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Formularul ofertei (F3.1)

[Ofertantul va completa acest Jormular in conformitate cu instructiunile de mai jos. Nu se vor
permite modificari in formatul formularului, precum §i nu se vor accepta inlocui

ri in textul acestuia. ]

Data depunerii ofertei: 02.01.2020

Catre: IMSP Spitalul raional Orhei

SA “M-INTER-FARMA” declari ci:
a) Au fost examinate $i nu existi rezerviri fa;ﬁ de documentele de atribuire, inclusiv modificarile nr.

a) SA “M-INTER-FARMA” se angajeaza si furnizeze/presteze, in conformitate cu documentele
de atribuire §i conditiile stipulate in specificatiile tehnice §i pref, urmitoarele bunuri si/sau
servicii Filme radiografice cu sensibilitate in verde §i reactive de developare.

a) Suma totald a ofertei fird TVA constituie 139 675.93 (o sutd treizeci si noui de mii sase sute
saptezeci si cinci lei 93 bani)

b) Suma totala a ofertei cu TVA constituie 165 000.00 (o suti gaizeci si cinci de mii lei 00 bani)

¢) Prezenta ofertd va rimine valabili pentru perioada de timp specificati in FDA4.8., incepind cu data-
limitd pentru depunerea ofertei, in conformitate cu F DAS.2., va ramine obligatorie si va putea fi
acceptata in orice moment pind la expirarea acestei perioade;

in cazul acceptdrii prezentei oferte, SA “M-INTER-FARMA” se angajeaza s obtind o Garantie de

buni executie in conformitate cu FDA7 pentru executarea corespunzitoare a contractului de

achizitie publica.
d) Nu sintem in nici un conflict de interese, in conformj
¢) Compania semnatard, afiliafii sau sucursalele saté.inclusiv fiecare partener sau subcontractor ce fac

parte din contract, nu au fost declarate neelgibile in baza prevederilor legislatiei in vigoare sau a

regulamentelor cu inciden{a in domeniul géhizitiilor publice, in con itate cu punctul IPOS.5.

Semnat: ) 1

[semndtura persoanei autor%zﬁe pentr: A\
Nume: Palii Nina ‘
In calitate de: Specialist in achizitii publice \ \ i
Ofertantul: “M-INTER-FARMA” SA '{:-\";?Z‘f_;b’%q‘(}_qg*‘
Adresa: mun. Chisinau, str. Grenoble 23 AT

‘\‘,‘__‘___‘/’ i
Data: 02.01.2020



Specificatii de|pret (F 4.2)
[Acest tabel va fi 1 completat de cdtre ofertant in coloanele 5, 6,7,8, iar de cdtre autoritatea contractantci —
Numarul | ocds-b3wdpI-MD-
Data: 02/01.2020 Alternativa nr.: nu vor
COP: 1577713066415 CEBAH u vor fi
Denumirea [Filme radiografice cu sensibilitate in verde 51 reactive de i )
Pagina: 1din 1
Ccop developare
Pret Termenul
. . Unitate _ Pre Suma
Nr. [ Cod |Denumirea bunurilor Canti-| unitar g J . |Suma cu de
. e 9% a de - unitar fara |
lot | CPV si/sau a serviciilor N tatea (fara TVA |livrare/prest
misuri TVA) (cu TVA)| TVA are
1 2 3 4 5 6 7 8 9 10
. ] a3 la solicitare, in termen
1,1 [P0 M radiografic cu sensibilateal s | g0 | ps7s0 | 94500 | 63000,00 75600,00 | de  zi, pe parcursl
3 in verde 30x40x-100 filme anului 2020
i ; At la solicitare, in termen
12 32354110- Fllm radiografic cu sensibilatea — 5 000,00 1200,00 5000,00 6000,00 | de s zile, po parcursu
3 in verde 35x43x-100 filme anului 2020
32354110 Film radiograficcu a solicitare, in termen
1,3 "|sensibilatate in verde 35x35x- | Bucati 5 816,67 980,00 4083,33 4900,00 | de 5 zle, pe parcursul
. 100 filme anului 2020
32354110 Fim radiografic cu la solicitare, in termen
1,4 “|sensibilatate in verde 15x40x- | Bucati 15 108,33 490,00 6125,00 7350,00 | de s zile, pe parcursul
3 100 filme anului 2020
32354110 Film radiografic cu la solicitare, in termen
1,5 "[sensibilatate in verde 24x30x- | Bucati 50 175,00 570,00 23750,00 | 28500,00 | de 5 zile, pe parcursul
: 100 filme anuluj 2020
32354110 Film radiografic cu la solicitare, in termen
1,6 "|sensibilatate in verde 18x24x- | Bucata 50 287,50 345,00 14375,00 [ 17250,00 | de s zile, pe parcursul
3 100 filme anului 2020
T Film radiografic cu I solisitaie; 1n rmen
1,7 |sensibilatate in verde 13x18x- | Bucati 10 58,33 190,00 1583,33 1900,00 | de 5 zile, pe parcursul
3 100 filme anului 2020
S Developant pentru prelucrarea la solicitare, in termen
1,8 ‘ 0- automata concentrat lichid litri 600 18,52 20,00 11111,11 12000,00 | de 5 zile, pe parcursul
pentru 20 litri solutie gata anului 2020
12354110 Fixator pentru prelucrarea Ia solicitare, in termen
1,9 3 "|automata concentrat lichid litri 600 12,50 13,50 7500,00 8100,00 | de5 zile, pe parcursul
pentru 20 litri solutie gata anului 2020
_— Developant pentru prelucrarea la solicitare, in termen
1,10 [P manuala, pulbere pentru 15 1iri|  liri | 100 | 15,7 17,00 | 1574,07 | 1700,00 | ce sz, pe parcursl
solutie anului 2020
_— Fixator pentru prelucrare la solicitare, in termen
L1l 353 110- manualé, pu]bere Witri litri 100 15,74 17,00 1574,07 1700,00 | des zile,l Rez%azr;ursul
anuiut
Gt S 139675,93| 165000,00

: Palii Nina In calitate de: jurist

r. Chisinau, str.Grenoble, 23




Specificatii tehnice (F4.1)
[Acest tabel va fi completat de cdtre ofertant in coloahele 3, 4,3, 7, iar de cdtre autoritatea contractantd — in
Numarul COP: ocds-b3wdp1-MD- Data: 02.01.2020
ata: Q1 Alternativa nr.: nu vor fi
1577713066415
Denumirea COP: Filme radiografice cu sensibilitate in verde si reactive de developare Pagina: 1 din |
Stan
; dar
. P fi i i
Cod | Denumirea bunurilor Modelul Tara de Sp.e‘,“ ieares Sobmicl deFllni Specificarea tehnici deplini de
CPV y g . L «o: | Produ-ciitorul | solicitati de ciitre autoritatea
§i/sau a serviciilor articolului origine propusi de ciitre ofertant de
contractanti
refe
ring
1 2 3 4 5 6 7 8
; . Film radiografic cu sensibilatea in | Film radiografic cu sensibilatea in verde
Fil d fi ARESTRE
o] [ e b . GREEN“;“O SUA |CARESTREAM| | verde 3(x40x-100 filme | CARESTREAM MXG, GREEN, 30 X ceuso,
103 2 ; - A L g Dl g
30x40x-100 filme X 40 CM. N 100 HEALTH, INC. Cutii , spf:ciﬁcam tehmce. si 40 CM, N 100 C}.llll 1 specnﬂca[u. tehnice| o372
arametri conform anexei | $1 parametri conform anexei |
; . Fil radiografic cu sensibilatea in | Film radiografic cu sensibilatea in verde
Fil fi
323541 Him radiograficcu CARESTREAM CARESTREAM| | verde 35x43x-100 filme CARESTREAM MXG GREEN, 35 X |cesso.
10-3 sensibilatea in verde MXG GREEN, 35| SUA HEALTH. INC Cutii vificatii tehnice si 43 CM. N 100 Cutii scificatii tehni DM0000)
35%43x-100 filme X 43 CM, N 100 , INC, Cutii , specificatii te nice i ., utii, speci :caml ehnice| o374
parametri conform anexei 1 §! parametri conform anexei 1
; . Film radiografic cu sensibilatate in | Film radiografic cu sensibilatea in verde
323541| Filmradiograficeu [ CARESTREAM CARESTREAM| | verde 35x35%-100 filme CARESTREAM MXG GREEN, 35 X |cEiso.
10-3 sensibilatate in verde |MXG GREEN, 35| SUA HEALTH. INC Cutii ifcatil likios s 35 CM.N 100 Cutii ificatii DM0000
35x35x-100 filme X 35 CM. N 100 » INC. -utii, specificatii te nice §i M, utii, speci watn. 03673
parametri conform anexei | tehnice si parametri conform anexei |
Film radiografic cu CARESTREAM CARESTREA Film radiografic cu sensibilatate in | Film radiografic cu sensibilatea in verde o
323541 o L verde 15x40x-100 filme CARESTREAM MXG GREEN, 15 X [cEIso,
10-3 sensibilatate in verde | MXG GREEN, 15| SUA M HEALTH, Qutii , specificatii tehnice i 40CM,N 100 Cutii . specificatii |”"*™
15x40x-100 filme | X 40 CM, N 100 INC. L S AT iy 3 i ot e il L
parametri conform anexei 1 tehnice i parametri conform anexei 1
; . Film radiografic cu sensibilatate in | Film radiografic cu sensibilatea in verde
323541| Fimradiograficcu | CARESTREAM CARESTREAM verde 24x30x-100 filme CARESTREAM MXG GREEN, 24 X |cE.150
0.3 | Sosibiataleinverde | MXGGREEN,24| SUA |Lb mo Koo Clutii , specificatii tehnice si 30 CM,N 100 Cutii , specificatii | o
24x30x-100 filme | X 30 CM, N 100 X s % b s v g TR
parametri conform anexei 1 tehnice §i parametri conform anexei 1
: ; Film radiografic cu sensibilatate in | Film radiografic cu sensibilatea in verde
323541 iimradiograficcu | CARESTREAM CARESTREAM|| |verde 18x24x-100 filme CARESTREAM MXG GREEN, 18 X [cEis0,
10-3 | Sensibilataiein verde | MXG GREEN, 18] SUA HEALTH, INC. || Citii , specificatii tehnice si |24 CM, N 100 Cutii , specifica(ii tehnice|”™™
18x24x-100 filme | X 24 CM, N 100 s »Apecifian ¥ . ey e . i
parametri conform anexei | §1 parametri conform anexei 1
. ; Film radiografic cu sensibilatate in | Film radiografic cu sensibilatea in verde
323541| [Filmradiograficcu | CARESTREAM CARESTREAM| | verde 13x18x-100 filme CARESTREAM MXG GREEN, 13 X |cE150,
sensibilatate in verde  [MXG GREEN, 13| SUA . | = i ; i M0000)
10-3 HEALTH, INC. Cutii , specificatii tehnice si 18 CM, N 100 Cutii , specificatii 03656
13x18x-100 filme X 18 CM, N 100 . ; i i i
parametri conform anexei | tehnice §i parametri conform anexei 1
Developant pentru Deyelopant pentru prelucrarea Developant pentru prelucrarea automata
e g o ! CE.ISO,
3?35; : prelucralr'e t:f;toma!a 20 20;2{;,1:):'2;?;‘3 SUA (IEIERAESTTHREINAQA f@utomata concentrat lichid pentru | concentrat lichid pentru 20 litri solutie [pmoooo
B G e e o 20 litri solutie gata gata RETINA XCE .
litri solutie gata
Fixator pentru prelucrarea s ; Fixator pentru prelucrarea automata| FIXATIV pentru prelucrarea automata CE.ISO.
321';5 ;” automata concentrat lichid ZOR';'.IST:’::“‘;C%?“ SUA E{ERAESTLR&ASA concentrat lichid pentru 20 litri | concentrat lichid pentru 20 litri solutie Do
™| pentru 20 litri solutie gata S solutie gata gata RETINA XCF
Developant pentru
- . Developant pentru prelucrarea | Developant pentru prelucrarea manuali, CE.ISO,
=i pelaraer manua!a,. 15 Kt solugie SUA CARESTREAM manuald, pulbere pentru 15 litri pulbere pentru 15 litri solutic RETINA |omooos)
10-3 pulbere pentru 15 litri RETINA XPE HEALTH, INC. ; 03487
i solutie XPE
solutie
g FIXATIV 1i lucrarea manual
323541 715 litri solutie sua |CARESTREAM [Fixator pentru prelucrarea manuala, uil(::rc pen}:::lr; EI:i suliirtie RE";II;IE:; Efgéﬁﬁ’a
10-3 RETINA XPF HEALTH, INC. pulbere pentru 15 litri solutie P XPF 03489

)

‘g :\-,'- ‘

Numele, prenumele: P3

lii Nina In calitate de: jurist

NTER-FARMA" Adresa: mun. Chisinau, str.Grenoble, 23









Nro | A1949753

Ne

1. Destinatia / Haznauenne

Anexa nr.7.2 la Instructiunea
aprobati prin ordinul IFPS
nr. 400 din 14 martie 2014

CC 04 AE

CERTIFICAT
privind lipsa sau existenta restantelor fati de bugetul public national

din

or

20.12.2019

[ ACHIZITII PUBLICE

2. Date despre contribuabil / Mndopmauns o ardronnarensiuyke

Denumirea
Haumenonanue

Codul fiscal / Numiirul de identificare
Duickanbii koa / Haenrnuxaunonnsii nomep

[M-IN’I‘ER—FARMA S.A.

llooaeooooszss B |

Adresa sediului de bazd (strada, numirul)
Aupec o ¢

0 MECTOpacH

8 (Vanua, Homep)

Codul - Denumirea localitiyii
Ko - HanMeHOBAIHE HASEACHROrO TYHKTA

IGrcnoble nr.23

[0130-SEC.CENTRU |

3. Atestarea lipsei sau existentei restantelor eon:tr’m datelor Sistemului Informational Automatizat /

[NoarsepicaeHie OTCYTCTBHA WIH HATHYHA Heno

CHCTEMBI

cornacuo JaHHeX MHdopMaunoHHoil aBTOMaTHIHPOBAHHON

0,00 lei/neii.

BbI/Ia4H [IaHHOH CTIPABKH HEJIOHMKa nepe]]

La data emiterii prezentului certificat restdnta fata de bugetul public national constituie/ Ha nary
HalMOHANLHBIM MYGIHYHBIM GI0UKETOM COCTABIACT:

4. Valabil pind la / [eficteurenen no 04.01.2020

i

5. Autexti

P
Ly 9”0 e
- I

Este extras din Sistemul Informational al SFS §|
cu aplicarea prevederilor pct. 82-83 Ordin IFPS nr.40

ui Fiscal de Stat / [oxrfsepiaenne ['ocynapeTsentoi HanoroBoit cryk6L

2\

éw‘

A
&

TS ¥ WM

e Viorica CAUS

A, Gontul cxent’ akcontribuabilulei“// 20.12.2019 ora 16:14:54
0 din 14.03.201% (Monitoryl Oficial 72-77/399, 26.03.2014)

NOTA (0,00)
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DECLARAT

Carestream Health, Inc., hereby declares that the product(s) 1

[ION OF CONFORMITY

sted are made in conformity with:

Medical Device Directive [Directive 93/42/EEC], ANNEX II Conformity Assessment Procedure and the Australian
Therapeutic Goods (Medical Devices) Regulations 2002, Clahse 1.8 of Schedule 3.

Manufacturer’s Name and Address: Carestream Health, In

150 Verona Street
Rochester, New Yo

Medical Device: X-ray Film, Sheet

Product List; X-OMAT BT Film

Medical X-ray Blue
Medical X-ray Blue
Medical X-ray Greer
T-MAT G/RA Film
T-MAT L/RA Film
INSIGHT Pediatric Hi
INSIGHT Thoracic Hi
X-SIGHT G/RA Filn{
MIN-R EV Film
MIN-R 8 Film
MIN-R 2000 Plus Fil
L Green X-ray Film Y
HG Green X-ray Filn
Green X-ray Film W}
Full Blue X-ray Film
Mammo Film WB
—End of List—
Device Classification: Europe - Class Ila, Al
Australia - Class Ila,

GMDN Code and Term: 40979. Medical x-ray

Scope of Application All declared products

Each kind of medical device to which the quality-management
provisions of the essential principles, the classification rules, aj
design of the device until its final inspection before being supp

Issue date: 20 March 2019, Revision X (X-ray Film, Sheet-
Carestream Health, Inc. | 160 Verona Street | Rochester, New

C.

k, USA 14608

MXB Film
MXBE Film
/ MXG Film

Im
Im

m
VB

WB

(v

WB|

NNEX IX , Rule 16
bchedule 2, Part 5, Rule 5.4

film, screen

system has been applied complies with the applicable
pd the full-quality-assurance procedures at each stage, from the
lied.

Class lla)
York 14608 yBE




Quality—Management-System Certified to EN 1SO|13485 by
BSI No. FM 701584
BSI No. FM 507315
DNV No. 245266-2017 Q-USA-NA-PS Rev. |
BSINo. FM 46141
TUV No. Q2N 17 1fi 61500 005

European Notified Body: British Standards lnsritutﬁ‘:, BSI (2797)
Full-Quality-Assurance-System BSI Certificate Number CE 01233
Certificate (CE):
European Authorized Representative: Carestream Health Fance
1, rue Galilée
93192 NOISY-LE-GRAND CEDEX
FRANCE

The relevant sections of the following European Union Harmo hized standards apply to the listed product(s):

ENISO 14971
EN 1041

EN IS0 15223-]
EN 62366

Tl el é) 5,

Tréya D. R. Collins

Director, Global Quality Systems
Carestream Health, Inc.

150 Verona Street

Rochester, New York 14608, USA
Telephone: +1-970-304-4654

Issue date: 20 March 2019, Revision X (X-ray Film, Sheet- Glass lla)
Carestream Health, inc. | 150 Verona Street | Rochester, New 'York




DECLARATI

Carestream Health, Inc., hereby declares that the product(s) li

Medical Device Directive [Directive 93/42/EEC], ANNEX V
Therapeutic Goods (Medical Devices) Regulations 2002, Cla

Manufacturer’s Name and Address: Carestream Health, In

150 Verona Street
Rochester, New Yor

Medical Device:

Product List: elo

GBX Developer and Repl

GBX Twin Pack
X-OMAT MX Fixer dnd

X-OMAT MX Develdper
READYMATIC Devglop
READYMATIC Fixef an

READYMATIC Cherh Pa
RP X-OMAT Developer a
RP X-OMAT LO Fix4r an
X-OMAT EX 1I Devejope
X-OMAT Developer $tart

ON OF CONFORMITY

¢ made in conformity with:

or fix the image on medical and dental X-ray films:
nisher

eplenisher

nd Replenisher

r and Replenisher
Replenisher

k

d Replenisher

d Replenisher

and Replenisher

eT

X-OMAT LE+ Develgper and Replenisher

X-OMAT LE+ Fixer gnd Replenisher
CARESTREAM D All X-ray Menobath
CARESTREAM DENTAL X-ray Developer
CARESTREAM DENTAL X-ray Fixer
Rapid Access Twin Pdck
Rapid Access Develoger
Rapid Access Fixer
XCE Developer and Replenisher
XCF Fixer and Replenfishet
XPE Developer
XPF Fixer
—End of List—

Device Ciassification; Europe - Class I, ANNEX X, Rule 1

Australia - Class I, ScHedul

GMDN Code and Term: 41009 Radiographic fil

41008 Radiographic fil

jp
m p

Issue date: 8 April 2018, Revision T

Photochemistry
Carestream Health, Inc. | 150 Verona Strest |

Rochester, New

!

York

e 2, Part 2, Rule 2.1

cessing chemical, automated
cessing chemical, manual

“ -000066-A(C)

14608 | USA[f§ W PAGE 10f 2




Scope of Application All declared products

Each kind of medical device to which the Declaration of Confprmity (not requiring assessment by the Secretary) procedures

have been applied complies with the applicable provisions of fhe essential principles and the classification rules before being
supplied

European Authorized Representative:  Carestream Health France
1, rue Galilée
93192 NOISY-LE-GRAND CEDEX
FRANCE

The relevant sections of the following European Union Harmdnized standards apply to the listed product(s):

EN 1041

EN ISO 15223-1
ENISO 14971
EN 62366

i

Kevin C. Wright

Senior Director, Worldwide Regulatory Affairs
Carestream Health, Inc.

150 Verona Street

Rochester, New York 14608, USA

Telephone: +1-585-627-6878

Issue date: 8 April 2018, Revision T Photochemistry
Carestream Health, Inc. | 150 Verona Street | Rochester, New fork| 14608 | USA




bsi.

EC Certificate - Full Qual

| By Royal Charter

ity Assurance System

Directive 93/42/EEC on Medical Devices, Annex II excluging Section 4
1

No. CE 01233
Issued To: Carestream Health, Inc.

150 Verona Street

Rochester ;

New York ;

14608 |

USA
In respect of:
The design, development and manufacture of diagnastic image recording devices including
storage phosphor screens and reader systems, medical x-ray films, direct digital radiography

systems, dental x-ray systems including film, dental

medical imaging and PACS Software. Those aspe
manufacture of dimensional measuring PACS so

93/42/EEC, Annex II excluding section 4. The quality assuran

nd medical imaging equipment, and
f metrology related to the design and
b a e-

e system meets the requirements of the directive. For

on the basis of our examination of the quality assurance SVStI:m der the requirements of Council Directive

the placing on the market of class III products an Annex II s

For and on behalf of BSI, a Notified Body for the above Direg

=

Albert Roossien, Regulatory Lead

First Issued: 1996-03-06

Validity of this certificate is|conditional tn the quality system being malntained to
surveillance activities of the Notified Body, This approval excludes all praducts deq
named on this certificate; ynless spacifically agreed with BSL

This certificate was issued glectronically and Is bound by the conditions of the con

Date: 2019-02-R7 |

ctio1 4 certificate is required.

tive kNotfﬁed Body Number 2797):

Expiry Date: 2021-03-05

he reguirements of thdbieg
aned|and/or manufacizeg BY

ftract, |

Information and Contact; BST, Say Building, Johin M. Keynespleln 9, 1066 EP Amslerdam, The Netherlands TN

BSI Group The Netherlands B.V, registered in The Netherands under 33264284,
A member of B[ Group of Companies.




bsi.

EC Certificate - Full Quali

Directive 93/42/EEC on Medical Devices, Annex II

By Rayal Charte

ty Assurance System

=xclpd|ng Section 4
|

List of Significant Subcontractors

Recognised as being involved in services relating to the prodyict covered by:
Certificate No: CE 01233 ‘
Date: 2019-02-27 ;
Issued To: Carestream Health, Inc. |
150 Verona Street j
Rochester i
New York ‘
14608
UsA
Subcontractor: Serwice#s) supplied

Agfa-Gevaert HealthCare GmbH
BUrgermeister-Gotz-Str. 10

Schrobenhausen
86529
Germany

Manuf*tum e

1

Algotec Systems Ltd
2 Hapnina Street
PO BOX 46

43107 Ra'anana
Israel

ign
%o??ent
soffwa

Analogic Corporation
8 Centennial Drive
Peabody
Massachusetts
01960

USA

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Ams
BST Group The Netherlands B.V, registered in The Netherands under 33264284,

A member ef BSI Group of|Companies;

De

Mai:ufapture

.making excellence a habit’

sferdan, The NethefYr@l 5
'




EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Devices, Annex II excluding Section 4

List of Significant Subcontractors

Recognised as being involved in services relating to the product éovered by:

Certificate No: CE 01233
Date: 2019-02-27
Issued To: Carestream Health, Inc.
150 Verona Street
Rochester
New York
14608
USA
Subcontractor: SeTvicﬁ(s) supplied
Carestream Health France EU|Representative
1, rue Galilée [ ‘
93192 NOISY-LE-GRAND CEDEX
France |
Carestream Health, Inc Manufﬁ‘c’:ture
5450 Campus Drive
Canandaigua
New York
14424
USA
Carestream Health, Inc. ign
1049 West Ridge Road elopment
Rochester Mapufacture
New York
14615
USA

.making excellence a habit”

G
Infarmation and Contact: BSI, Say Building, Johin M, Keynesplein 9, 1066 EP Amgerdam, The Netrerifbie
BSI Group The Netherlands B.Y. registered in The Netherlands under 33264284,
A mernber of BSI Group of Companies,

T i e,
s




®
bsi.
By Royal Charter

EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Devices, Annex 11 excluding Section 4

List of Significant Subcontractors

Recognised as being invelved in services relating to the product @vemd by:

Certificate No: CE 01233
Date: 2019-02-27
Issued To: Carestream Heaith, Inc.
150 Verona Street
Rochester
New York
14608
UsSA
Subcontractor: Serviq(s) supplied
Carestream Health, Inc. Diigd
1669 Lake Avenue Deyelopment
Rochester Manufacture
New York ;
14652
usa
Carestream Health, Inc. Design
1964 Lake Ave ‘
Rochester
New York
14615
USA
Carestream Health, Inc. Manufacture
2000 Howard Smith Avenue West
Windsor
Colorado
80550
USA

..making excellence a habit”

Page 3 of 7

Infermation and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Am Rerdag, The Nethgr .
BS1 Group The Netherlands B.V. régisterad in The Netherlands undar 33264284,
A member of BSI Group of Companics.
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EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Devices, Annex II excluding Section 4

List of Significant Subcontractors

Recognised as being involved in services relating to the product covered by:

Certificate No: CE 01233
Date: 2019-02-27
Issued To: Carestream Health, Inc.

150 Verona Street

Rochester

New York

14608

USA
Subcontractor: Serlvicq(s) supplied
Carestream Health, Inc. Mahuf*ture |
8124 Pacific Avenue ‘
White City
Oregon
97503 w}
USA J
Carestream Health, Inc. Design
Global R & D Center (Shanghai) Deyelopment
No. 27 Xinjingiao Road ‘
Shanghai
201206
China
Communication & Power Industries Manufacture
Canada Inc.
45 River Drive
Georgetown
Ontario
L7G 274
Canada

™

..making excellence a habit’

Information and Contact: BSE, Say Bullding, John M. Keynesplein 9, 1066 EP Amstp
BSI Group The Netherlands B.Y, reégistered in The Netherlands under 33264284,
A member of BSI Group of Compenies.




EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Devices, Annex II excluding Section 4

List of Significant Subcontractors

Recognised as being involved in services relating to the prodiict Covered by:

Certificate No: CE 01233
Date: 2019-02-27
Issued To: Carestream Health, Inc.

150 Verona Street

Rochester

New York

14608

usa
Subcontractor: Senriceqs) supplied
Micro-X Ltd Deﬂ?; \
1284 South Road Ma afture
Clovelly Park 1 i
South Australia : !
5042 |
Australia J
Rayco (Shanghai) Medical Products Manufac%t‘ure
Company Limited

Building 7, No. 1510 ‘Chuangiao Road 1
China (Shanghai) Pilot Free Trade 7
Shanghai

201206

China

~.making excellence a habit"

Information and Contact: BSE, Say Building, John M, Keynesplein 9, 1066 EP Amsterfian ;
BSI Group ‘The Netherands BV, registered in The Nethertands under 33264284,
A member of BST Group of Cdmpanies.




bsi.

EC Certificate - Full Qua ity Assurance System
Directive 93/42/EEC on Medical Devices, Annex II excluding Section 4

: Y |
List of Significant Subcontractors
Recognised as being involved in services relating to the prod(ict covered by:

Certificate No: CE 01233 ‘
Date: 2019-02-27
Issued To: Carestream Health, Inc.

150 Verona Street

Rochester

New York

14608

usa
Subcontractor: Senricegs) supplied
Rayco (Xiamen) Medical Products Manufa_*:’t_ure
Company Limited
308 Wengjlao Road
Haicang District
Xiamen
Fujian ‘
361022 !
China

L
ScImage, Inc. Design |
4916 El Camino Real, Suite 200 Development
Los Altos Softwa
California ‘
94022
USA
.making excellence a habit”
Page 6 of 7

Information and Contact: BSH, Say Bullding, Johin M. Keynesplein 9, 1066 EP Amste dam, [The Helhf & j

B3I Group The Netherlands B.V. registered in The Nethet lends under 33264284,
A member of BSI Group of Companies,




bsi.

EC Certificate - Full Quali

Directive 93/42/EEC on Medical Devices, Annex II

|
i
i By Royal Charter

n:Iy Assurance System
clud

excluding Section 4

List of Significant Subco ntractors
Recognised as being involved in services relating to the product covered by:
Certificate No: CE 01233
Date: | 2019-02-27
Issued To: Carestream Health, Inc. ‘
150 Verona Street ;
Rochester }
New York 1
14608
USA
Subcontractor: Ser[vicq(s) supplied
Soluciones Médicas Exportacion Mahuf#tu re
S de RL de CV ‘
Calle Anillo Periferico Poniente No. 3100 |
Colonia Paraisos Del Colli
Zapopan
Jalisco
45069
Mexico ;
Varian Medical Systems, Inc. Mapufacture
X-Ray Products |
1678 South Pioneer Road
Salt Lake City
Utah
84104
USA

Infarmation and Contact: 8SI, Say Buiiding, Jéhn M. Keynesplein 9, 1066 £P Amsy

BSI Group The Netherlands B.V. registered in The Netherlands under 33264284,
A member of BSI Group of {Companies.

..making excellence a habit”

Page 7 of 7




Sl.
Certificate of Registration

QUALITY MANAGEMENT SYSTEM - ISO 13485:2016

- L35 B

By Royal Charter

This is to certify that; Carestream Heaglth, Inc
150 Verona Street
Rochester
New York
14608
USA

Holds Certificate No: FM 701584

and operates a Quality Management System which complies with the requirements of 1SO 13485:2016 for the
following scope:

The design, manufacture, distribution, (integratign, installation and servicing excluding film
products) of diagnostic image recording devices, |photo chemicals, medical and dental imaging
systems, cone beam computed tomography, info 'me%ion technology software for healthcare
information systems and medical imaging and detection. Manufacture, service, installation and
distribution of Dry View Printers, Storage, Handling, Packaging and Distribution of
Pharmaceutical Products.

\/M J/‘G—\_

For land on behalf of BSI:

Stewart Brain, Hegd of Compliance & Risk - Medical Devices
Original Registration Date: 2008-12-20 | Effective Date: 2019-10-03
Latest Revision Date: 2019-09-24 ‘ Expiry Date: 2022-10-02

bei Page: 1 of 2

..making excellence a habit”

This certificate remains the property of BSI and shall be returned immediately upgn request. I~
d online. Prii can be validatgd at www.bsigroup.com/Cliefifpifdatory
d appendix. f ;

arters: BSI Group America Inc., 12950 Wor ldgate Drive, Suite 80P, Herndon, VA 20170-6007 UBA
BSI Group of Campanies.

. Q -~ ./
__’fiDSGF!pB-"

NSl




Certificate No: FM 701584

Locgation

J(egistered Activities

Carestream Health, Inc
150 Verona Street
Rochester

New York

14608

us

The design, manufacture, distribution, (integration,
rstallation and servicing excluding film products) of
iagnostic image recording devices, photo chemicals, medical
jental imaging systems, cone beam computed tomography,
information technology software for healthcare information
systems and medical imaging and detection. Manufacture,
service, installation and distribution of Dry View Printers.
3torage, Handling, Packaging and Distribution of
*harmaceutical Products.

Rochester

Carestream Health Inc.
1600 Lexington Ave. Suite #356
New York

usS.

$t0rage, Handling, Packaging and Distribution of Finished
Ibevices, and Replacement Parts, the Storage, Handling,
Packaging and Distribution of Pharmaceutical Products.

|

i

Carestream Health, Inc.

Smart System Technology and
Commercialization Center (STC)
5450 Campus Drive
Canandaigua

New York

S

The manufacture of X-ray detectors,

u

Carestream Health, Inc
1049 West Ridge Road
Rochester

New York

14615

us

The assembly, integration and distribution of image
management systems. The design and manufacture of
cassettes, and intensifying and storage phosphor screens.
The design, manufacture, service, and installation of medical
X-ray equipment systems, cone beam computed tomography,
medical imaging systems including software and accessories.

Carestream Health, Inc
1669 Lake Avenue
Rochester

New York

14652

The manufacture of dental and medical x-ray films,
intensifying and Storage phospher screen chemicals. The
design and development of dental x-ray film systems and
rpedla used in medical imaging.

us

Carestream Health, Inc
1964 Lake Avenue
Rochester

New York

14652

USA

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

£ read in conjunction with the scope above or the attached appendix.

Ameficas Headquarters: BS1 Grqup America Inc., 12950 Worldgate Drive, Suite §

A Mgmber of the BSI Group of Qompanies,

|
certificate remains the property of BSI and shall be returned immediately ugon request.

ronic certificate can be guthenticated online. Printed copies can be valida

[0, Herndon, VA 20170-6007 USA
|

The design and development of dental x-ray film systems and
media used in medical imaging.
i

Effective Date: 2019-10-03

Led d} www.bsigroup.com/ClientDireghorf,




Sl.
_ertificate of Reg

UALITY MANAGEMENT SYSTEM - ISO 90!

(

Q

This is to certify that:

Carestream He:

LR o

By Royal Charter

Istration
D1:2015

alth, Inc
pet

|
witp the requirements of ISO 9001:2015 for the

vice of digital radiography imaging systems
sories for the non-destructive testing industry.

Arbon

150 Verona Str¢
Rochester
New York
14608
USA
Holds Certificate No: FM 537916
and operates a Quality Management System which complies
following scope:
The design, development, manufacture, and ser
(such as INDUSTREX digital systems) and acces
|
|
For and on behalf of BSI: y.
Carlos Piy(, q
Original Registration Date: 2008-07-17

Latest Revision Date: 2019-09-24
|

ACCREDITED

e 50 (- 17071 S

MANAGEMENT SYSTEMS
CERTIFICATION RODY

SI and shall be re > imn
tronic cate can be authenticated online. e
ad in conjunction with the scope 2 or t ap X

Info
BSI
A Me

Assurance UK Limited, regigtered in England under number 7805321 at 389

mation and Contact; BSI, Kitemark C Davy Avenue, Kn
ljm!zu of the BSI Group of Companies

owlhill, Milton Kayi

hief Operating

r Assurance — Americas

ective Date: 2019-10-21
Expiry Date: 2022-10-20

Page: 1 of 2

g @ence a habit”
LA




G

1]

rtificate No: FM 537916

Location

Begistered Activities

Carestream Health, Inc
150 Verona Street
Rochester

New York

14608

USA

The design, development, manufacture, and service of digital
qadiogmphy imaging systems (such as INDUSTREX digital
systems) and accessories for the non-destructive testing

Carestream Health, Inc
1049 West Ridge Road
Rochester

New York

14615

USA

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

This gertificate remains the property of BSI and shall be returned immediately up
An electronic certificate can be authenticated online. Printed copies can be vaiida
To bd read in conjunction with the scope above ot the attached appendix.
Inforfnation and Contact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Miltor Ke
BSI Assurance UK Limited, registered in England under number 7805321 at 389 (
A Member of the BSI Group of Companies,

The design and manufacture of digital radiography imaging
systems (such as INDUSTREX digital systems) and
accessories for the non-destructive testing industry.

¥
N request.
ed af www

nes MKS BPREYESY
hiswick High ReEad, Wonde
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Denumirea firmei

Adresa firmei

IDNO - Codul fiscal
Codul TVA

Oficiul de inregistrare
Anul intemeierii
Denumirile precedente
Telefoane de contact
Fax

E-mail

web pagini

Tipul firmei

Director

Firme subsidiare
Numarul angajatilor
Numiirul depozitelor
Baza tehnico materiala
Volumul de productie
IBAN COD

Denumirea béncii
in care se deserveste

Codul béncii

DATE DESPRE PARTICIPANT

SA "M-INTER-FARMA"

Strada Grenodble 23, mun. Chisindu, Moldova MD-2025
1003600005263

0207934
Camera Inregistririi de Stat, Chisiniiu
12 mai 1994
SA "M-INTER-FARMA"
904-005, 9044006

904-007,

anatolie@minteﬁarma.md /nina@minterfarma.md

www.minterfarm a.md

societate pe aptiuni, privati
Morozov Maria

nu
16
9

inzestrata

MD37EN000000022245246845
BC "ENERGBANK" SA
ENEGMD22

Str.Tighina 23/3, mun. Chisiniu, Republica Moldova
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