
storage, Напdliпg, Packa9ing and DiStribUtion ofpharmaceutical products.

The design, manUfacture. distribution. (integratic,|
:nstallatlon and Servicing exclUdln9 film proJuctslof

reqUeýt,
at w!r"r.býigroup,{omlclienLDir

Hemdon, vA 20170-6007 UsA

Registered Activities

stогаgе, Handlin9, packaging and oйribution йгiпisrlео
Devices, and Replacement Parts, the Storage, Напdliп9,packagin9 апd Distribution of pharmaceutical products]

The manUfacture of X-ray detectorS.

The аSsеmЬlи integration and distribution of imal]e

Effective Date: 2019-10-0З

Expiry Date: 2022-

mапаgеmепt systems. The design and manufacture of
caSsettes/ and intensiryin9 and Storage рhоSрhоr screens.
The desi9n, manufacture, service, апd instaliation of medical
x-ray equipment systems, сопе beam computed lomography,
medical imaging systems includin9 software апd ассеsъоiiеi.

The manufacture of dental and medical х-rау film5,
intensiryin9 and Storage phosphor screen chemicals. The
design and development of dental х-rау film systems and
medja used iп medical imaging.

The design апd development of dental x-ray film systems and
media Used in medical imaginq.

rý
F
7-



bsi.
ceгtificate of Re
QUALITY MANAGEMENT SYSTEM - ISO

This iS to certiry that:

Holds certificate No:

and operates а Quality 14апа9еmепt System Which
following scope:

The design, development, manufacture, апd
(such as INDUSTREX digital systems) and а(

Тh,ъrrгt,Гсd!r гсm.l|п5 |h. pIUlF,rv ol B)l апd ýпа,l n/ rr'|,lrnlu ,п-ц.j,,]l.,'} Lбг r?Ied rог lг .Pnflcate сап ое aLthe.rrlcdted опliпе, Pr"ted cop,es зл" ое vit,,
Io Ье lead lп солjuпсhоп rд,tl, tле ýсоре аоочъ пl the dtbиed аррелdll,
IпГоl-пitlоп and Солtасt: 8SI, Кlrcmаrt courl, Dav} Дчеr,r:е, Knowthi|r, r.4r[оr
BSl ьýurапсе iJK Limited. .ф'stered in Engb;d unoer пчmЬег;воsзir ailbý
д lЧеrпЬег of the BSl Gгоцр of соmйпiеs.

Fоr and оп behalf of BSI:

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

Фffiф-

Ву Royal Cha rtеr

саrеstrеаm
150 Vеrопа
Rochester
New York
14608
USA

Fм 5з7916

lstration
1:2015

lth, Inc

With the requiremenb of ISo 9О01:2015 for the

of digital radiography imaging systems
for the non-deslructive testing indUstry.

operating Аssчrапсе - Americas

Date: 2019-10-21

Expiry Date: 202Z-t0-20

Page: 1 of 2

/,i,A
[,/.:х

l:. lE

i'.\1.\

l-

HiOh Road,

ence а habit,"



Certificate No:

Location

Fм 5з7916

фrеstrеаm Health, Inc
150 vеrопа Street
Rochester
NeW York
14608
USA

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

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

The desi9n, development, auпйuС*-*", and seruice of dioital
:з_9l99l9рhу 

|maging syStems (such as tNDUSTREX digitaГ
Sy$ems) and accessories fоr the non-destructive tеstЙg
indu5try,

]|_"._d:r'g" 
апс rчп_чГчсчiБ оЙцБЪ7Б!Б!Lу ..grg

system5 (such as INDUSTREX di9ital systems) апd

Registered ActivitieS

accessories for the non-destructive testing industrv.

9_10_21

_10-20

Раqе: 2 of 2
Thjs (eгtitcate lemdins lhe ploDen) о. BSl апО Sha{l D€ rеful,пеu lnrmedi,rel,
Ал electmnic cet,ficate сап Ье authenticated QnlIE, Prrnted qop,es can эе vil
то Ьс lcad iI, aonJJnctql With the scooe .Ьочс оr i-h" ыti.r,Jo-""*"Jr.- '-'-
IлъImаtiоп зпd contact: BSI, (lteгnark СоUп, Davy Д"еп,-rе. knowlhitl, МПtоп Кgsl дssu,алсе lJK Umlted, Iф|5tered lп Епglапd Uмеr пlrmьы 1805321аt 389
А Meтbol of Llrc BSI Gloup of Сопраппs.



l

!
l

l

l

RR

ЁБ

Rý
яtsЁ

ЁgЁgЁgЁ

2
r'
}-

t

:

б

ý
8

iу ýY
Ei Et'
бt бt

з

Ф
.
5]
а

Еiа:
'l

а
в
3.]

8

бб

с
z
Б

s8
=s-_,,] ..

еа 8Е
Bjz ft'
ЕБ Н:

]]

iE

йýr
аЕ
:ft

а
8
ууо

аý

ý.*

ýё

@i"Tж
* /2а .\'

.н Хl*<'\l

"@J,:"dý1t};1],9,]1_60",1 
-" 

],у

-.ý
Еofr

*оЬ
d

й
3

n
U

о
о
в
9

о

Е

Ф

Е

о

а

а

+

Б

*Е:ар:

ý Rd

^*Е
6. rэ

i:Ф
.jfu

g<ý
;@

a
,* {. ::j

, f,Il
lrýil

I

*:'\

l

])]

а
aI

ý
н
q

Ё

ý
g
&

fr

?
:-,l

ý
ti
Ё
бi

f,

\

I



Е
3

S

ý

dд

}

ý

t

Ф

о]
]

!lý]
дlylel
9lUi
о]

i

ll
Ё]
9]

8i
cl
ilЁiьi
&1F1
;lEl
$i

lUJ
б
ё
ц]Е
dо
-Jш
l,-
L"
Nо
о_и
о
J

|--

F
Lл
u"J

J
N.F(л
(9
lлd

Бя_:фl]

iý

gб
а9 ,l
_s : i;
- у i: -:<Р iýз ё*

сЕ ;яо з:]

U о ----:

jI
li
цi
.ll
у1

5ч 8Ё* 8Ё9 5ý
йrtr $ýЕ ssE а5tr
Ёzв* 9н?" 9z,?" F,,l,
ЁЕЕ} ЁЕFз ЕЁFý Ё$F:

и

8]9
о:

а
Ее

!
Е
€

3
"i

+ý
{. i::

,}
Е,

ý
с
$

ц

ý
8

е.

ý
а
gЕ

ý
{

;J

зЁ

!
d

9
8

Jt
8

ёi

зЕ

а

ýt
*2l

8

9
9
8

r

Е

ý
g

a)

Е

д

)

!

аЕёЁ
ё;.kil
:2r,
Ей Ёd ,й i

iу а9 ау ýуЁ; Ё; *; HiЁi gd pi ёiбY бt s+ б+

8

о.



t
ст
;
:i
6
5s

Fо

в
3

1

+

Еа

?

бзEt
юЕ

,
f,

8я R

lл
_J

8
оlлЕ
d,оJ
lдJ

ЕNоо-
U')

А
J

|-
l.-
U)
lло
J
еFа
ош
d,

з

,iij

$а

ý
8
;а

*

,g
}

-l
р

!i

Е;
ýs

sE

Ёifi

Е
Е
8

в

2i

t

Ф
I
!
!
а

о

fl
ý



саrеýtrеаm Healrh, Inc,, heleby deciaIes that the ргоdцсt(s)Medjcal 
.Dсисе .DiccTive [Бirесriче 9зl42lЕЁс], ANN

I hеrарсчtiс Goods (МфiсаI Dcvices) Regulations i'002, Cl

DEcLARA N oF coNFoRMlry

d аrе made in сопfоппitу wjth:
II Сопfоrmitу AýSessment Рrосеdчrе апd the Aцstlaiian
1.8 of Schedule з.

Мапчfасtчrеr's Name and Adфess:

MedicaI D€vice:

Ploduct Liýt:

Dcvice classification;

GMDN code апd теIm:

ýсоре of фрliсаtiоп

Each kind ofmedical device to which the

Rochester, New Y USA 14608

Х-тау Film, Sheet

т ВТ Filл
Х-гау Blue
Х-пу tsluе
Х-rау
G,RA Fitm

,Т LIRA Filrп
Pediatric

caI9sa€arn Health,
l50 vеrопа Street

G/RА
Ev Film
S FiIm
2000 PIus

МХВ Film
МхвЕ Fikn
/ МхG Film

provisions оfйе essential princip]es. the cla
desip оfйе device until ib fiпаj inspection

lsýUo date:20 маrсh 2019, Revision х
Саг€stгgаm Health, lпG. l 15О Vегопа

Х-rау Film
Grееп Х-rау

Х-rау Filrn
Bluc Х-rау

Filrn WB
ofLiýt-

- Class IIа, IX , Rule lб
- Class IIа, 2, Part 5, Rule 5.4

, Medica] Screcn

St€m has Ьееп applicd complies With the applicablc
the fцll-quaUty-assurance рrосеdшеS at еЙ stage, lгоm [hе

iоп ruIes,
being su]

Film, Shee!

All declared
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