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o

KONTRATA PUBLIKE KORNIZE nr. 39-2020
. KUSHTET & ANEKSET E NDELIDHURA

PJESA I E KONTRATES: KONTRATA PUBLIKE KORNIZ

KUVENDI KOMUNAL I KLINES, (ng vazhdim "Autoriteti Kontraktues"), né
njéren an€;, Nr Bisnesi 07000032, Nr Fiskal 600219366 , qe perfagesohet nga
Menaxheri i Prokurimit z. Abaz Foniqi

Dhe

KOSOVAMED HEALTHCARE -SHPK “Nga PRISHTINA , ne tekstin e metejme kontraktuesei
me numer biznesi dhe numer fiskal 810070764, me perfagesues z. MERITON KURSHUMLIU .

ne anén tjetér, jané pajtuar te lidhin nj& kontrate publike pér Shérbimet né vijim:

FURNZIM ME FILMA DIXHITAL PER RADIOLOGIJI
me numér identifikues: 634-20-614-1-1-1/INT.634-008-121
N
Neni 1 Lénda
1.1Lénda e ké&saj kontrate publike &shté qe t& themeloj kushtet, duke pérfshiré ¢gmimet
per njési dhe rregullat e implementimit pér kryerjen e furnizimeve né vijim:

—
WCIPALITY

{_ul’!-:‘f:f’”



Nr. | Titufli Cmimi pér |Sasia Njésia Totali Totali (me Titulli
njési (me matése TVSh) prodhues
TVSh)
1|FILMA MEDICAL DRY FILM - DI -HL 1.458 11,700.00|pako 15,795.00[  17,058.600|FujiFiim
20X25 ( PAKETIMI 1x 150)
2|FILMA MEDICAL DRY FILM DI -HL 2.106 6,000.00|pako 11,700.00]  12,636.000(FujiFilm
35X43 ( PAKETIMI 1x100 )

Vlera e kontrates 29.694.60 €( N jezwetenentemijegajshteqindenenedhjetekatereuroe60/100)

Neni 2 Koha e pérfundimit

2.1 Afati kohor pér kryerje t& shérbimeve do t& jets i perditeshem sipas pérshkrimit te detyrave nga
neni 1 i késaj kontrate eshte perketesisht dates 15.07.2020 dhe 14.07.2023 ,r

Neni 3 Cmimi ST
i

3.1. Cmimet jane per njesi .Sasit jane Indikative dhe Mund te furnzozoen + - 70 % sasive ne
Kohen e validiteit te Kontates ..

'3.2.Furnizimet duhet te behen jo me gjate se 5 dite nga Kerkesa e Kerkusit -DSHDHE MS —
¥ KLINE

3.3. Produktet duhet te jene Origjinale dhe me Atest pérdorimi nga Prodhuesi me afate ne
momentin e dorzimit jo me pake se 12 muaj.

Neni 4 Pagesat
4.1 Pagesat do t& b&hen né pérputhje me Kushtet e Pérgjithshme dhe/ose t& Veqanta t& Kontratés. &

Pagesa do t& b&het né Euro ,.
4.2..Dhe até me fature dhe Raport Pranuesi i mallit B
A K do te kryej pagesat Jo me larg se 30 dite pas pranimit te faturés dhe Raportit .

B %
Neni 5 Marréveshjet lidhur me tatimin dhe doganén

5.1 Operatori Ekonomik &shté pérgjegjés pér té gjitha detyrimet dhe taksat né pérputhje me Ligjin e
Republikés sé Kosovés.

5.2 Té gjitha taksat dhe detyrat e tjera doganore konsiderohen se jané té pérfshira né gmimin e kontratés.
Neni 6 Kualiteti

6.1 Kualiteti i sherbimeve duhet né té& gjitha aspektet t& plotésoj specifikimet teknike t& parashtruara né
Dosjen e Tenderit.

6.2. Kryesi i puneve do te jete pergjegjes per Demtimet te shkaktuara me dashje apo pa kujdesi ne masen e
.demit ge do te percaktohet nga zyrtari pergjegjes .

.

Neni 7. Garancioni i Kontrates .

£
571 Garancioni i Kontrates ne vlere 2.969.46 € ( Dymbdhjetmijekaterqindenenedhjetepese euro ) Me

1A né



R

Afat 36+1 muaj

i

Neni 8 Vonesat né ekzekutim

8.1 Ne raste deshtimit apo voneses ne Implementim , O.E ka Obligim per Sherbimet gjate tere kohes

kur kérkohet nga A.K.Per pergjegejsit Cilesi dhe Raste specifike nga moskryeria e shérbimeve nga

Kontraktues , pergjegjesia eshte e Kryesit te shérbimeve perketesisht O.E .

i

Neni 9 Inspektimi dhe testimi

9.1 Autoriteti kontraktues do té keté t& drejté qé heré pas here téinspektoj&, kontroliojé, dhe
te shikoj furnizimet e bera nese eshte ne masen e cilesive te kerkuara .

-Do te monitorohet ne baza ditore ,Javore dhe mujore puna e O.E , ne shérbimet e
kérkuara ,nga Organi mbikqyres i kontrates.

Neni 10 Ndérprerja e Kontratés nga Autoriteti kontraktues

#0.1 Autoriteti kontraktues mundet &, pasi t' japé Operatorit Ekonomik shtaté dité paralajmérim, ta
ndérpresé kontratén né ndonjérin nga rastet né vijim: a) Kur operatori ekonomik nuk arrin t'i realizoj
obligimet e veta sipas kontratés; b) Déshton né ekzekutimin e kontratés né afatin e caktuar; c).
Refuzon urdhrat administrativ t& autoritetit kontraktues; d) la jep dikujt kontratén apo nénkontratén
Ppa autorizim nga autoriteti kontraktues; e). Falimenton:; f). Eshté dénuar nga njé gjykaté pér njé
shkelie qé ka t& b&jé me sjelije profesionale, peérmes njé gjykimi q& ka fuqiné e res-judikata; g)
Operatori ekonomik i &shté nénshtruar njé giykimi qé& ka forcén e res judicata pér mashtrim,
korrupsion, pérfshirje né ndonjé organizaté kriminale ose ndonjé aktivitet tjetér ilegal q& i démtof
interesat e pérgjithshme financiare; h) shfaget ndonjé paaftési tjetér ligjore q& i pengon realizimit t&
kontratés.

Neni10  Ndérprerja e Kontratés nga Operatori Ekonomik

3.01 Operatori Ekonomik, pasi e ka paralajméruar Autoritetin Kontraktues 14 dité paraprakisht, mund
ta ndérpresé kontratén nése Autoriteti kontraktues: a) Nuk arrin ti paguajé Operatorit Ekonomik
ghumén gé duhet t& paguhet brenda periudhés sé saktésuar me kontraté&; b) vazhdimisht nuk arrin t'i
“Iotésojé obligimet e veta me kontraté; ¢) si rezultat i forcés madhore, Operatori Ekonomik nuk &shté
né gjendje pér t& kryer njé pjesé materiale t& kontratés pér mé shumé se 5 dité, pér arsye qé& nuk
jané specifikuar né kontraté ose qé& nuk i atribuohen t& Operatorit Ekonomik. ’

i ,‘{f"ﬂ,
_ HHOR
11.1 Nése nuk mund t& arrihet zgjidhje brenda 30 ditash nga fillimi i procedurds miqésore:ipér
zgjidhje t& mosmarréveshjes, secila palé mund té kérkojé ose vendim nga gjyqi, ose vendim
arbitrimi.

Neni 11 Zgjidhja e mosmarréveshjeve me proceduré gjyqésore

11.2 Cdo mosmarréveshje ndérmjet paléve té cilat mund té lindin gjaté ekzekutimit sé& késaj
§kbntrate dhe se nuk éshté e mundur té zgjidhet ndryshe ndérmjet paléve do té& dorézohet né
;Gjykaten themelore _dega Kline né pajtim me ligjin e Kosovés.

Neni 12 Komunikimi

il

~dim

g



PJESA V E KONTRATES: IDENTIFIKIMI FINANCIAR

‘ MBAJTESI | LLOGARISE T
| - KosovaMed Healthcare sh.p.k.

Adresa Kastriot Asllani ‘
| Qyteti Rr.B (Kompleksi Royal), Muharrem Fejza, Hyrja C15/13, Nr.4,

Kodi Postar Prishtiné |
| Kontakti 10.000 |

Telefoni 049 725 444
‘ Fax 044 503 503
‘ E-mail www.kosovamed-hc.com

Numri i TVSH kastriot.asllani@kosovamed-hc.com

| 330331504

. BANKA B ‘
| B ' Banka Ekonomike |
| Adresa ‘ Sheshi Néna Terezé p.n.

Qyteti Prishtiné ‘

Kodi Postar 10.000
‘ Shteti Republika e Kosovés

| Llogaria Bankare 1401000012818632 ‘
IBAN (opcionale) XK051401000012818632 ‘
 BIC (Opeionsle) | EKOMXKPRXXX |

SHENIME: TE PLOTESOHET SAKT ME TE DHENAT PERSONALE DHE PER XHIROLLOGARI
NGA BANKA

DATA + NENSHJgRIMI i MBAJTESIT
TE LLOGARISE: (e obligueshme)

B27 DOSJA E TENDERIT PER KONTRAMBLIKE KORNIZE — FURNIZIM - PROCEDURE 38
E HAPUR
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NIQA GROUP AUSTRIA

s

Seria\ 070010040012907

Pér [KUVENDI KOMUNAL | KLINES {
(emri i Autoritetit Kontraktues, né tekstin e méposhtém Autoriteti Kontraktues)
DUKE PASUR PARASYSH QE ,
| KosovaMed Healthcare shpk |
(emri i operatorit ekonomik, né tekstin e méposhtém "Operatori Ekonomik”) i
ka marre pérsipér te 1éshoj njé sigurim te realizimit lidhur me kontratén me titull
[ Frft, FURNZIM ME FILMA DIXHITAL PER RADIOLOGJI , ‘\

Garanci Ekzekutimi I

i/

O ,(Nr |referencés se prokurlmlt)
pér Operato'nh ekbhomlk nga Autorltletl Kontraktues (AN A :i,'; [ g

. i H
0 [/ . i

DHE DUKE PASUR PARASYSH QE Operatorl Ekonomrk déshrron te léshOje nJe garancr per shumen e f
sigurimit e: specuflkuar né dOSjen e tenderrt nen numrln e dhene t& prokunm|t Y aird {1y § 0
DHE DUKE PASUR' PARASYSH QE Jeml pajtuart i-japim Operatorlt Ekonomrk kete garancr F A1 g ,
PER KETO ARSYE vértetOJme qé neuemr Garantues dhe. pergjegjes ndaj Juve ne emsr - te Operatorrt
Ekonomik, derr né nje, shume totale prej [ ‘ . €2,969.40, ’

té dhéné me numrln e Prokurlmt [ [ 634—20 614-1-2-1

I} 3 {1

Dy mije dhe Nent qlnde dhe Gjashtedhjete dhe Nent preSje Kater qinde' €’ VT '
‘ (shuma e garancrse né shifra dhe né fale) v -L/“ ; PRIV T

i,

dhe ne marrim persmer té ju pagujme, me kerkesen tuaj té pare me shkrlm qé deklarohen qe !
Operaton Ekonomrk ka béré gablm sepse e Nk

‘o Autorrtetl kontraktues é&shté /konfrontuar me humbje substanmale ge Jane rezultat i déshtimit té
'Operatorit Ekonomlk pér té kryer obllglmet e veta sipas kontrates “dhe/ose ;

'« Operatori- Ekonomlk e ka shkelur kontratén. e nenshkruar dhe kjo shkakton dém t& konsiderueshém te
Autorltetl kontraktues dhelose kérkon. nga Autoriten kontraktues te beje shpen2|me té konsiderueshme

4 1 per realizimin e késaj’ kontrate dhefose . .. .

SRRt Operaton Ekonomrk e ka shkelur kontraten e nenshkruar dhe kJO ka Iene pa pagese shume punétorg,
15 nenkontraktues dhe/ose ;furnrzues materral 3@;9 " Co | ERE

[ e Oferte Jonormallsht e ulét . e dorezuar nga Operaton Ekonomlk zbulon qe ij oferte nuk mund té

IH reahzohet dhe pa asnje ankese ose argument te gltha shumat brenda hmlteve te RN

v:tﬁ 'a' i i [
i 3 ‘_- A i oo
y,'!,- ! A LA A "sf- . | §,f !’f d i

2

}' lt t | €2, 969 40 )i su;, eshte thene me Iart pa pasur neVOJe qe te deshmohet ose té jepen
| (shuma e garanclse) - ; ! h Cl 0]
! arsyet ose bazat per kerkesen tuaj ose per shumen e specnt‘ kuar ketu i ¥ i

KJO garancr eshte e vlefshme prej dates .f S ,,"‘ , 15 07 2020 ‘derl me l 15.08.2022
i 4 £ R o
Leshuar ne Drejtorla Qendroref date ; / ,15 07 2020 ,
(s T ; ,' i g s ./
ay Nenshkrrml dhe vula Garantue5|t vy
s /; /
SlGAL UNIQA ¢ I"O
AgJentl Gazme "Mtwm&

i 1oy Adregé: Rr. Ukshrn Hotr Nr 1 9 Pejton Kat 4 Prlshtme KQSOVé TeI&Fax +383 /0/38 240 241 / info@sigal-ks.com / www.sigal-ks.com
' ,", g 1 re ; Llcenca nr 009 nr B|2nesrr 70105804 . |TVSH 330028565, nr.fiskal:600017877

[ RN Saeacs . el et



— KOSQWAME) o

A LTHTC

Pér: Pér: KUVENDI KOMUNAL - KLINE
Adresa: Klin&, Republika e Kosovés

Tituilli: FURNZIM ME FILMA DIXHITAL PER RTG

Nr.i Prokurimit: 634-20-614-1-2-1

Nr i brendshém: 634-20-008-121

AUTORIZIM

Uné, Kastriot Asllani si pronar | kompanisé KosovaMed Healthcare sh.p.k. me seli né Prishtiné né
Rr. Muharrem Fejza, Komp.Royal, Hy.C15/13, Nr.4, me numér unik identifikimi 810866759, fiscal

601670947.
E caktoj dhe Autorizoi z. Meriton Kurshumlia me numér ID 1173330185:

Té nénshkruaj, validoj, procedoj dokumentacionin né lidhje me aktivitetin e prokurimit —
tenderin me shénimet e cekura mé larté, autorizimi pérfshin nénshkrimin e kontratés,
dokumentit pér menaxher té kontratés dhe té gjithé dokumentet te cilat rrjedhin nga ky aktivitet
| prokurimit.

Autorizimi éshté aktiv dhe | plotéfugishém, qé nga data e nénshkrimit.

Prishtiné 14.07.2020, Kastriot Asllani
KOSOVAMED HEALTHCARE SH.PK

KOSQVAM

Prishtine - 60167

g KosovaMed Healthcare sh.p.k. A 049 725 444
Rruga B, C-15/13, Nr.4, Prishtiné, Kosové ‘Zkosovamed-hc.com
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12.1 Cdo komunikim me shkrim né lidhje me kété Kontraté ndérmjet Autoritetit Kontraktues dﬁle
Operatorit Ekonomik duhet jap Titullin e kontratés dhe numrin e identifikimit, dhe duhet t& dérgohet
me posté, faks, e-mail ose me doré

k|

Fa

12.2 Kudo ge n& kontraté parashikohet dhénia e ndonj& njoftimi, pélqimi, miratimi, certifikate, ose vendimi,
pérvec nése specifikohet ndryshe né njoftimin e till§, p&lqim, miratim, certifikaté apo vendim do & jet& né
formé t& shkruar dhe fjalét "njoftoj", "vértetojé", "miratoj” ose"vendosé "do t& shenohen né pérputhje me
rrethanat. Ndonjé miratim, pajtim, certifikaté ose vendimi i till& nuk duhet t& mbahet apo vonohet pa arsye.

Neni 13. Menaxhimi i projektit dhe menaxhimi i kontrates .

13.1. Menxhimi i projektit do te behet nga njesia kérkuese ~Implementuese Drejtoria Shendetesi dhe
Mireqenje sociale Komuna Kline i

13. 2 Menxhimi i Kontrates . Bazuar ne neni 81 te LPP , Menaxhi i kontrtaes me vendim te ZKA ci;)
te jete : nga

"13.3 Kjo kontraté &shté pérgatitur n& gjuhet 'Shgipe né kater origjinale, tri origjinale pér Autoritetin
Kontraktues dhe njé origjinal pér Ofruesin e Shérbimeve.
ki

r
Pér Autoritetin Kontraktues
KOMUNA KLINE
Emri: ABAZ FONIQI ! dhe
Pozita: Zyrtar pérgiegjés i prokurimit LiY ﬁ: A\
Nénshkrimi: |, } = s ‘.c- RN \
Data: (:_-\ B e ¢ \
s /S O o226
R4
Pér Ofruesin e Shérbimeve : E
KOSOVAMED HEALTHCARE - PRISHTINE :
— PERTAN ke SHUMUA
Pozita: PRONAR 1y
Nénshkrimi: /13~
f Data: - L/.-f W
17°0%2 020
= KOCO\/\M )




PJESA III E KONTRATES kushtet e vecanta

KVK né vijim do t& plotésojné dhe/ose ndryshojné KPK. Sa heré qé& ka njé konflikt, dispozitat kétu do t& mbizotérojné
mbi ato t& KPK.

Kushtet e Pérgjithshme t& Kontratés Amandamentimet/Modifikimi i Nenit pérkatés ng KPK
Pérshkrimi i nenit Nr. Nenit
Ligji i zbatueshém dhe 2.1 Ligjet e Kosovés g€ jané n& fuqi do t& zbatohen pér t& gjitha géshtjet q&
gjuha nuk mbulohen nga dispozitat ¢ kontratés. Juridiksioni do t& jeté gjykata
pérkatése né€ Prishting.
22 Gjuha e pérdorur do t& jeté SHQIPE
Obligimet e Autoritetit 12.3 Menaxheri i Projektit &ht¢ SHENDETESI DHE MIREQENJE
Kontraktues SOCIALE
Siguria e ekzekutimit 14.1 Shuma e Sigurisé sé ekzekutimit &sht&:10 % vierés se Plaifikuar te
kontrates, PERKATESISHTE VLERA 29.694.60 € ME VALIDITET -
36+1 MUAJ
Sigurimi q& do t& merret | 15.1 Rreziget dhe mbulesat nga sigurimi do t& jené:
nga ofruesi i shérbimit a) Mjetet motorike t& Palés s& Tret¢ 100 % pergjegjesi e
Operatorit Ekonomit fitues te kontrates
b) Pérgjegjésia ¢ pales s& tret& 100 % pergjegjesi e Operatorit
Ekonomit fitues te kontrates
¢) Pérgjegjésia e punédhénésit dhe kompensimi i punonjésve 100
% pergjegjesi e Operatorit Ekonomit fitues te kontrates
d) Pérgjegjésia profesionale 100 % pergjegjesi e Operatorit
Ekonomit fitues te kontrates
Humbje ose démtim t& pronés dhe pajisijeve 100 %
pergjegjesi e Operatorit Ekonomit fitues te kontrates
Kualiteti i Kontrollit 17.1 Parimi dhe modalitetet e inspektimit t& shérbimeve nga Autoriteti
Kontraktues jang si mé poshté: Periudha e pérgjegjésise sé Defekteve
&shtégja tere kohes se Validiteit te Kontrates.
Afati i Implemntimit 17.2 Plani i plementimit te projektit PER 36 MUAJ
Mos realizimii apo 17.3 Sanksionet dhe penalltit per moskryerje te shérbimeve me denime dhe
sanksionet mospages ne masen € shkatimit te demeve per mos kryetje ne nivel te
shérbimeve .
Zgjidhja migésore e 20.2 Do te pérpiget qe me pajtueshméri te dy paleve te zgjidhen problemet .
mosmarréveshjes
Zgjidhja e 21.1 @) Cdo mosmarréveshje ndérmjet paléve té cilat mund t& lindin gjaté ekzekutimit s¢ késaj
mosmarréveshjes me kontrate dhe se nuk éshté e mundur té zgjidhet ndryshe ndérmjet paléve do t& dorézohet G[ykata
procedure gjygésore Themelore Peje ~ Dega Kline ne pajtim me ligjin né Kosové, LA
ose e
b) kurdo ge palét pajtohen, ¢do mosmarréveshje ndérmjet paléve té cilat mund t& lindin gjaté
ekzekutimit s& kesaj kontrate dhe se nuk éshté e mundur t¢ zgjidhet ndryshe ndérmjet paléve do
t& dorézohet né arbitrazh t& {specifiko organin pér zgjedhjen e mosmarréveshies] né pajtim me
[specifiko rreguliat e arbitrazhit (rregullat e Dhomés Ndérkombéiare té Treguisé, Kamisioni i
Kombeve t¢ Bashkuara mbi Ligjin e Tregtisé Ndérkombsiare, apo procedura té gera 1@
| arbitraghit 1€ njohura ndérkombétarishy)].




w5



AN
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SRR

810866759 n

Numgi Unik 1dentxﬁ}'ue>/l°dmstvem f\/au ni Broi / Umqua zdnntlﬂcatton Number

KosovaMed H'eafthca'_re‘ S}H«.P.K._
Erari biznesit / Naziv biznisa ./_ Name of business

Emri tregtar / Trgovatko ime / Commercial rame

Lloji biznesit Shogéti me pérgjegjési t& kufizuara
Paslovns tip: Drustva sa ogranifenpm odgovornoséu
Businass tvpe! Limited Lizbiiities-Companies

ACIESE: Rr. Muharrem Fejza, Komp.Royal, Hy.CL8/13, Nr4

Adresa: T
. Prishting
Address:

zta e regjistrimit.
Dstum registracije: 23/08/2016
Dzte of registration:

Q7

17/04/2019 A

Data / Date / Datum

Nénshkrimi / Signature / Potpis

ser /Ser. br. [Ser. No.: 10019827

E‘IlH:



— KOSOVAME)

L T I R I

Data: 30.03.2020

DEKLARATE

Republika e Kosovés

FURNZIM ME FILMA DIXHITAL PER RADIOLOGII
Nr. i Prokurimit: 634-20-614-1-2-1
Nr. i Brendshém: 634-20-008-121

Kompania joné KosovaMed Healthcare sh.p.k. me lokacion né Rruga B (Kompleksi Royal),
Hyrja C-15/13, nr.4, XK - 10.000 Prishtiné, Republika e Kosovés, né rrespekt té paisjes mjekésore, sig
éshté ofertuar nga ana joné né tenderin e lartépérmendur e deklarojmé si vijon:

GARANCIONI 12 MUAJ
1. Ju garantojme se nése shpallemi fitues do té sjellim filmat g& kané afat minimum 12 muaj.

Deklaraté pér Instalim/Testim dhe Trajnim té stafit pér pérdorim
2. Ju garantojme se nése shpallemi fitues do t& b&jmé Instalimin dhe funksjonalizimin e paisjes, trajnimin e
personelit per perdorim dhe servisim bazik kurdo gé stafi ka nevojé.

Deklaraté pér specifikacionin teknik pér malirat e ofruara

3. Ju garantojmé se sipas specifikimeve teknike t& kérkuara né dosjen e tenderit i plotésojme té gjitha

kriteret e pércaktuara me LPP dhe te kérkuara nga KK-Kliné. i
&

Deklaraté pér Kohén e Liferimit

4. Ju garantojmé se né rast se shpallemi fitues koha e liferimit do té jeté 5 dité.

Kind Regards

Kastriot Asllani
KosovaMed Healthcare sh.p.k.
Rruga B (Kompleksi Royal),
Hyrja C-15/13, nr.4,

XK - 10.000, Prishtina,
Republic of Kosova

M +38649 725444
M +377 44 503 503

E kastriot.asllani@kosovamed-hc.com
W http://www.kosovamed-hc.com

.. FOSCUAMED HEALTMUAGE SHPK

KOSOVAMED -

Prishine - 8051570 A
. AN

Q KosovaMed Healthcare sh.p.k.
Briseies B CLUTR/MR Nrd Brichlind Kacaws
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Management Service

CERTIFICATE

of TUV SUD ManagementsSis
certifies that-f

o

- FUJIFILM Corporation
26-30 Nishiazabu 2-Chome, Minato-Ku,
Tokyo 106-8620 JAPAN

has established and applies
a Quality Management System for

including the sites and scope of application
see enclosure.

An audit was pérformed, Report No. 73569892.
Proof has been furﬁi_shed that the requirements -
actording to
- 1SO 9001:2015
are fulfilled.
The certificate is valid from 2018-07-19 until 2021-10-31.
Certificate Registration No.: 12 100 13904 TMS.

Product Compliance Management - panacio
Munich, 2018-07-23

TOv SOD Management Service GmbH e Zertifizierungsstelle e Ridlerstra®e 85 e 8033 Miinchen » Germany TOV®

o= www.tuev-sued.de/certifigate-validity-check
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ZERTIFIKAT m

Enclosure of Certificate Registration No.:
12 100 13904 TMS

Management Service

Sites

Scope of application

FUJIFILM Corporation

26-30 Nishiazabu 2-Chome, Minato-Ku,
Tokyo 106-8620 JARAN

Site Representative

FUJIFILM Corporation

798, Miyanodai, Kaisei-Machi,
Ashigarakami-Gun,
Kanagawa 258-8538 JAPAN

‘Mammography ant Accessories, T

Design and Development of Digital -~

Radiography and Accessories, Computed=
Radiography and Accessories, Imaging.-
Plates for Computed Radiography, Digital:

X-ray Equipment and Accessories== ==
Workstations, Medical Endoscopesandﬁa #
peripherals and Accessories, Ultrasonie;-_-_ngz
Endoscopes and peripheralsand "=
Accessories, Automatic Endoscope
Reprocessor, Ultrasonic Diagnostic Imaging
Equipment and Accessories, Medical Imager
and Accessories, Cassette, Imaging Plates
for Science Imaging Equipment, Science
Imaging Equipment, Clinical Chemistry
Analyzer, Densitometry Analyzer, Blood
Collection Kit for blood test, and Reagents
and Related Products for in vitro
diagnostics; categorized as Dry Chemistry
and immunoassay tests.

Quality Assurance of Data Management
System/Network system and Film

Processor.

FUJIFILM Corporation

26-30 Nishiazabu 2-Chome, Minato-Ku,
“ Tokyo 106-8620 JAPAN

Design and Development, Distribution of
Data Management System/Network System,
Workstations,

Distribution of Clinical Chemistry Analyzer,
Densitometry Analyzer, Blood Coliection Kit
for blood test, and Reagents and Related
Products for in vitro diagnostics;
categorized as Dry Chemistry and
Immunoassay tests.

FUJIFILM SOFTWARE CO., LTD.

798, Miyanodai, Kaisei-Machi,
Ashigarakami-Gun,
Kanagawa 258-8538 JAPAN

Design and Development of Digjtal )
Radiography and Accessories, Computed
Radiography and Accessories, Digital
Mammography and Accessories;Diagnostic
X-ray Equipment and Accessories, Medical
Endoscopes and peripherals and -
Accessories, Ultrasonic Endoscopes and
peripherals and Accessories, Autornatic
Endoscope Reprocessor, Ultrasonic
Diagnostic Imaging Equipment and
Accessories, Medical Imager and
Accessories, and Clinical Chemistry
Analyzer.

. Ao —

7

Product Compliance Management

Munich, 2018-07-23

Page20of 3

TOV SUD Management Service GmbH e Zertifizierungsstelle © Ridlerstrale 65 « 80334 Nunchen . Germany
www.tuev-sued.de/certificate-validity- -check =
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Management Service

Enclosure of Certificate Registration No.:

e 12100 13904 TMS —

Sites

FUJIFILM Techno Products Co., Ltd.

210 Nakanuma, Minamiashigara-shi,
Kanagawa 250-0193 JAPAN

Design and Develepment of Reagents and
Related Products for in vitro diagnostics;

categorized as Dry Chemistry and
immunoassay tests.

FUJIFILM Corporation

210 Nakanuma, Minamiashigara-shi,
Kanagawa 250-0193 JAPAN

Quality Assurance of Reagents and Related
Products for in vitro diagnostics; categorized
as Dry Chemistry and Immunoassay tests.

FUJIFILM Corporation

577, Ushijima, Kaisei-Machi,
Ashigarakami-Gun,

Design and Development of Reagents and
Related Products for in vitro diagnostics;
categorized as Dry Chemistry and

B-kan 15F., 3-9-1, Shin-Yokohama,
Kohoku-Ku, Yokohama, Kanagawa

Kanagawa 258-8577 JAPAN | Immunoassay tests.
FUJIFILM Corporation Distribution of Medical Endoscopes and
peripherals and Accessories, Ultrasonic
Shinyokohama TECH Bldg. Endoscopes and peripherals’and

Accesgories, Automatic Endoscope
Reprocessor, and Ultrasonic Diagnostic

MID TOWN WEST, 9-7-3, Akasaka,
Minato-Ku, Tokyo 107-0052 JAPAN

222-0033 JAPAN Imagirig Equipment and Accessories.
Distﬁﬁééoﬁ of Digital Radiography and
FUJIFILM Corporation Accessories, Computed Radiography and

Accessoties, Imaging Plates for Computed
Radiography, Digital Mammography and
Accessories, Diagnostic X-ray Equipment and
Accessories, Medical Imager and
Accessories, Cassette, and Film Processor.

fa, Ao —

[ §

Product Compliance Management

Munich, 2018-07-23

Page 3 of 3

TV SUD Management Service GmbH e Zertifizierungsstelle o RidlerstraBe 85 ¢ 80339 Miinchen ¢ Germany
www.tuev-sued.de/certificate-validity-check
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ZERTIFIKAT & CERTIFICATE

(( DAKKS

Akkreditierungsstelie
0-2M-11321-01-00

Certificate
No. Q8 020011 0046 Rev. 00

Eau

= e

Holder of Certificate: FUJIFILM Corporation
26-30 Nishiazabu 2-Chome

Scope of Certificate: Design and Development, Distribution of
Digital Radiography and Accessories,

Computed Radiography and Accessories,

Imaging Plates for Computed Radiography,

Digital Mammography and Accessories,

Diagnostic X-ray Equipment and Accessories,

Data Management System/Network system, Workstations,
Medical Endoscopes and peripherals and Accessories,
Ultrasonic Endoscopes and peripherals and Accessories,
Automatic Endoscope Reprocessor,

Ultrasonic Diagnostic Imaging Equipment and Accessories,
Medical Imager and Accessories, Cassette,

Clinical Chemistry Analyzer, Densitometry Analyzer,

Blood Coliection Kit for blood test,

and Reagents and Related Products for in vitro diagnostics;
categorized as Dry Chemistry and Immunoassay tests -
Distribution of Film Processor G =5

A
lliii;l“

it

The Certification Body of TUV“SUD Product Service GmbH certifies that the company mentioned—
above has established and is‘maintaining a quality management system, which meets the- —&==

requirements of the listed stangdard(s). See also notes overleaf. e
Report No.: T JAQ235032836 .
Valid from: _ 2018-11-01 ¥
Valid until; 2021-10-31
Date, 2018-08-27 / / Y,

Stefan Preild
Page 1 0of 2

TOV SUD Product Service GmbH - Certification Body - Ridlerstralle 65 « 80339 Munich « Gerrnany
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ZERTIFIKAT & CERTIFICATE ¢

(( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

No. Q8 020011 0046 Rev. 00

|TT|

S
EE

v

Page 2 of 2

App e :'%‘ndard(s):

EN I1SO 13485:2016
Medical devices - Quality management systems
Requirements for regulatory purposes s
(1ISO 13485:2016) Rt Apu;.tu_
DINEN ISO 13485:2016 B

FUJIFILM Corporation : :
Shinyockohama TECH Bidg. B-kan 15F %9 1,
Shin-Yokohama, Kohoku-Ku, Yokohaﬁﬁ‘*Kanagawa
222-0033 JAPAN o

FUJIFILM Corporation

MID TOWN WEST, 9-7-3, Akasaka, Minato-Ku, Tokyo,

107-0052 JAPAN

FUJIFILM Corporation
26-30, Nishiazabu 2-Chome, Minato-Ku, Tokyo, 106-8620
JAPAN

FUJIFILM Corporation
798, Miyanodai, Kaisei-Machi, Ashigarakami-Gun, Kanagawa,
258-8538 JAPAN

FUJIFILM SOFTWARE CO., LTD.
798, Miyanodai, Kaisei-Machi, Ashigarakami-Gun, Kanagawa,
258-8538 JAPAN

FUJIFILM Corporation
210 Nakanuma, Minamiashigara-shl, Kanagawa, 250-0193
JAPAN

FUJIFILM Techno Products Co., Ltd.

210 Nakanuma, Mmamlashigara-shi Kanagawa, 250-0193
JAPAN s

FUJIFILM Corporation” ~ "~ -

8§77, Ushijima, Kaisei-Machi ’Asmg”arakaml-Gun Kanagawa,
258-8577 JAPAN A

S

S
H

TOV SUD Product Service GmbH « Certification Body + Ridlerstrae 65 « 80339 Munich « Germany
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F U J : F I LM :B%,(:,Ft:ll;rhczgark'l’:-:}:toizg MINATO-KU,

TOKYO 106-8620 JAPAN
DC-02087-A

To whom it may concern,

Declaration

We, FUJIFILM Corporation (26-30, NISHIAZABU 2-CHOME, MINATO-KU, TOKYO
106-8620 JAPAN), hereby declare that the a.l;a_éhéd document is the true copy taken from

e =
the original of the following. e

EC Certificate ¢ Number : G1 17-07 2]30{1?1 043 )

oo

Sincerely yours,

Wu/ \
Signature: %@/ ML—: Date: 2017-11-13

Name: Naotake Mitsumori

Function: Senior Engineering Scientist,
Quality Assurance and Regulatory Affairs Division,
Medical Systems Business Division
FUJIFILM Corporation
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ZERTIFIKAT © CERTIFICATE & ;2:E:%

EC Certificate

Full Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex Il excluding (4)

(Devices in Glass lla, 1ib or 1)

No. G14107;20011 043

P S

ai==-.—

Ma nufacturemr.

EC-Representative:

Product
Category(ies):

FUJIFILM Corporation

~ 26-30, Nishiazabu 2-Chome
Minato-Ku, Tokyo

106-8620 JAPAN

SIS e

FUJIFILM Europe GmbH

Heesenstr. 31 — _. .
40549 Diisseldorf

GERMANY

Computed Radiography Console,
Diagnostic X-ray Equipment,

Digital Mammography System and

related equipment, Software for Diagnostic

Imaging Workstations, Ultrasound Diagnostic

Product Service

Imaging Equipment, Endoscopes for medical use

and their related equipment and accessories,

Ultrasound Endoscopes and their related
equipment and accessories

The Certification Body of TUV SUD Product Service GmbH declares that the aforementioned
manufacturer has implemented a quality assurance system for design, manufacture and final
inspection of the respective devices / device categories in accordance with MDD Annex il.

This quality assurance system conforms to the requirements of this Dlrecuve and is subject to

periodical surveillance. For marketing of class 1ll devices an additional Arinex It (4) certificate
-is maadatory See also notes overieaf.

Valid from:
Valid until:

Date, 2017-11-07

JAQ235030764

2017-11-22
2022-11-21

[l

Stefan Preil

TOUV SUD Product Service GmbH is Notified Body with identification no. 0123

Page 1 of 2

TOV SUD Product Service BmbH - Zertifizierstelle -

Ridferstrale 65 - 80339 Miinchen

- Germany
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ZERTIFIKAT @ CERTIFICATE

Product Service
EC Certificate
Full Quality Assurance System
Directive 93/42/[EEC on Medical Devices (MDD), Annex [l excluding (4)
{Devices in Class lia, lIb or Ill)
No. G117 07 20011 043 . _!i_r_; Fre
Facility(ies):
= 4 5 ne, Minato-Ku, Tokyo, g
- FUJIFILM Corporation, Medical Systems Research
& Development Center
798, Miyanodai, Kaisei-Machi, Ashigarakami-Gun,
__ Kanagawa, 258-8538 JAPAN B
Page 2 of 2
TOV SUD Product Service GmbH - Zertifizierstelle - RidlerstraRe 65 - 80339 Miinchen - Germany TOv®
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ZERTIFIKAT ¢ CERTIFICATE o

Ec certificate Product Service

Production Quality Assurance System
Directive 93/42/EEC on Medical Devices, Annex V
(Devices in class | with measuring function)

No. G2M 17,097200114:044

R i s
=it ::rg%ﬂz:
- i

=——FUJIFILM Corporation —
"= 26-30, Nishiazabu 2-Chome
... ~Minato-Ku, Tokyo :

— — ——— -106-8620 JAPAN

“EC-Representative:  FUJIFILM Europe GmbH =T Y
Heesenstr. 31
40549 Diisseldorf
GERMANY

Product Workstation, Computed Radiography Console
Category(ies):

The Certification Body of TOV SUD Product Service GmbH declares that the aforementioned
manufacturer has implemented a quality assurance system for the manufacture in accordance
with MDD Annex V. This quality assurance system covers those aspects of manufacture
concerned with the metrological requirements of the respective devices / device categories and
conforms to the requirements of this Directive. It is subject to periodical surveillance. See also
notes overleaf;- - = g

Report No.: —_— JAQ235031176
s .;;:; =
Valid from: _: » 2018-03-01
Valid until: oy 2023-02-28
Date, 2017-12-20 ;
Stefan Prei

TUV SUD Product Service GmbH is Notified Body with identification no. 0123
Page 1 of 2

TOV SUD Product Service GmbH - Zertifizierstelie - RidlerstraBe 65 - 80339 Miinchen - Germany oV

4
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" ' ity(ies): ~ FUJIFILM Corpotatl C

EC Certificate

Production Quality Assurance System
Directive 93/42/EEC on Medical Devices, Annex V

(Devices in class | with measuring function)

‘No.‘

G2M 17 09 20011 044

& Development ¢ @f: E
798, Miyanodai, Kaisei-Mz
Kanagawa, 258-8538 JAPAN

Page 2 of 2

TOV SUD Product Service GmbH - Zertifizierstelle - RidlerstraBe 65 - 80339 Minchen - Germany

achl Ashigarakami-Gun,

Product Service
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FUJIFILM

To whom it may concern,

FUJIFILM Corporation

26-30, NISHIAZABU 2-CHOME, MINATO-KU,
TOKYO 106-8620 JAPAN

May 9, 2018

from the ongmal of the follomng ___; -

« —EC-Certificate (Number:-G2-18 01 20011 045)

Sincerely yours,

Naotake Mitsumori

Senior Engineering Sc1entrst=-

Quality Assurance & Regﬁlafory Affairs Div.
Medical Systems Business ﬁv1s1on

FUJIFILM Corporation

EN

Ay



