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DATE DESPRE PARTICIPANT

SA "M_INTER-FARMA"
Strada GrепоЬlе 23, mчп. Chiginйu, Моldочд MD-2025

1003600005263

о207934

Саmеrа inregistririi de Stat, Chi9inбu

12 mai 1994

SA ,,м-INтЕR_FлRмА"

904-005,904-00б

904-007,

дпаtоliе@miпtеrfаrmа.md /nina@minterfarma.md

www.minterfarma.md

societate ре ac{iuni, privatД

Morozov Маriа

пч

1б

9

inzestrati

мDз 7EN00000 00222 452 468 45

вс "ENERGBANK" SA

ENEGMD22

Str.Tighina 2313, mчп. Chiginiu, Republica Moldova



АGONlгlА
DEPARTAMENTUL iNRЕGISТRДR

{,
vIclr PIJBLlcE

ýI LICENTIERE А UNITATILOR DE D

148966.

пr l din 19 octombrie 2007

ExTR{S
din Registrul de stat aI реrsоапеlоr juridice

Nr. 413433 data 27.05.2019

DenumiTea complet5: SOCIETATEA РЕ AC]'IUNl "M-INTER-FARMA".
Denulrlirea prescufiata: "M-INTER-FARMA" S.A.
Fоrmа juridicб de organizare: Societate ре ac{iuni
Numirul de identificare dc stat gi codul fiscal (IDNO): l003600t)05263
Data inregiýtrбrii de stat: 12.05.1994
Modu] de constituire: поu сrеаti.
Sediul: MD-2028, str, GrепоЬlс, 23, muп. CHlýINAU, R. MOLDOVA.
Obiectul principal de activitate:
1. Practica rned iсаli
2- Соmсrlчl cu гidiсаtа al ргоdчsсlоr agricoIe brute 9i апimаlсlоr vii
З, Come(ul cu аmапчпtul al proditsclor Гаrmасеutiсе
4, Come4Lrlcu lidicata al рrоdusе]оI fагmасечtiсе
5. Actiуitatea farrnaceuticit
6, Alte acTivitali de asistcnJi Inedicali
7. Сопlеr|ul cu anlanuntul iп magBzine nespecializate, cu vinzare ргеdоmiпапtd de ргоdusе alimentare,
Ьбчluri ;i produse din tutun
8. Pгactica stomatologici
9. Соmег9чl сu ridicata al раrfurпuгiLоr 9i produse]oI cosmetice
10. Importu], fаЬriсагеа, comercializarea, asistenla tehnicd gi (sau) reparalia dispozitivelor rnedicale 9i
(sau) а opticii

articoleIor ýi рrоdusеlоr chimice de mепаj.

Capitalul social: 5160000 lei,
Administrator: MOROZOV MARIA, IDNP 0970208486488,
Actionari, conform registrulului actionarilor "M-INTER-F.d,

prezentul extras este eliberat iп temeiul ап.34 al
privind inregistrarea de stat а persoanelol jчгidiсе ýi
datele din Registrul de stat la data de: 27.05.2019.

or individuali ýi сопfirmtr

Ion IДЕRLIСI

Legii
а intr

ж
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Апеха пr.7.2 la Iпstrчсtiцпеа
арrоЬаt' prin ordinul IFPS

пr. 400 din 14 martie 2014

сс 04 АЕ

CERTIFICAT

din
от

06.12.20l9

privind lipsa sau exiýtenta restantelor fа{й de bugetul public national

Nr.
Ns

А1947з98

1. Destinstia / Назвачение

AGENTIA SERVICII PIДLICE

2. Date despre coutribuabil / Информация о н.tлогоплатеJrьщике

Dепчmirед
наименовани9

codul fiзсдl /Numlrul de lden(illcrre
Фискальньй код / Ццекпrфйкационный номср

лRмАs.л. l00360000526з

Adre$ sЕdiului de bnzd (strrds, вчmlrчl) codul. Ddпчmirса locrlitбlii
Адрес ос8овного месторасположения ýлича, яомер) Код - Ндимено!авие uасеJI€нного aryнкта

w.2З l3O-SEс,cENTRU

3. Ateýtarea lipsei sач existentei restantelor сопfоrm datelor sistemului Informational Automatizat /

Подтверждсние отсутствиJI или наJIшчця недоимки согласно данных Информационной автоматизиРОванНОй
системы

La data emiterii prezentului certificat геstапtа faIa de bugetul public national constituio/ На даry
выдачи данной справки недоимка перед национальным публичным бюджетом составляет:

0,00 lеi/лей.

-zrz"-- viorica cAus
Nuп!Ь { рппчп.rrФш,лш пrd

al contribuabilului7 06.12.2019 ora 1З:07:11
(Мопitогчl oficial 72-77З99, 28.0З,2014)

NoTA (0,00)

_",il
'а"_ф ----ft-d

|,аХ_о t оо t в1 '
хх( оЕ sтд1 :

ffiя

Este extras din Slstemul Informational al sFSýý
cu aplicarea prevederilor pct, 82-83 0rdin IFPS nr.400 d

,l



Dесlага}iа privind conduita etici gi

пеimрliсаrеа in pгactici fгацdulоаsе 9i de согчреrе (F3.а)

[Ofertantul уа sеmпа si va iпсludе асеаstd declara|ie iп oferta depusd. Declara|ia sеmпаtd va fi
de аsеmепеа iпсlusd iп coпtractele ofertaп|ilor cistigdtori. Nu se yor perпite пodificdri iП

formatul formularului, precum si пч se yor accepta iпlocuiri iп textul acestuia.]

Data:19.12.20l9

LD nr. ocds-b3wdol -MD- 157624801364l

Саtrе: IMSP Spitalul de Psihiatrie Balti

'M-INTER-FARMA"SA сопfirmi prin рrеzепtа сi:

l. Nici unul dintre angajalii, companionii, agenlii, aclionarii, consulИnlii, partenerii nogtri sau rudele sau

asocia{i ai lоr nu este in rela(ii саrе аr fi putut considerate са un conflict de interese, conform

пгечеdеrilоr din documentele de аtriьчirе.
2, in cazul iп саrе vom afla despre faptul unui conflict potenlial. vom rароrtа imediat informaJia

respective catre autoriИtea сопtrасtапй,
з. Ni;i unul dintre angajaJii, companionii, agentii, acJionarii, consultanJii, partenerii noýtri Sau rudele sau

asocialii ai lоr nu а fosi angajit in practici de соrчреrе, еsсrосhеriе, соmрlоtаrе, constringere sau alte

practiji anticoncurenliale in рrосеsul pregatirii ofertei din cadrul рrеzепtеi licitatii, сопfоrm

рrечеdегilоr din documentele de atribuire, punctul IPOl0.
4. in lеgdturё cu рrосеdчrа геsресtiчб de liciиlie 9i сч orice contract саrе, evenfual, ne va fi adjudecat са

rеrчйаt al acesieia, пч au foit, nici nu чоr fi efectuate nici uп fel de pleli сrtrе angajalii, companionii,

agen{ii, ac{ionarii, consultanlii, рагtепеrii9оqtri sau rudele lоr, саге sint implicaJi iп achizilia publici,
impIementarea contractului 9i

Semnat:

contractuale in пчmеlе autoritalii contractante.

Nume: Palii Nina

Funclia in cadrul companiei: jurist

Denumirea companiei: "M-INTER-FARMA' SA



саrеýtrеаm неаhh, lлс,. hеrеЬу declaгeý_thatlhe product(S) list9d аrе made in conformity wiф:Medical Device DiTective [бircctive 9Зlа/ЕЁq, дПliвi л-i""БЙirу дssersment ргосеdчrе and thc дцýtrаliапТhеrарсчtiс Gооds (Medical Devices) Regulutio* ZЪОi, ёr"чr.-i.Йi"iЪdr" З.

DECLARATION ОF CONFORM|TY

Стеýtrýаm Health, Inc.
l50 vегопа ýtгееt
Rochestol, New YoTk, USA 14608

x-ray Film, sheet

х-оМАт Вт Filл
Medical Х-rау Blue / МХВ Pilm
Mediaal Х-rау Blue / МХВЕ Filn
Medical x-ray Grееп / МХG Film
т-МАт G/RA Film
Т-МАт URA Filrп
INSIGHT Pediatric Filln
INSIGHT тhоrасiс Film
X-sIcHT G/RА Fibn
MTN-R EV Fitrn
MIN-R S Filn
MIN_R 2000 Plus Film
L Сrе€п Х_ruу Film wB
НG Gr€еп X-ray Film WB
Grееп Х-гау Pilrn WB
Full Blue Х-гау Film WB
Маmmо Film wB

-End of List-

EuTope - Class IIа, ANNEX IX , Rule lб
Ачýtrаlъ - Class IIа, Schedule 2, Рм 5, Rule 5,4

40979. Medical х-rау film, sсrосп

All declared producb

Each Нцd ofmedical device to which the quality-management
provisions ofthe essential рrjпсiрlеs, thе ciassidcation iules, аl
dеsф ofthe device untii its final inspection before being

Мапчfасtщеr'ý Nsmе and Addrcssl

Medical Device:

PToduct List:

Device Classification:

GMDN Code and Теrm:

sсюре of Application

with the applicable
pTocedures at each Stag€, frоm the

тмр_000066-А(с)
РАGЕ 1 of 2

bsuo date: 2о.маrсh 2019, Revision Х (X_ray Film, Sh9et- Ci!
саrе8trgаm н9аlй, lпс. l 150 vеrопа Strвet I Rochester New Y



certifi€d to EN Iso 1З485 Ьу
BsI No. FМ ?0l584
BSI No. FМ 507315
DNV No. 245266-20I7-ДQ_USA-NA_PS Rev. l
BSI No. FМ 4614l
ТW No. Q2N l? l1615000O5

вritьh Stand0rф lnýtitme, BýI (2797)

BýI ceЁificate NчmЬеr СЕ 01233

Eutэpean Notified

тhе rclevont sections

EN ISo l497l
EN 1041
EN Iso l522з_l
EN б2з66

DirectoI, GlоЬаl
саеStгеаm неаlф, Iпс.
150 vеюпа Strcct

Represenиtivc: СахýýffоаmНеаlйFrалсе
1, rч€ Gаli[ёе
9з l92 NoISY_LE-GRAND cEDEx
FRANcE

the following European Union t{armonized standards apply lo the iisted pтoduct(ý):

ьýче date:20 March 2019, Revision Х (Х-rау Film, Sha9! Сlаýs lla)
сагеstrcаm Health, lпс. l 'l5o vеrопа Street lЁocheýter, NeW York 1абоs I USA

тмр_000066_А(с)
PAGE 2 of 2

Quality-Management.System



DECLARAT|ON OF CONFORMITY

Сцоýtrеаm ll€аlth, Inc,, hФсЬу dcclaTeý thдl atc prcduct(s) liýted аrс made io aonformity йth:
Medical Devicc Diгectivc [Directive 93дzЕЕс], ANNEX vll confQrmity Дsýсssmепt Рrосфчrе апd thc дuýtmtiапТhаарсцriс Gооф (Mcdic8l Dсйсеý) Regulations 2002, Сlачsе 6,с oiiJrrcaorc з,

Manufacturel'ý Name snd Address; cerestream Hcalth, lnc,
150 Vеrола StTect

мфiсаi Device:

Plodlct Liýt:

Rochcýtcr, Ncw Yо*" l"lýA 14608

Mc{tical llnФiog photoproccssing Dcvices - plюtochcmicals

chcmiýtry uscd to devclop оr fix thc imagc ап mtdical and denlal X.ray Гllmý:
GВХ Dcvelopel and Rcpleniýbel
GВХ Fiхег and Rcplenisheг
GВХ Twin Pack
Х,ОМАТ МХ Fiхег aOd Rерlепiýhсr
Х-ОМАТ МХ Dелеlокг and RepIeлishcr
READYMATIC Dcvclopcr апd i,cplenisher
RFADYMATIC Fiхсг asd Rcpleniýhe.
READYMATIC Сhеm Pack
RP Х-ОМАТ Developer апd Replcnisher
RP Х-ОМАТ Lo Fixcr and Rcplcnisher
Х-ОМАТ ЕХ II Dcvcloper and Rсрlспiýhсr
Х-ОМАТ Dcvelopcl starter
Х-ОМЛТ LE- Devcloper апd Rерlелlshег
х-оМАт LEr- Fixcr and Rео]епishеr
CAREýTREAM DENTAI- i-rау Monobath
САRЁsТRЕАМ DЁNIAL Х_ву Developcr
CARESTREAM DýNTAL X_rBy FixeT
Rapid Ассачs Twin Pack
Rapid Acccýs Dсчсiореr
Rapid Access Fixer

Device Ciassification ;

GMDN Code ald тсrm:

XCIJ Dcvclopcr and Replcnishcr
ХС, Fiхсr and Rсрlепishсr
ХРЕ Dсчеlорсr
ХРF Fixcr

-nnd of List*

Елlоре - Сlаss l, ANNEX Ц, Rule
Australia - claýý l, ýchcdule 2, Pan

41009 Radiographic film proccssing

1

2,

4l008 Radiographic film processing сhепriсчГ

|SsUe dat9 8дрril2018, Revlsion т Photoahsmisrrv
Саrовtrеаm НеаlИ, lпс, l 

,15О vе.ола Strset t ПЙЬstеi, riei Yоrk ,]46О8 
| USЛ

тмр_000066"А(с)
рАGЕ ] в1 2

1д R,t}



ýсоре ofApplication All declfied pIoducts

93l 92 NoIýY-LE-GRAND cEDEx
FRANcE

тhс rclevant ýcctioný oftho Гollowin8 ýчrорсап t]nion Нагmопiz9d ýtапdагdý аррlу to thc liýtф
B}i l04]
E}i Iso ]5223_1
ýN lso 14971
EN 62366

Ксчlл С. wright
ýспiоr Director, wo dýidc Rc8llalory AlTaiý
саrеýrеаm l{ealth, Inc.
l50 Vеrопа Streot
Rochestcr, New Yогk 14608, tIýA
ТеlФhоDс: +1_S85-627-6878

iýsче dale: 8 April 2018, Revision Т Phot iýiry
Са,езtraаm Hoalth, |пс. l150 Ve.ona Street lRoches er, NeW York 14608 l USA РАGЕ 2 of 2

рrоOсdчrеs
Ьсiоrе bciug



bsi.
Certificate of Registration
QUALITY MANAGEMENT SYSTEM - ISO 1З485:2016

ThiS is to certify that: Carestream Health, Inc
150 vеrопа street
Rochester
NeW York
14608
USA

HoldS certificate No: Fм 701584
and operates а Quality Management System Which complies With the requiremenb of ISo 1з48s:2016 for the
following scope:

The.design, manufacture, distribution, (integration, insta||ation and servicing excluding film
prodUcts) of diagnostic image recording devices, photo chemicals, medical jпd dental-imaging
systems, сопе Ьеаm computed tomographи information technoiogy software for hеаlthсай 

-
information Systems and medical imaging and detection. Manufaciure, service, installation and
distribution of Dry view printers. storage, Handling, packaging and Distribution ofpharmaceutical products.

,/ м {ra-*,
Stewaft Вrаiп, Head of compliance & Risk - Medical Devices

Effective Date: 2019-10-0З

Expiry Date: 20z2-L0-02

l@
(-_arrg!!ý! -)-

Fоr апd оп behalf of BSI:

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

Thlscenirlcare rепа{п, ule oюреrtу of 8sI апd shall Ье геfurпеd lmmedlateЙ
Ап ele.tronic certificate сап Ье althenticntod Qд!iоg. Printed c0pieý сап Ье validatф at'\a/.W\t,bsigгoup,con,/clienlD]IectorY
То ix read in (onjunction With the ýсор аЬоче ф ftе аttасh€d appendix,

Аmеriсаs ljeadquarteý: gSI Group Аmеriса lп(., 12950 Woddgate Drive, suite 800, Неrпdол, vA 20170-6007 UsA
А plember ol thе lýl GlоUр ofcornpanies,

Ра9е: 1 of 2

excellence а habit"

Вч Royal cha rtег

./+

?-



bsi-

Nо,

Issued Toi

In respect of:

The deslgn, dечёlорmепt and manufactur€ of diagnostic image r€cording devices including
ýtorag€ рhоsрhоr sсrеепs and rеаdеr syýtemý, medical х-rау filmý, dire(i digital radiografhygystemý,. dental x-ray systemý iпсlчdiпg film, denЫ and meaical iЙаgiпg eфipment, iпа'
mediтl imaging and pAcs software, Those aspecý of mеtrоlоgу relateJto iьё aesijn ana
mапчfасtчrе of dimenýional mеаýчriпg pAcs software.

оп the basis of our e€mination of the quality assurance system under the гequirements of counci' Directive
9Зl42lЕЕС, АППеХ Il excluding Section 4. The quallty assurance System meets the requirements of the directjve. Fоr
the placing оп the rrвrkеt of class III ргоdчсЬ ап Annex II section 4 certificate is required.

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

ж
Albert Roossien, Regulatory Lead

ЕС Certificate - Full Qualiý Аssчrапсе Si;tё'Ёi"'
Dkective 93/42lЕЕС on Medical Devices, Аппех II excluding Section 4

сЕ 012зз
Саr€ýtrёаm Health, Iп€.
15о vеrопа Street
Rochёstar
Haw York
14608
UsA

Date:2019_02_27 Expiry Date: 2021-0З-05

.,.making ехсеllепсе а habit,'
Ъgelof1

nanti on thi. ae.ti]ca|., l]лlе55 9pe(incai', rqreed ,r'tn 8ýl.
Thls сефfiсаtе !r,al iliglеa olect onically аlх] js tlo0nd Ьу ý]o ccndltlons of the сопlгасl.

lrfo natii}n_and Сэпtа.ii аý. ýэу Bt, dinc, John м. кеуrеsоl€]l 9, 10tjб lР дmrlеmпm, T|-e i,Ieфeilaflc\ lil l ]i ]с ]аФ 0780БI Grсu' -ilre 
Nelher]nn jý B,t tgi1..ч.ed in The ýstire!Ыar Uldel З]26rt2s1,

.1 п ^rri: n or t} I .;,oLp oJ { 1,:i.l ,\

Fiгst ISSued: 1996-03-06

/



сЕ 01233
2019-02-27
Сs]вstrеаm Health, Inc.
150 vеrопа strcet
Rocheýtэr

оW Yоrk
146о8
UsA

List of Significant Subcontractors
Recognised as bеing involved jn services relating to the product covered Ьу:

cert'ficate No:

Date:

Issued то:

schrobenhausen
86529
Gеrmапу

Algotec systems
2 Нарпiпа street
ро вох 4б
43107 Rа'апапа
Israel

Апаlфiс Согроrаtiоп
8 centennial Drjve
Peabody
MaSsachusetts
01960
UsA

i.t.гnёlr.пdI,1cJr]:-:t85i,n!]'}uL],,,.,]Ll'll,KРvn*i)lai09-106f|[pдl]irt(.1,ca]n,.].lOl{arirr,]d;]]ý]al] iJ1 ;0 },1lin],t1,1я( a,, U I5-\{",lU ! с, L,'..,j.,,.1,..,: ,,.,, .l.,(| c!i,n1,,.t.d atl!,l,!r
д ntmi}*-r.l8sI Git!р of conrpaniёs,

Dечеlорmёпt
sоrtwаrё

,.making ехсеllепсе а habit."

Ра9е 1 of 7

bsi.
ЕС Ceгtificate - 

Iу!! Quality Аssurапсе siёЁёНDirective 9Зl42lЕЕС оп Medical Devices, Aniex ll excl'uding iйiоп +

Вч Rovdl charter



Directive

Certificate - Full Quality Аssurапсе SiiёtёН"'
/е 9З/42lЕЕс оп Medical DeViceS, Аппех II excluding Section 4

certificate No;

Date:

Issued то:

su bcontractor:

сЕ оl2зз
2о19_о2_27
ca]€rtraam Health, Iпс.
150 vбrcпа stlъвt
RoChsgter
1{€w York
14608
UýA

List of
Recognised as being involved in seмces relating to the prфuct covered Ьу;

service(s) supplied
carestream Health France
1, rUе Gаlilёе
9з192 NoIsY-LE_GRAND сЕDц
Fвпсе

саrеStrеаm Health, Inc
5450 campus Drive
canandaigua

r4424
USA

West
Rochester
NeW York
1б15
UsA

.,,makinq exce|lence а habiti

bsi,

свrеstrеаm

мапчfасtчrё

Intlrmatioi, aIr. contacii 85l. а]} бirilalnlJ, .]oin I,], l,c/,l95ple,li 9/ 106б Ер дflý,.rJ.lл, Ihc No|leLic])d! lil:qs| G,,",p т\a \et, e'ij ,о, Е,Ч 'egl{e,ei, , Чр N(IhrrrпоL Lnde, JJ2D42и,
Д пtmЬеr of BSI G,э\lр ol Соmрагrtýs-



!е -, full Quality Аssurапсе SiёilёН"'
Medical Devices. Аппех II eХcluding Section 4Directive 9З/42lЕЕс on

Сэrеstlеаm Health, tnc,
l50 vе]опа street
Rо€hеstе]
NеW York
t4608
UsA

service(s) ýupplied

List of Significant Subcontractors
Recogni5ed as bejng involved in services reIating to the product сочеrеd Ьу:

certifrcate No]

Date:

Issued то:

subcontractorl

сЕ оl2зз
2oL9-02-27

СаrеStrеаm Health, Inc.
х669 иkе АчепUе
Rochester
NeW York
14652
UsA

Design
Development
мапчfаGtч]е

СаrеStrеаrп Health,
19б4 Lake Ave
Rochester
NeW York
14615
USA

Windsor
соlогаdо
80550
UsA

]]r{ol,iatioп anc conlaci] Б5l, Яу allilnlгlq, J.,hn |Ч. KcyI lсар{еir 9, lФjб ЕР дгl9!е.сlн,п, -lhe 
i.Jetne: la]jcs Tet: .] Э 1

lr5l a]!.Jp lhe NеtПаiёлas п.!, legiltlred |n Thc lletiellaлas rJncler 3З26.12в4.
Д т гЬ.r Of tsSi G.t,"p J ( o|1l 
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Inc.
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Avenue West

Manufactule



certincate No:

Date:

Issued ъ:

sчьсопtrасtо r:

сЕ о1233
2019-02.27
Саr€ýtrеап Healtfi , Iпс.
150 vеrcпа stroet
Rocheýte]
New York
t4608
usA

servicB(s) ýuppliod

carestream Health, Inc.
8124 Pacific АчепUе
White cty

Manufacture

201206
china

No.

canada Iпс.
45 Riчеr DriYе
GеоrgеtоWп
ontario
L7G л4
фпаdа

,-makinq excelience а habitl

lnaomitlon ппd Сопlэ{i: Вý/ ýrу 8t"jldnli, John и. Keynespieijr 9, ]066 iР дm9t-"r.jапr, l1re Nejre,lвn.ý 'ael: r ,]]
Вý (]rcup T]re l]ethcdand5 8.V. rcglstalcd in Tlrc Netirells!]dý llnder 3З26.|2В4,
А erirbel gl ý] G|очр ol ccmpanieý,

bsi.
ЕС Certificate - Full Quality Аssurапсе SiёilЁili"'
Directive 93/42iEEc оп Medical Devices, Аппех II excluding Section 4

List of Significant Subcontractors
Recognised as фiп9 involved iп serviceS relating to фе product covered Ьу:

& fuWеr Industries Manufactuie



ЕС Certificate - Ful] Quality Аssurапсе SiёЁЁН*
Directive 93/42lЕЕс оп Medical Devices, Аппех II excluding Section 4

certificate No ;

Date:

IsSuф то:

сЕ 0123з
2019-02-27
Саr€ýtrеап Health, lnc.
150 vеюпа str€at
Rochester

еw York
l4608
usA

su bcontractorl Service(s) supplied

1284 South Road
oovelly Park
south Australia
5042
Australia

Соmрапу Limited
Building 7, No. 1510 chuanqiao Road
china (shanghal) Pilot Frее Trade z
shanghai
201206

..making ехсеllепсе а habiti

lnloгlnatror} ana aоп'.асti B9l, Say ýudСi]!, lohn t1- Кс/п€?]с: t 9, 1066 fР Дпutсьldлl, I1r. NLL][rи.la, -nj!: r }i uc ]qб 0?80
tssI G,oUo ТЪе {clne,,al с< ts.V legEte,"' j , l i. цо(,.еl|tм, Jrocl J,2я28l,
Д membel cl Bsl Glýtp 0f Ссmрапцs,

bsi-

List of Significant SчЬсопtrасtоrs
Recognjsed aS being invo|ved in s€rчiсеS relating to the product covered Ьу:

мапчfасtцrё

Rayco (shanqhai) Medicai ProdUcts

china

мапчfасtцrQ



ЕС Сегtifiсаtе - Full Quality Аssurапсе SЙёЁёiп
Directive 9З/42lЕЕс оп Medical Devices, Аппех II excluding Section 4

List of
Recognised aS being involved in sеrчiсеS relating to the product covered Ьу:

cёrtificate No:

Date:

IsSUed то:

сЕ о123з
20t9-02_27
Сбrcstrеаm H€alth. Inc,
15о vе]опа Str€€t
RochestB]
Nеw Yоrk
146о8
UsA

Вч Roval Сhаrtеr

...making ехсеllепсе а habit]

lniorfiati0n а i c.rtact ýlsny Вцi]dllч,.]rnn М. КеYпеrрьiп 9, 1066 ЕР дФstеrdаm,']lЕ flclhi]iallds Teli + :J1 20 )46 с78са' бlý]р Thr Nеthй]апdý B.v leqiitered in Тhё пеthglhпrз Uпdеl зз264284.
А пrелrьеr of 8sl Group оr a:оmi].пlеý.

bsi"

sц b€ontractDr;

Наiсапg
хiаmеп
Fujian
з61022
сhiпа

S€fvice(ý) sцpplied

Sclmage, Inc.
4916 El camino Real, Suite 200
Los Altos
caIjfomia
94а22
USA

Deýign
DevelopmBnt
sоftWаr€

Ра9е б of 7



certificate No;

Date:

Issued то:

сЕ о123з
zotg-02-27
carestream Health, Iпс,
l50 vе.опа Street

calle Anillo Periferico Poniente No, з100
colonia paralsos Del colli
Ърорап
]alisco
45069
Mexico

sa|t Иkе city
Utah
84104
UsA

.,,makinq excellence а habitl"

l-ъfiаt,оп jro co.tacli BSi,s.yВJllол9,Jlrгм.Ke7lerpel.9,]066ЕРдсj*е|ddт,пlеll!1.,,.].,,d, l,,l, /, tL,;.D07190
85I G,olip rre tl-ih}ranos B,V req,.te..d,п пс Ilеttёdагб L]лбе, зз?6t2м.

^ 

mеmЬ€r of BSI Фоч|, of companles.

bsi"

su bcontractor: ýеrчiсе(з) supplied

ЕС Certificate - Full Quality Аssurапсе SiёЁёН"'
Directive 93/.t2lEEc on Medical Devices, Аппех ll excluding Section 4

List of Significant Subcontractors
Recognised as belng involved iп services relating to the product covered Ьу;

soluciones
SdeRLdeCV



bsi.
Certificate of Registration

ThiS is to certify that: Саrеstrеаm Health, Inc
150 Vеrопа Street
Rochester
NeW York
14608
USA

HoldS certificate No: Fм 537916
and operates а Quality Management System which complies With the rеqчirеmепь of ISO 9001:2008 for the
following Scope:

The design, development, manufacture, апd sеrчiсе of digital radiography imaging systems
(such as INDUSTREX digital Systems) and accessories fоr the non-destructive testing lndustry.

QUALITY MANAGEMENT SYSTEM - ISO 9001:2008

Fоr and оп behalf of BSI:

original Registration Date: 07l17l2008
Latest Revision Date: 10/0З/2016

Ффф-

Effective Date: 10|2!|20lб

Expiry Date: 09/1412018

Page: 1 of 2

,, making excellence а habit'

Tbis ceriificate пrmаjпý the рrор:rtу ol BSI aod shall Ье ýtцяпеd iпmc"Jialely lJpon rtiqm5i.
Ап electronic certificate сап Ье authenlicated QoliДg, P nted copieý сап ф validaled at W9]W,b9igroup,com/ciientpir'lо Ье read lп сопi!пс8оп Witn the 5соре above or фе attзched appendix.
Iniorп]iilion апd Сопtасl: BsI, Kilсlna|k c0|rn. t)a\,y А9опUс, Knnwlhill, i.4lltnr kсчп.. l4K. i]pP Tt.i] + 44 ]45 0tj0 qOOd
BS] ьýLjlап(,: UK L,m red, .eglslel еб lп Е.rldпо ll.der пчmDег 7805J2l4t l89 cI,15,,,Kk llrh ROdo, Lolъlon fl4 4AL, LJn_\

Ву Royal Сhаrtеr

carlos Pitanga, SVP, System certification and Соmрliапсе

)/_.* M,r

ýi*j,sti;?ii',|../
д МеФЬеr of the &St {;гоUр of сФ,трапlе9
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