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By Royal Charter

EC Certificate - Full Quality Assurance System

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

No. CE 01233

Issued To: Carestream Health, Inc.
150 Verona S
Rochester
New York
14608
USA

In respect of:

The design, development and manufacture of diagnostic 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 and medical imaging equipment, and
medical imaging and PACS Software. Those as of metrology related to the design and
manufacture of dimensional measuring PACS software. |

on the basis of our examination of the quality assurance system under the requirements of Council Directive
93/42/EEC, Annex II excluding section 4. The quality assurance system meets the requirements of the directive. For
the placing on the market of class III products an Annex II section 4 certificate is required.

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

Z

Albert Roossien, Regulatory Lead

ive (Notified Body Number 2797):

First Issued: 1996-03-06 Date: 2019-02-27 Expiry Date: 2021-03-05

Validity of this certificate is conditional on thee quality system baing maintained to the requirements of thil
surveillance activitias of the Notified Body. This approvel excludes all products desianed and/or mapufacilaf
named on this certificate, unless specifically agreed with BSL
This certificate was issued electranically and i5 baund by the conditions of the dontract,

Information and Contact; BST, Say Building, John M. Keynespleln 9, 1066 EP Anhsterdam, The Netherlands
BSE Group The Nethetlands BV, registered in The Netherlands under 33264284
A member of BSI Group of Companies.
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EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Devices, Annex II éxcluding 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: Seryice(s) supplied
Agfa-Gevaert HealthCare GmbH Manufacture
Biirgermeister-Gétz-Str. 10
Schrobenhausen
86529
Germany
Algotec Systems Ltd Desjgn
2 Hapnina Street Development
PO BOX 46 re
43107 Ra'anana
Israel
Analogic Corporation Deﬁgn
8 Centennial Drive Manufacture
Peabody
Massachusetts
01960
USA

..making excellence a habit.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Arsterdam, The Nethopf:
BSE Group The Netherands B.V. registered in The Netherands under 33264284,
A member of BSI Group of Companies.
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EC Certificate - Full Qual\ity Assurance System

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

List of Significant Subcomntractors

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

Certificate No: CE 01233
Date: 2019-02-27
Issued To: Carestream Health, Inc.
150 Verona Street
Rochester
New York
14608
UsA
Subcontractor: Seryice(s) supplied
Carestream Health France EU Representative
1, rue Galilée
93192 NOISY-LE-GRAND CEDEX
France _
Carestream Health, Inc Manufacture
5450 Campus Drive
Canandaigua
New York
14424
USA
Carestream Health, Inc. Dedign
1049 West Ridge Road Development
Rochester Manufacture
New York
14615
USA
..making excellence a habit”
/' age 2 of 7
Information and Contact: BSI, Say Building, John M, Keynesplein 9, 1066 EP Ams| erdam, The Netherl 3'

BS1 Group The Netherlands B.V. registered in The Nethetlands under 33264284,
A member of BSI Group of Companies.
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EC Certificate - Full Qual

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

vaal Chr
ity Assurance System

excluding Section 4

List of Significant Subcontractors

Recognised as being involved in services relating to the prod
Certificate No: CE 01233
Date: 2019-02-27
Issued To: Carestream Health, Inc.
150 Verona Street
Rochester
New York
14608
USA
Subcontractor: Se

&

lict covered by:

ice(s) supplied

Carestream Health, Inc.
1669 Lake Avenue
Rochester

New York

14652

USA

De

F93

ign
elopment
ufacture

Carestream Health, Inc.
1964 Lake Ave
Rochester

New York

14615

USA

£

Carestream Health, Inc.

2000 Howard Smith Avenue West
Windsor

Colorado

80550

USA

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Am
BS1 Group The Netherlands BV, registered in The Netherlands under 33264284,
A mamber of BSI Group of Companics.

MT\ufacture

.making excellence a habit”

Page 3 of 7
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EC Certificate - Full Qualjty Assurance System

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

List of Significant Subcontractors

Recognised as being involved in services relating to the prodyct covered by:
Certificate No: CE 01233
Date: 2019-02-27
Issued To: Carestream Health, Inc.

150 Verona Street

Rochester

New York

14608

USA
Subcontractor: Seryice(s) supplied
Carestream Health, Inc. Manufacture
8124 Pacific Avenue
White City
Oregon
97503
USA
Carestream Health, Inc. Design
Global R & D Center (Shanghal) Development
No. 27 Xinjingiao Road
Shanghai
2012086
China
Communication & Power Industries Manjufacture
Canada Inc.
45 River Drive
Georgetown
Ontario
L7G 234
Canada

..making excellence a habit”

Information and Contact: BSI, Say Building, John M. Keynespleln 9, 1066 EP Amstd rdam, The Nethe
BSI Group The Netherands B.V. registered in The Netherlands under 33264284,
A member of BSI Group of Companies.
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EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Devices, Annex II éxcluding 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
uUsa
Subcontractor: Servrce(s) supplied
Micro-X Ltd Design
1284 South Road Mangyfacture
Clovelly Park .
South Australia
5042
Australia
Rayco (Shanghai) Medical Products Mangfacture

Company Limited

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

201206

China

-.making excellence a habit”

Information and Contact: BSI, Sdy Building, John M. Keynesplein 8, 1066 EP Amsterds
BSI Group The Netherlands B.V. registersd in The Netherands under 33264284,
A member of BSI Group of Companies.




EC Certificate - Full Quality Assurance System

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

List of Significant Subcontractors

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

Certificate No: CE 01233
Date: 2019-02-27
Issued To: Carestream Health, Inc.
150 Verona Street
Rochester
New York
14608
USA
Subcontractor; Service(s) supplied
Rayco (Xiamen) Medical Products Manufacture
Company Limited
308 Wengjiao Road
Haicang District
Xiamen
Fujian
361022
China
Sclmage, Inc. Design
4916 El Camino Real, Suite 200 Development
Los Altos Software
California
94022
USA

..making excellence a habit”

Page 6 of 7

Information and Coritact: BSI, Sav Building, Jokin M. Keynesplein 9, 1066 EP Amstefdam, The Nath| Hepef
BSI Group The Netherlands B.Y, registered in The NetheHands under 33264284, .
A member of BSI Group of Companles.




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 prodjict covered by:

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

150 Verona Street

Rochester

New York

14608

USA
Subcontractor: Se|1vice(s) supplied
Soluciones Médicas Exportacion Marsufacture
S de RL de CV

Calle Anillo Periferico Poniente No. 3100
Colonia Paraisos Del Colli

Zapopan

Jalisco

45069

Mexico

Varian Medical Systems, Inc. Mahufacture
X-Ray Products

1678 South Pioneer Road
Salt Lake City

Utah

84104

USA

..making excellence a habit”

Page 7 of 7
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Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amgerdam, The heth z&’&}. + 3120 86
B85l Group The Netherlands B.V. registered in The Netherlands under 33264284, {

A member of BSI Group of Companies.
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Certificate of Regjstration

QUALITY MANAGEMENT SYSTEM - ISO 13485:2016

This is to certify that: Carestream Hea

150 Verona Stre
Rochester

New York
14608

USA

Holds Certificate No: FM 701584

and operates a Quality Management System which complies
following scope:

The design, manufacture, distribution, (integratid
products) of diagnostic image recording devices,
systems, cone beam computed tomography, info
information systems and medical imaging and dd

th, Inc

et

with the requirements of ISO 13485:2016 for the

n, installation and servicing excluding film
photo chemicals, medical and dental imaging
fmation technology software for healthcare
tection. Manufacture, service, installation and

distribution of Dry View Printers. Storage, Handlifg, Packaging and Distribution of

Pharmaceutical Products.

//H(f J/“‘——\.

For and on behalf of BSI:

Stewart Brain, Hej

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

This certificate remains the property of BSI and shall be returned eciately upg
An electronic certificate can be nticated online. Printed cc ' be validal]
To be read in conjunction with the scope above or the attached appendix

R

5 Headquarters
er of the BSI Gr

Group Americe Inc.,, 12950 Worldgate Drive, Suite 80

E
oup of Companies.

ad of Compliance & Risk - Medical Devices

Effective Date: 2019-10-03
Expiry Date: 2022-10-02

Page: 1 of 2

..making excellence a habit”

n request. .
'l L 2 i e I l. .
O a8t Www.DSIgroup com/Clig ML

(-2

D, Herndon, VA 20170-6007




Certificate No: FM 701584

Location

Registered Activities

Carestream Health, Inc
150 Verona Street
Rochester

New York

14608

USA

The design, manufacture, distribution, (integration,
installation and servicing excluding film products) of
diagnostic image recording devices, photo chemicals, medical
dental 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.
Storage, Handling, Packaging and Distribution of
Pharmaceutical Products.

Carestream Health Inc.

1600 Lexington Ave. Suite #356
Rochester

New York

14606

USA

Storage, Handling, Packaging and Distribution of Finished
Devices, and Replacement Parts, the Storage, Handling,
Packaging and Distribution of Pharmaceutical Products.

Carestream Health, Inc.

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

New York

14424

USA

The manufacture of X-ray detectors.

Carestream Health, Inc
1049 West Ridge Road
Rochester

New York

14615

USA

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

USA

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

Carestream Health, Inc
1964 Lake Avenue
Rochester

New York

14652

USA

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

To be read in conjunction with the scope above or the attached appendix.

Americas Headquarters; BSI Group America Inc., 12950 Worldgate Drive, Suite

A Member of the BSI Group of Companies.

tificate remains the property of BSIE and shall be returned immediately 4

pon request.
An electronic certificate can be authenticated online. Printed coples can be vali

ated at www.bsigroup.com/ClientDireg

800, Herndon, VA 20170-6007 USA

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

Effective Date: 2019-10-03
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Certificate of Reg

QUALITY MANAGEMENT SYSTEM - ISO 90

This is to certify that: Carestream He

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 se
(such as INDUSTREX dligital systems) and acce

For and on behalf of BSI:

By Royal Charter

Istration

1:2015

Ith, Inc
pet

L with the requirements of ISO 9001:2015 for the

rvice of digital radiography imaging systems
ssories for the non-destructive testing industry.

rtom

Carlos Pitan

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

ACCREDITED

MANAGEMENT SYSTEMS
CERTIFICATION BODY

remnains the
An cate can I
To be read in conjunctien with cape above or the attached appendix

Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton
BSI Assurance UK Limited, registered in England under number 7805321 at 3§
A Member of the BSI Group of Companies.

authe

| online. Pri

Chief Operating

r Assurance — Americas

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

Page: 1 of 2

ence a habit’

property of BSI and shall be returned immaediately pipon regus

can be valldated at wivw.bs X




Certificate No: FM 537916

Location

Registered Activities

Carestream Health, Inc
150 Verona Street
Rochester

New York

14608

USA

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

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 certificate remains the property of BSI and shall be returned immediately up
An electronic certificate can be authenticated online, Printed copies can be validd
To be read in conjunction with the scope above or the attached appendix
Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton 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. fs
fed at www
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Caresiream
DECLARAT

Medical Device Directive [Directive 93/42/EEC], ANNI

ION OF CONFORMITY

IT Conformity Assessment Procedure and the Australian

Carestream Health, Inc., hereby declares that the product(s) %f(ted are made in conformity with:

Therapeutic Goods (Medical Devices) Regulations 2002, CI

Manufacturer’s Name and Address: Carestream Health, T’nc.

150 Verona Street

se 1.8 of Schedule 3.

Rochester, New Yofk, USA 14608

Medical Device: X-ray Film, Sheet

Product List: X-OMAT BT Film
Medical X-ray Blue
Medical X-ray Blue
Medical X-ray Greeh

T-MAT G/RA Film
T-MAT L/RA Film

MXB Film
MXBE Film
/ MXG Film

INSIGHT Pediatric Film
INSIGHT Thoracic Film

X-SIGHT G/RA Fi
MIN-R EV Film
MIN-R 8 Film

MIN-R 2000 Plus Fiflm
L Green X-ray Film|WB

HG Green X-ray Fi

Green X-ray Film WB

Full Blue X-ray Filny
Mammo Film WB
—End of List—

WB

WB

Device Classification: Europe - Class Ila, ANNEX IX , Rule 16

Australia - Class Ila

Schedule 2, Part 5, Rule 5.4

GMDN Code and Term: 40979. Medical x-ray film, screen

Scope of Application All declared products

Each kind of medical device to which the quality-manageme

t system has been applied complies with the applicable

provisions of the essential principles, the classification rules, pnd the full-quality-assurance procedures at each stage, from the
design of the device until its final inspection before being supplied.

Issue date: 20 March 2019, Revision X (X-ray Film, Sheet} Class lla) ESFTR M 5L XN MP-000066-A(C)

Carestream Health, Inc. | 150 Verona Street | Rochester, N

York 14808




Quality-Management-System Certified to EN ISO [3485 by

BSI No. FM 701584
BSI No. FM 507315

DNV No. 245266-2017-AQ-USA-NA-PS Rev. 1

BSI No. FM 46141

TUV No. Q2N 17 1] 61500 005

European Notified Body: British Standards Ins}itute, BSI (2797)
Full-Quality-Assurance-System BSI Certificate Number CE 01233
Certificate (CE):

1, rue Galilée
93192 NOISY-LE-G
FRANCE

European Authorized Representative:  Carestream Health F[nce

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

ENISO 14971
EN 1041
ENISO 15223-1
EN 62366

T et tUh

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-
Carestream Health, Inc. | 150 Verona Street | Rochester, Ne

AND CEDEX

Class lla)
v York 14608 |

AEY000066-A(C)

PAGE 2 of 2



DECLARATION OF CONFORMITY

Carestream Health, Inc., hereby declares that the product(s) lied are made in conformity with:

Medical Device Directive [Directive 93/42/EEC], ANNEX VII Conformity Assessment Procedure and the Australian
Therapeutic Goods (Medical Devices) Regulations 2002, Claube 6.6 of Schedule 3.

Manufacturer’s Name and Address: Carestream Health, Inf
150 Verona Street
Rochester, New Yor

T

USA 14608

Medical Device: Medical Imaging Phofoprocessing Devices - Photochemicals

Product List: Chemistry used to deyelop or fix the image on medical and dental X-ray films:
GBX Developer and Replenisher
GBX Fixer and Repldnisher
GBX Twin Pack
X-OMAT MX Fixer gnd Replenisher
X-OMAT MX Develgper and Replenisher
READYMATIC Devgloper and Replenisher
READYMATIC Fixef and Replenisher
READYMATIC Chen Pack
RP X-OMAT Developer and Replenisher
RP X-OMAT LO Fixpr and Replenisher
X-OMAT EX 1I Devdloper and Replenisher
X-OMAT Developer Btarter
X-OMAT LE+ Develpper and Replenisher
X-OMAT LE+ Fixer pnd Replenisher
CARESTREAM DENTAL X-ray Monobath
CARESTREAM DENTAL X-ray Developer
CARESTREAM DENTAL X-ray Fixer
Rapid Access Twin
Rapid Access Developer
Rapid Access Fixer
XCE Developer and Replenisher
XCF Fixer and Replehisher
XPE Developer
XPF Fixer
—knd of List—

Device Classification: Europe - Class [, ANNEX IX, Rule !
Australia - Class I, Sghedule 2, Part 2, Rule 2.1

GMDN Code and Term: 41009 Radiographic f{lm processing chemical, automated
41008 Radiographic f{lm processing chemical, manual

Issue date: 8 April 2018, Revision T Photochemistny

‘ Br-000066-A(C)
Carestream Health, Inc. | 150 Verona Street | Rochester, New York 145308 | USA

N PAGE 10f 2




Scope of Application All declared products

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

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

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

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

EN 1041

EN IS0 15223-1
EN ISO 14971
EN 62266

e

e

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, Newy York 14608 | USA




IIPOTOKOA

OASTI HEAEH
/ Ne 1-1/2006

UCHBITATEILHASL JABOPATOPUSL ITP

POCCHICKOIO HAYYHOI'O IIEHTPA PEHTIE
Anpec: 117997, I'CII-7, Mocksaa, yn. [Tpodcorpsnad, 86

[Tosmomoums ot [Noccrarnapra Poceun:

Jlucr 1
Bceero nucror 7

MCIOBITAHHUH
CEPTH®PHKAIIHUHU

13 mapTa 2006 r.

MHHKOB PEHTITEHOBCKOI'O H3JIYYEHMA
HopAJuoJorun (MJIIIPH PHII PP)

Atrectat akkpeautaimun Ne POCC RU.0001.21MM13 ot 6 mrons 2005 r.

|, Bun usnenus:

WarotoBuTens:

THE U3IETHH:

JlaTa ucHbITaHUI:

Ilens HcHOEITAHHUHA:

[IneHka MenMUMHECKAs PGHTTEHOBCKAs 171 oO1eH peHTreHorpaguu

Eastman Kodak Companly (343 State Street, Rochester, NY 14650-1131, USA);
Kodak Industrie (Route de Demigny, 71102 Chalon sur Saone, Cedex, France);
Kodak de Mexico, S.A. de C.V. (Marianto Otero 408, CD Del Sol, Guadalajara,

. Jalisco, Mexico, CP 450

b0)

MXB, MXG, X-sight G/RA, X-sight L/RA

¢ 20 ¢erpans mo 02 map;

Onpenenenne ans 1esek
tpebosauuam ['OCT 256

METONMUKH HUCmbITaHuH 0

ra 2006 r.

cepTHdUKAIHH COOTBETCTBUS 00Pa3LOB MICHOK
42-83, TOCT 25847-83 u TunoBoit nporpaMMsl 1
5. TTIMLIL. ‘

YacTHuHas mepeneyarka U konuposanug Ges paspemenus WI [TPU sartpétzaercs

Pe3ynsTaThl HCIBITAHKH PacIpOCTPaHK

.‘

PTCA TOJIBKO Ha 06])331151, MOABEPTHYTEIE HCIIBITAHUAM.




n

i#hi, VTBEPIKIAIO

OTOKOI

TeXHU4YecKunx MCNbITAHUW C uenbi perycrpayuu MeAULUMHCKUX PEHTFeHOBCKUX NNEeHOK
ans obuiei pentreHorpacdpuu npoussoacTea chupmbl Kodak

3 mapta 2006 1.

B jraGopaTopyu NPHEMHHKOB PEHTTEHOBCKOrO H3myyeHus PI'Y "PHLIPP Pocsupasa" ¢ 20 deppais
no 2 mapra 2006 r. 6BUTM [POBEJEHBI TEXHHYECKHE HCTLITAHUS C NENbIO PErHCTPALNA MEIMIMHCKHX
PEHTreHOBCKHX TIJIEHOK IJIA obmeii pentrenorpapuu tuna MXB, MXG, X-sight G/RA u X-sight L/RA
npomssoscTea Eastman Kodak Company (CILA), Kodak Industrie (®panius) u Kodak de Mexico, S.A.

de C.V. (Mekcuxka).

[peacTaBiieHHble HA MCTBITAHHS IUICHKH NPEIHA3HAUCHBI IS PETHCTPALAH n300paxkeHus MpH
ncenenonanusx B obmelt pearredorpadun. TDjeHKH HMEIOT ABA SMYIECHOHHBIX CIOS H NMPUMCHAIOTCA B
METUIMHCKOM MPAKTHKE ¢ KOMIUIEKTAMH YCHIMBAIONMX dKpaHoB. [lnenxa Tina MXB npennazgaueHa
IS NpUMEHEHHs ¢ KOMIUIEKTAMH YCHIIMBAIOMIMX SKPaHOB C H3JIyueHHeM B CHHEH obnacTu cnekrpa,

oproxpomarudeckue Ienkn tuna MXG, X-

o6NaaIoMMX M3NyYeHHeM B 3eneHol 061acTH

1otest B popmarax mo MCO 4090:2001.

ght G/RA u X-sight L/RA — ¢ KOMIUIEKTaMH 3KPaHOB,
cHexTpa. Bce MCHBITHIBAGMBIE THIIEI MICHOK BBITYCKa-

Jlns mpoBefieHUs MCTIBITAHHA M3 CepHHOH mponyKiuu QUpMBI Kodak 6vutu otobpansl ciemy—

fomue obpasusl:
A) MXB, popmar 18x24, maprus Ne 3259901
B) MXB, dopmar 35x43, naptua Ne 0943231
C) MXG, dopwmar 18x24, maprus Ne 4856551
D) MXG, popmar 15x40, naprus Ne 2358021

E) X-sight G/RA, dopmat 24x30, maprus Ne
F) X-sight G/RA, dpopmar 30x40, maptus Ne (
G) X-sight L/RA, dopmat 24x30, naprus Ne
H) X-sight L/RA, dopmat 30x40, maptus Ne (

[IporpaMma MCHOBITAHHH BKIIOYaia B
nnenox Tpebosanusam TOCT 25642-83, nposg

83, a Takxe IPOBEPKY PEHTIEHOCEHCHTOME
TIoYepHeHUs, YyBCTBUTEIBHOCTH K OCBEIICHH]
IMYNBCHOHHBIX CIOEB Ha COOTBETCTBHE TpPEd
MEIUIMHCKUX peHTreHosekux muerok 005.7]
Ha3HAYEHMS.

HcnpiTanus NPOBOAMAKMCH METOLAMH, M3

26903-86, OCT 6-17-54-80 u Tunosoii nporpg
n3mepenuit 1 obopyaoBaHUA, TTOBEPEHHBIX H 4§

cepebpa B HMYJILCHAX TLIEHOK OIPEAEAIoch METOIOM ®onvrapna.

cpok roguocty xo 11/2007, 1 yn., 100 nucros;
cpok roaoctu o 05/2006, 1 yn., 100 aucTos;
cpok roguoctu go 11/2007, 1 ym., 100 aucros;
| cpox romguocTu go 04/2006, 1 yn., 100 n1ucTOB;
971801, cpox rogrocTs mo 11/2007, 1 yn., 100 macTos;
971891, cpok romroctr go 11/2007, 1 yn., 100 smcros;
439721, cpok roanoctu mo 08/2007, 1 yn., 100 nucros;
1439561, cpox roauoctu xo 08/2007, 1 ym., 100 nucros.

e6s NpoBepKY COOTBETCTBMH MAPKMPOBKH M YIAKOBKH
PKy cooTBETCTBHs pasMepos TpeGopanuam I'OCT 25847-
rPUYECKMX TMOKa3areseH, HepaBHOMEPHOCTH ILIOTHOCTH
b HeakTHHUUHBIX (oHapeit ¥ TeMieparypsl Aedopmainu
bBaHHAM THMOBOM MPOrpaMMbl H METOAMKH MCMBITAHUH
[IM.IT B uacTH peHTreHorpaguyeckux mieHox obuiero

noxenusiMu B TOCT 25847-83, T'OC 635-83, I'OCT

WaHHEM CpPeJICTB




Jlns ompeneneHns PEHTreHOCCHCHTOMETPYUYECKUX MOKasaTesnel oOpasibl MICHOK SKCHOHHPOBa-—
NUCh HA PEHTreHOCEHCHTOMETPHYECKOH YCTAHOBKE M3J[yUEHHEM, XapaKTepH3yeMbIM CI10=7,0 mm Al
(nomonmuuTensHas GribTpauma 20 MM Al, aHOZHOE HANPSIKEHUE OKOJIO 80 xB). Ilpu stom obpasusl
rieHkd MXB 9KCIOHMPOBATMCH ¢ KOHTPOJBHEIM 00PAasloM JKPaHOB THITA Penexc DVY-B2, obpasiibl
ienok Tuna MXG, X-sight G/RA u X-sight L ~C KOHTPOJIBHBIM 06pasijoM 3kpaHoB THma Penekc
V-3, CencurorpaMmbl 06paGaThiBaIiCh BPYYHYIO B IposiBATENsX "PenTren-2" (mo OCT 6-17-54-80)
u "GBX" (Kodak) npu Temmeparype pactsopos 20°C 8 Teuenue 6 MHHYT M B TPOSBOYHOM aBTOMATE
"Compact 2" (Protec) B peaktunax X-Omat EXI X-Omat LO (Kodak) mpu Temneparype mposBHTEILs
33°C u nonHo# mMTensHOCTH mponecca 2,2 Muf. JIng nposepKH YyBCTBATENBHOCTH IUICHOK K HEAKTH—
HHYHOMY OCBEICHHMIO HCIIONB3OBANMCH pacnppcTpanchibie B Poccun (oHaph ¢ KpacHBIMH CBETO-
dbumprpamu: Ne 107, Ne 104, R1 dupmer Agfa u GBX-2 dupmel Kodak, a Taoke ponaps PEHEKC ®H-1
¢ KpacHbIMH CBeTOjMOAaMu. Kpome Toro, mpgsepsjiach BOIMOKHOCTb MCHOJIB3OBAHMA LA paboThl ¢
cuHeuyBCTBHTENBHOM eHKko# MXB douaps ¢ jKenTo-3e1eHbM ceetopuasTpom Ne 117. PacctosiHue ot
paboueit OBEPXHOCTH cToNA 10 (oHapei co cBprodunsTpamu Ne 107,104 u 117 coctasisiio 70 eM, 110
homapeit GBX-2 u PEHEKC ®H-1 - 100 cm, 10 porapst co ceeropunsTpoM R1 — 140 em.

Pe3ygTaThl HCNbITAHUH

1. YrIakoBKa # MapKupoBka 06pasIioB BCey IUIEHOK COOTBETCTBYIOT TPeOOBAHHAM I'OCT 25642.

2. PesynbTaThl IPOBEPKHU PasMepoB 06pa31foB IUIEHOK NIPEACTAB/ICHE! B Ta0mAIe il

Tabnuna 1
Obpaszeu Tun nineHku dopmat Paimepsl IT SEG,FZ?;E I:;ﬁ’g;g:;:‘

A 18x24 upuna, Mm 178 £ 1 178
MXB JIlnuHa, MM 238+ 1 238

B 35x43 [Inpuna, MM 354 £ 1 354
Jlnuna, MM 430 £ 1 430

i 18524 [upuna, MM 178 £ 1 178
MXG Jlnuyxa, MM 238+ 1 238

D 15x40 Lupuiia, MM 148 £ | 148
JlmiHa, MM 398+ 1 398

E 2430 1lupunaa, MM 238+ 1 238
) JnuHa, MM 298 + 1 298

. X-sight G/RA Bl [lupra, MM 208+ | 298
JInuHa, MM 398 £ 1 398

G 2430 IIupuHa, MM 238 %] 238
. IlnuHa, MM 298 + | 298

" X-sight L/RA ke _'rLUnpma, MM 208 + | 298
Jnuua, MM 398 = 1 398

Paguyc 3aKpyTJeHus YIIOB 06pasioB BCPX IUIEHOK COCTABIIAET O 4:$f

tpebosanusmu [OCT 25642 nomyckaercs 0T 6 1o 12 mm).
3. [Tocae HKCHOHHPOBAHHS 00pa3’loB BYeX TIIEHOK CBETOM HE
TpeX MUHYT He ObUIO 3aperHCTPHPOBAHO YBETHECHHA OTNITHYECKOH nhoﬁ'u—é:m C HEmRaIL Y (foTTycKaeTCs

eil B TeyeHue




yeemuuenne o 0,1 B). CrenoparensHo, Ui haboThl C MJIEHKAMH TNPUIOAHBI BCE CTAaHAAPTHBIC JUIS
hoTonaGopaTopuii peHTreHOBCKHX KaGHHETOB HGAKTHHHMHBIC honapu, CO3AIOMHME KPACHOE OCBEIICHHE,
a s paBoThi ¢ ierkoit Tana MXB - Takke QoHaps ¢ HKENTO-3CICHBIM ceetodunsTpom Ne 117.

4, Pe3ysbTaThl IIPOBEPKH PEHITEHOCCHCHTOMETPHHIECKIX mokasareneil 0OpasoB MIeHOK Ha COOT—
peTcTBHE TpeboBaHuAM THIOBOH MPOrpaMMBbl M METOIMKH 005.TTIM.II npuBenens! B Tabmuiax 2 3, B

KOTOPBIX HCIONB30BAHEI CHEAYIONHe 0003HAUYGHHS: Spjgs - TYBCTBHTENBHOCTL B Pl <g> - cpemmmit
rpamuent, D, - IoTHOCT Byanu B b. IINOTHOCTE OCHOEE! o6pasnos rrenku THna MXB cocrasaser 0,19
B, tuna MXG - 0,21 B, Tuna X-sight G/RA u X-pight L/RA - 0,20 B.

Tabnuua 2

PeHTreHoceHCHTOMETPHYECKHE MOKA3ATEH CHHEYyYBCTBATEILHON NUIEHKH THIIA MXB
(oGpjasubl A u B)

ITpu pyunoii 06pg6oTke B NPOSBUTENAX [Tpy aBTOMaTHHECKOH 0Opa-
0 Toeh borke B peaktiBax X-Omat
roey 3 sl "Penren-2" "GBX" EXII/ RP X-Omat LO
! N (20°C, 6 min) (20°C, 6 vu) (33°C; 2,2 MiH)
A B A B A B
Soss, P7 | = 550-400 600 800 €50 950 700 950
<g> >2,4-2,0 2,8 3,0 2,6 2,8 29 3,0
Do, B <0,2-0.3 . 806 0,12 0,06 0,12 0,07 0,14
TaGmnuna 3

PelTreH0CeHCATOMETPHYECKHE TTOKA3ATeH OPTOXPOMATHIECKHX ILIEHOK THTIA MXG
(o6pazusl C u D), X-sight G/RA (o6pjasubr F. u F) u X-sight L/RA(o6pa3us G u H)

Tpu asToMarHueckoii obpa—
T 6otke B peakTHpax X-Omat
TMokaza— pebo— "Perrrren-2" "GBX" EX1I /RP X-Omat LO

L s (20°C, 6 mun) (20°C, 6 muH) (33°C; 2.2 mum)

clplelfFlc|d|lc|p|E|F|G|H|C|D|E|F|G|H

Suss, P" | 1200-800{1700[1850[1 550]1600]1700]1650]180011 900117501 7001 75011 75011900|2200/1900/1 85020001950
< | 22621 |24|23(3,1[31]22]2p]22|22(30(29]22|2,1]26|25|3.1|32|22|23
Do 5 | <0.1-02 [0,01]0.04]0,01/0,01]0,01|0430,01]0,04/0,03|0,03/0,0310,03]0,02|0,06]0,03]0,03]0,03]0,03

Tpu pyuHoit o6papoTke B 1POABHTENAX

Tpumeuanne. B rpagax "Tpe6osanua” Tabnui| 2 u 3 yKkasansl HOPMbI PEHTreHOCEHCHTOMETPHYECKHX noxasatenen
TP BBITYCKE H B KOHUE FapaHTHAHOrO CPOKa XPAHEHHA.
5. HepaBHOMEpHOCT ONTHYECKOH MJIOTHOCTH MPH JKCIIOHMPOBAHHH JIMCTOB TLIEHOK PEHTIEHOB—
CKUM M3TydeHHEM B OTHOPOJHBIX YCIOBHAX CQCTABIACT JUIA opasos A, Eu G - 0,01 B, ans o6pasios
B,C,DuF-0025n obpasua H |- 0,03 b (aomyckaerca 10 0,08 B). a TOJIYYEHHbIX

peHTreHorpaMmMax He WMeeTcs CIeNOB pas3psamoB, IOJOC, [MATEH ¥ JAPYTHXZADGEIe Y
s A

CII0eB. NP

i

6. Temmepatypa ILIaBICHHAS 3Mym;cuom-lmx croeB 06pasioB nnenﬁﬁgﬁn .
el o4 QU° oy
obpasios mieHok Tuna MXG, X-sight G/RA n| X-sight L/RA — 6onee 9§°C-_‘(;rﬁ aB e
~.‘9\\ -




7. Conepxanue cepefpa B IMYTbCHAX TIIEH

(o6pazen D) - 2,6; tuna X-sight G/RA (obpasew

O6pa3iisl MEARIIMHCKHX PEHTTEHOBCKHX 11
Ne 3259901, cpok rommocta mo 11/2007 u Ne 0
Ne 2358021 mo 04/2006), X-sight G/RA (Ne 097

L/RA (Ne 0439721 no 08/2007 n Ne 0439561
(CILIA), Kodak Industrie (®panuns) u Kodak

TpeSosanmmm TOCT 25642-83, TOCT 25847
MEIMIMHCKUX peHTreHoBckux miaeHox 005.TTIM
tpebosanuamu [OCT P 51121-97 "Tosaps! Hel

O6mue Tpe6opanus" NOTPeOUTENIO MOKHA OBI

PYCCKOM S3BIKE (3THKETKH, HHCTPYKIMH, COIIPOB

[Inenxu tHma MXB, MXG, X-sight G/R

4

ku Tuna MXB (o6pasent A) cocrasnsert 3,3; tuna MXG
) u X-sight L/RA (o6pazen G) - 3,6 /v,

3LIU!I-D‘I€HH8

leHok s obeit perntresorpaduu Tuna MXB (naprus
043231 no 05/2006), MXG (Ne 4856551 no 11/2007 u
1801 mo 11/2007 u Ne 0971891 mo 11/2007) u X-sight
no 08/2007) npomseonctea Eastman Kodak Company
de Mexico, S.A. de C.V. (Mekcuka) COOTBETCTBYIOT
83 1 Tunosoii mporpaMMbl ¥ METOAMKH HCIBITAHWH
JI. Ormako, cnexyeT OTMETHTB, YTO B COOTBETCTBHHU C
iponoBoscTReHHbIe. MudopMmanus ansg notpeburenei.
[b IpeacTaBieHa monHas uHbopManus o6 u3zenusx Ha
DAUTENEHAS JOKYMEHTAIMSA, IPOCIIEKTBI).

A u X-sight L/RA MoryT OBITE PEKOMEHIOBaHBI JUls

NPHMEHCHHS HA TeppUTOPHH POCCHH NPH PYYHOM H aBTOMATHYECKOM crocobax (OTOXHMHYECKOH

obpabotku. [lng paGoThH ¢ IIEHKAMH MOXKHO

CII0/IBb20BaTh BCE CTaHaapTHele And (oronabopaTopuii

PEHTIEHOBCKHX KaOMHETOB HEaKTHHUYHbIE (ofapu, co3garolIMe KpacHOe OCBElIeHHe, It paboThl ¢

nnenkoit MXB - taxke (poHaph C 3el1eHBIM CBET(

PykoBOAMTENb MCIILITATENLHOM 120

[IPHEMHHKOB PEHTTEHOBCKOTO H3JTY]

Crapunit Hay4HBI}H COTPYIAHMK

Mnammuit Hay4dHbIH COTPYIHUK

GunsTpom Ne 117.

OpaTopHH
HEHUA
IO Piopurep

C.U.T'onoskoga

B.H.Illeruyenko




[Tpotoxon Ne 1-1/2006
Jlucr 4
Bceero nuctos 7
6. PE3YJIBTATHI UCIILITAHUM 1 JAHHBIE U3MEPEHHI
YcnosHEIE 0003HAYECHUSA: "e" — cooTBercTBYeT rpeboBaruam H]T;
"g" — e coOTRETCTBYET TpeGoranusm HII;
"gn" — TpeCoBaHHE HE TIPEMEHSIETCH.
6.1. Hopmatususiii qoxyment: [OCT 25642-83
Tabnuna 3
. 3ak04eHHe 0
Pasnen, Onpenesienbie Tpe6o— PesysibraTel, npuMetaHHs
NYHKT COOTBETCTBHH
XapaKTEepPHCTHKH BAHUSA
HI AlBIB|lr|A|E|[X]| 3 |A|B|B|T|A|E|XK]3
HavMeHOBaHHE NPEOTPH—
STHS-M3TOTOBHUTENA M er0 | manuuwme |ecTh |€cTh |ecTh |ecTh |ecTh |ecTh [eCTh|eCThf C | C(c|c|c|c ¢ ¢
TOBapHbIH 3HAK
HaueRonazue i Sapsh HanuuMe |€CTh | gCTh|eCTh |€CTh [€CTh |€CTh|ecTh|ecThf € | C(C|C|C|C|C|C
TUTEHKH
O6o3nauenue HL wanuaue | HeT | Her | Het | HeT | HET | HET | HeT | HET | HIT | HIT |HIT|HIT| HIT| BI1| HIT| HIT
IMokazaTenu TeXHIYECKHX
yKasaHue | HET | HeT | HeT | HET | HeT | HeT | HeT | HEeT | HIT| HII \HIT| HIT| HIl | HIT| HIT| HIT
1.1 XapaKTepUCTHK
(Mapxi— | Homep napTuu yKasaHHe |ECTh |¢CTh |€CTh [ €CTh | €CTh | €CTh | €CTh|€CTB| C [ C|CjC|C|Ccjc C
poBKa
noTpebu- Jlata U3rOTOBMNEHIH, .
Tensckoli | FAPAHTHAHBIH CPOK ykasarue |ects'|drs’ jecTs'|ects'|ecTs'|ecTs! fecTs' ects!l ¢ | clelclclclc]|e
Tﬁ.pb[) XpaHeHHA !
KonuyecTBo, pasmMepst yKa3aHue |ecTh | PCTh | €CT)h | €CTh | €cTh | €CTh | ecTh (eCTh| € | C |cfcjcjcjc|¢C
ConepxaHue . : '
ykasauue | HeT |[HeT | HeT | HeT | HeT | HeT | HeT | HEeT |HIT | HI |HI\RIT| FIl| HIT\ KT HIT
MeTanmmyeckoro cepebpa
Vxasauus 06 oCBELIEHHH
TIpU BCKPBITHH H Hanuuue |ecth |lecTh |ecTh |ecTh|ects |ecTh|ecTh|eCTB| € | € {C|c|c|c|C|¢C
ofipaGoTke
Ipemynpexaenue o
ROy CTRMOCTR Hanuame |ects lects |ecTs | ects |ects |ecTs [ecth|ects| c | e le|cc|cfc|c
XpaHeHMs B [PUCYTCTBHH
PanHOaKTHBHOCTH
VkazaHus Mo XpaHeHHIo, :
o Hanuuue |ects |ects|ecis |ecTs|ecth|ecTh|ecThiecTB| € | c|clecjc|c|c|C
npumeHeHIo 1 odpaboTke
CreTo3aMTHBIE H
2.1 (Ynax. | gnaronenpoHuuaemsie, HCTION B30~
MaTepHalbl)| yuepTHbie K s | SO0 PHGHE uen. |Mem. | Wem. | wem. | Men. [uem | ¢ [cfc|cfecjc|c|c
doTorpapuyeckuM CroAM
KonuyecTBo NHCTOB B
20, 25,50 100] 100 | 100 | 100 | 100 | 1 100°| 100 H
2.2. Vna- | auxe ; 00 100 | Hrr | Bt | HIT | HI | HIT| B0 HIT|HO
KOBBIB3HME =t
it aeM = [50C
nuctosoit | CBeToHENMpOHHUAEMBIH cantaios g ECEn
[eHKH | naxer ans ymakosKH Sakye | ECTLfi T, |HCH. | Sieq. | wo. Mot | eiletelelc
nayKu
®
! Mcnonbs3oBan 3aMeHAIOMINI NOKa3aTeNb: CPOK rommcnr. 217 l'.“:_




[Tporoxon Ne 1-1/2006
Jluer 6
Beero mucToB 7

6.3. [TporpaMma H MeToAMKa HCHBITAHMI 005.TTIMLII
Tabmna 5
Pa3nen, 3aKa4eHne o
nyteT OnpenensieMbie Tpebo— PeaynnraThl, NpHMEYaHHs R Y,

HJI XapaKTepHCTHKH samas [T T lr|alE|x]|3|a|ls|8lr|alelx|s
33, |Veemuuenue [/ Ne 1177 o00lpoo|l - | = | - | = | = | = |¢|ec |sm|uniam|ummm Hr
dyscTeu— fonTudeckol |4 no 1072 0,00 |0,00{0,00{0,00{0,00{0,00/0,00{0,00| ¢ | ¢ |e|c|ec|c|c|c
TENBEHOCTE |MJIOTHOCTH
K HeaxTH— |HamByansio /9N 1042 0,00 /0,00 0,000,00 0,00{0,00/0,00|10,00] c |c|ejecjciclc c
migHomy  |(B) mpu /b R1 <0,1
ocpene~— FKCTTOHU— (Agfa)3 0,00 0,00 0,00 0,00 0,00 0,00 0,00 0,00 Bleleclene|Cel e
HHIO  |pOBaHHH

¥R s 0,00 {0,00{0,000,00{0,00/0,00(0,00{0,00 ¢ | ¢ | ¢ |c|c|c|c|e
(Kodak)
TeHeHHe 3 MUH
flox omape: | SIEKE 0,00 {0,00{0,c0{0,00{0,00/0,00{0,00(0,00] ¢ [ ¢ |c|ec|c|ec|e]e
B | PRI <008 |0,01]0,02/0,02{0,02{0,01(0,020,01{0,03| ¢ |c|c|c|c|c|c]|c
riouepHeHus, b
lIe.qJERTBI IMYJIBCHH OTCYTCTBHE| OTC. | OTC. | OTS. otc. | ote. |oTc. {oTe. joTc,fcjejcjojcjc|c|c

3.5 |Tewneparypa nedopMaltth| 50 | go 189 |>53 [>93 |>93(>93 [>93(>93 [ cfc|efe|c|e|e|c

3MYTECHOHHBIX c10eB, °C

3.6 Hauoccepe()'pa,rlm2 mepern. |3.3(35]25[26|36|35]36 3,7 | Hn| B0 | HIU| HIT| HIT| HIT| HIT| HIT

Pyunas o6paborkalp nposisurene ""Pentren-2" (20°C, 6 Mun)

3.7 YyECTBHTEEHOCTh, p'o |>550-400|600)(800| - | - | - | — - | ¢,| ¢ |un|Hm|Hn|sn|H0|HO
Pentre— |CpenHuil rpanHeHT A 2B 30l ~ f =] s = — | c | ¢ |um|Hn|HD|HD|HO|HI
HOCEHCH— | TTnoTHOCTS ByamH, b <0,20-0,3010,0910,12| ~ | = |l = | = — | ¢ | ¢ |Hm|Hm|H|HIT|HIT| HIT
TOMETPH-
qecge YyBCTBHTENEHOCTD, p'  |>1200-800] - || - |1700{1850|1550{1600{1700{1650|un|mmjc|cicjcjc|c
nokasa— | Cpeanuil rpamuenT >2621 | -|| - [24123|3,1(3,1]22|22|umjEnjcjcjcjcic|c
e’ [lnoTHOCTH ByasH, b <0,10-0,20] - - 10,01/0,0410,01]|0,01{0,01{0,03|un|unjcjcjciclc|c

ApTomaTHueckas obpaboTka B peakrnsax X-Omat EXI/RP X-Omat LO dupmir Kodak (33°C; 2,2 Mun)
UyBcTBHTENBHOCTS, P >550-400|70q(950| — | - | - | - — | ¢ | ¢ |un|un{un|un|sn|an
CpenHuit rpaauesT 2420129130 - } - - - — | ¢ | ¢ {un|un|an|an|Hm| HI
[noTHOCTS Byani, b <0,20-0,30100710,14| - | — | = | = — | ¢ | ¢ |Hm|HO|HIT| =T AT HT
YysersutensHocTs, P |2 1200-800) -| | - |1900j2200 ¢lelcfec|ecte
Cpennuit rpaaueHT >2,6-2,11 - -l xG123 ¢lelelele|e
[TnoTHOCTD ByanH, b <0,10-0,20] — - 10,02{0,06 glele e el

2 paccrosiHMe ot GoHApS 10 MOBEPXHOCTH pabouero croja 70 cm.

3 paccrosHuUe OT POHAPA 10 NOBEPXHOCTH paGoyero crofa 140 cM.

4 paccroanue ot GpoHaps 10 NOBEPXHOCTH pabouero crojia 100 cm.

> B rpade "Tpedosania" NpYBEIeHbl HOPMbl PEHTEHOCEHCUTOMETPHHECKI BBIMYCKE WU B KOHLE

rapaHTHIHOTO CPOKA XPaHEHHA. [MokasaTenu 06pasuop A ¥ b onpenensmucs ¢

K u 3 —c sxpanamu IV-I3.




Tel 00 373 22/90-40-96, 90-40-07, 90-40-05

Nr. 42 din 10 martie 2020

Catre
IMSP AMT Riscani

Grupul de lucru la procedura de achizitie
nr. ocds-b3wdpl-MD-1583311811056

DECLARATIA

Prin prezenta ,M-INTER-FARMA” SA declard cd Filmele radiografice, oferite in
cadrul AVM nr. ocds-b3wdp1-MD-1583311811056 sunt compatibile cu casetele cu ecrane

intensificatoare, sensibile in verde, existgnte in IMSP AMT Riscani.

Cu respect,

Director “M- INTER-FARMA” SA Morozov Maria
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