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EC Certificate - Full Quality Assurance S;rsﬂtem

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

Na. CE 01233
Tszued To: Carestream Inc.,
150 Verona
Rochester
Neaw York
14608
usa
In respoct of:
The design, development and manufacture of di ¢ image recording devices
storage phosphor screens and reader systems, :ﬂﬂmh“?ﬁﬁnmmm
systems, dental x-ray systems including film, and medical ulm

on the basis of our examiniion of the quality assurance under the raquiremants of Caunell Directive
F3/42/EEC, Annext [1 eclubing section 4. The quality assura friests s ofth
e placing on the market of dass 11 products an Annex [ %mﬂ:w i

For and oh behalf of 851, -Mﬁmmrnrnmmrm:mummmumm

=

Albert Roossien, Regulatory Lead

Firsk Issued: 1996-03-06 Dote: 2009-02-27 Espiry Date; 2021-03-05
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bsi.

By Rergal Charter

EC Certificate - Full Quality Assurance System

Directive 93/42/EEC an Medical Devices, Annex II pxcluding Section 4

List of Significant Subcontractors

whmmhedhmmw'h covered by!
Cartificate MNo: CE 01233

i H 2019-02-37
Imsyed Ton Carestream Health, inc.

150 Verona Streat

Rochestsr

Mirwe York

14808

usa
Subcontractor: Seryice(s) supplied

Str, 10
BRS2Y
GETmEny
Algotec Systems Ltd
& Hapning Sorest
PO BIX 46
43107 Ra'anana
Anglogic Corporation n
B Centannial Drive :?ﬂm"
Peabody
Massachusatts
01860
LisA
~making excellence a habst’

Liekmmin gl Comvgent. BB, Sty Buiinp, Johvi L iy nessowey §; 100 0P n-r-~r‘-:-_1.--. The HATw
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By Ravai Charer

EC Certificate - Full QuaEEy Assurance System

Directive 93/42/EEC on Medical Devices, Annex Illexcluding Section 4
List of Significant Subcuﬂtractors
muﬁmmhmmum covered by
Certificate Mo CEO01233
rgta: 2018-02-27
Issied To: Carestream Health, Inc.
150 Verona Street
Rochester
Maw York
14508
{1111
Subcontractor: Seryice(s) supplied
Carestream Heaftn France EU Representative
1, risa Galilde
93192 NOISY-LE-GRAND CEDEX
France
Carestrepm Health, Inc Magufacture
5450 Campus Drive
Canandaigua
New York
14474
Lisa
e -~
Richester Eﬂm‘
Mew York
14615
Lisa

~maxing excellence a hablit”
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bsi.

By Fayal Craifter

EC Certificate - Full Qu?ity Assurance System

Directive 93/42/EEC on Medical Devices, Annex Wjexcluding Saction 4

List of Significant Subcontractors

Recognised as being invalved in services refating to the proguct covered fy:
Certificate Na: CE 01233

Dake: 2019-02-27
Isnued Toy Carestream Heaith, Inc,
150 Verona Strest
Rochester
Mew York
La608
USa
Subcontractor; !uriuu{n] supplied
Carastrean Health, Ine,
1669 Lake Avenus k
Fuchestar
Mg Work
14657
Lisa
Carastream HMealth, Ine,
1964 Lake Ave 2 1
Rochester
Mew York
14615
LS4
Carestream Health, Tne, M re
2000 Howard Srmith Avenue West Tﬁﬂﬂ
Wind=or
Coloradp
BOSSH
Ligh,
.making excellence a habit"
i ) Page 3. of 7
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By Raval Charter

EC Certificate - Full Qu ality Assurance System
ﬂimmﬂﬂleECmHm:ﬂnewws,Amuu ing Section 4
List of Significant Subcontractors
ﬂmm“'mmhmmwhmwm
Certiffcate Mo: CE 01233
Catwi 2015-02-27
Issueg To: c’;-uuu Health, Inc.
Hw: York
14808
usa
Subcontractor: Seryice(s) suppliod
Carestraarm Health, [nc, Marjufacture
B124 Pacific Avenus
White City
Oreyon
97503
LS4
Carestrearn Haalth, Inc.
mnn D wﬂwy.l:- mm
201208
China
Commurication & Power Inclustrias Mamfacturs
Cenisda Inc.
45 Rivar Drive
l.'.h'rlmhi
LG 204
Canada

Arferatoy aedl Conics: WST, Sey Tudsing, Tan W, Fymamnpisn 4, 108 = Amas
B5] Loy The Meifaind By rareavi 0 Taep FMimdacet oodes W1244 084
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By Roval Chottar

EC Certificate - Fyl| QUEE.E.Z Assurance System

mmmwﬁhnmmmmu ing Section 4

List of Significant Subco tractors
covered by:

Ramhmﬂhﬂmmmmmmm
Cartificate Ma: CE01233

Date:. 2019-02-27
Tssued To: Carestream Health, Inc.
150 Verons Strest
Rochestar
M York
14608
LIsa
Subcontractor: Sendice(s) supplied

~maxing excellence a habit™
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By Royal Crartar

EC Certificate - Full Quality Assurance System

Directive 93/42/EEC an Medical Devices, Annex [Texcluding Section 4

List of Significant Subtﬂltracl:urs

Hemvmuhamh@:huh-mmmhmgmﬂt covered by:
Certificate No: CED1233

Data; 2019-02-27

Taswed Ta; Carestream Health, Inc.
150 Verona Street
Rochestar
New York
14608
Uss

|
j
f

1
55?%
:

Fujian
351

Scimage, [nc,
4316 B Caming Real, Suite 200 %ﬂﬂ
Los Alng

California
94022
LIS

i
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bsi.

EC Certificate - Full Quality Assurance System

mﬁl’mmﬂﬂdﬁmwﬂ uding Section 4

List of Significant Subcontractors

WuHHMhmrﬂﬂﬂgmﬂummmw:

Coartfleate No: CE 01233
Date: 2018-07-27
Tasued Tog Carestream Health, Inc,
150 Verona Strest
Rochestar
Mew York
14608
Usa
Subcontractor Sﬁfhl(:]nnlu
Soludiones Méticas Exportacion Masufacture
Sde RL de O
Cadle Anllly Perifenco Poniente Mo, 3100
Cobrila Paraisos Del
Jabsen
A5G
Mexion
Varan Magical Inc, Marjufscturs
Hq-ﬁudm‘um
1678 South Pioneer Road
Salt Laka City
Utah
R
LiSh
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Fage ¥ of 7

il Gringi The Mefuclarch 0% sogisterad 0 The Tlenerbangs uncen AFIHAT R,
Eirrisiis,

inianistion: and Cortbats BEL Sary Eaivg, Joon B Bewmapsein 3 UGG OF Arnubsfeias, The Mris
B AT o B W oF II-'il.-




bsi.

Certificate of Registration

QUALITY MANAGEMENT SYSTEM - ISO 13485:2016

By Royad Charter

This is to certify that: Carestream Hegith, Inc
150 Verona Straet
Rochester
Mew York
14608
LA

Holds Certificate Nag: FM 701584

and operates a Quality Management =ystem which complies With the requirements of 150 13485:2016 for the
following scope:

The design, manufacture, distribution, (integratign, installation and servicing excluding film
products) of diagnostic image recording devices, lphoto chemicals, medical and dental imaging
systems, cone beam computed tomegraphy; info on technology software for healthcare
information systems and medical imaging and defection, Manufacture, service, installation and
distribution of Dry View Printers. Storage, Handligg, Packaging and Distribution of
Pharmaceutical Products.

/M Jfﬁ-.\.

Stewart Brain, He*d of Compliance & Risk - Medical Devices

For and on behalf of B51:

Original Registration Date: 2008-12-20 Effective Date: 2019-10-03
Latest Revision Date: 2019-09-24 Expiry Date: 2022-10-02

Page: 1 of 2

making excellence a habit”




Certificate No: FM 701584

Location

Reglstered Activities

Carestream Health, Inc
150 Verona Strest
Rochester

MNew Yark

14608

LISA

The design, manufacture, distribution, (integration,
Installation and servicing excluding fm products) of
diagnostic image recording devices, photo chemicals, medical
dental imaging systems, cone beam computed tomogragpty,
information bechnology software far healthcare mformation
fiysteems and medical imaging and detection. Manufacture,
hervice, installation and distribution of Dry View Printars,
Storage, Handling, Packaging and Distribution of
Pharmaceutical Products.

Carestream Health I,

1600 Lexington Ave. Suite £356
Rochester

Mew York

14606

LsA

Storege, Handling, Packaging and Distribution of Fnishad
Devices, and Replacernent Parts, the Storage, Handiing,
Packageng and Distribution of Pharmaceutical Products.

Carestream Health, Inc,
Smart System Technodogy and
Commerdalization Center (S5TC)
5450 Campus Drivie
aigua
MWew Yark
19424
Usa

The manufacture of %-ray detectors,

Carestream Health, Inc
1049 West Ridge Road
Rochester

Mew York
14615

LISA

Thee design, manufacture, mm,wmmmﬁnfmm
a-fiy efuipment systems, cone beam computed fomagraphy.
medical imaging systems inchuding software and peosssonies.

Carestream Health, Inc
1669 Lake Avenue
Rochester

MNew York

14652

s

MWH“HW!ﬁHm. s
infensifying and Storage phosphor screen chemicals.
design and development of dental «-ray film systeeng and
media used in medical imaging. |

Carestream Health, Inc
1564 Lake Avenue
Rochester

Mew York
14652
usa

Original Registration Date: 2008-12-20

Latest Revision Date: 2019-09-24

™

1 certificaE e it gty &F BEE and shalf te rotimed armvechareRy fon recesss]
A Ehsctrunie ceshRiEat coan be s shentannd giling- Printod (opice can e by
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ATmicas Hestipastern: A5 Gioos Anancs i
& M of e BSE oo of Commiaiiied

o 12950 Wiordoonbs Dive, Sule B Hesmrms, W8 1 A0 LSa

The design and development of dental x-ray flm systems and
media used in medical Imaging.

Effective Date: 2019-10-03
Expiry Date: 2022-10-02 _
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Certificate of Registration

QUALITY MANAGEMENT SYSTEM - I1SO 9
This Is to certify that; Carestream
150 Verona S
Rochester
New York
14608
USa
Halds Certificate No: FM 537916
and operates a Quality Management System which complies
following scope:

The design, development, manufacture, and se
{such as INDUSTREX digital systems) and a

For and on behalf of BSI:

By Rowal Charter

1:2015

Ith, Inc

with the requirements of 150 9001:2015 for the

ice of digital radiography imaging systems
&5 for the non-destructive testing industry,

rtom

Carlos Pitangd,

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

.@ A& EWEDRDITRE
A .

VAHMTERR N FITI e
IR ATION e

ief Operating Assurance — Americas

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

Page: 1 of 2

)
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Certificate No: FM 537916

Location Registered Activitkes

Carestream Health, Inc The design, development, manufacture, and service of digital
150 Verona Street radiography imaging systems (such as INDUSTREX digital
Riochscter Systems) and accessories for the non-gdestructive Lesting
Maw York industry,

14608

USA

Carestream Health, Inc
1049 West Ridge Road
Rochester

Mew York
14615
LISA

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

THIL cartifonte remae the praperty ol B8] el el B TurTes] snonEnRaTely updn re
A slectione Cerlificdle can Be agiFerEicatnd pnling: Primrnd comets Can te e
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35 Azmrance LK Limited rEgrsomn N Erfglard undér ruenber TROSTT o 386 h

A Mether of the BST Gaoun ol | UL

The design and manufacture of digitad radiography imaging
systems (such &s INDUSTREX digital Sy sters) and
ACCessones for the non-destructive testing industry,
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Carestream

Carestrenm Health, Ing.
Medical Device Direct

Therapeutic Goods (Med

Mlmnufacturer’s Mome and Address:

Moedical Device:;

Produgi List:

Device Clamification:

GMDN Code and Term:

oope of Application

 hereby declares thas the product(s)
ve [Directive 93MZEEC], A
scal Devices) Regulations 2002,

Curestream Health,
156 Yeroma Stroet
Rochester, Mew Y

X-ray Fitm, Sheet

X-OMAT BT Film
Medical X-ray Blue
Medical Xeray Blue
Medical X-ray Greed
T-MAT G/RA Film
T-MAT L/RA Filin
INSIGHT Pediatric
INSIGHT Thomiic
K-BIGHT G/RA F
MIN-R EV Film
MIN-R § Fiim

DECLARATION OF CONFORMITY

ed are made in conformity with:
Il Conformity Assessment Procedure snd the Austrnlinn
1.8 af Schedule 5.

c.

LBA [4608

MXH Film
MXBE Film
{ MXG Film

ilm
leny

MIN-R 2000 Ples Fi
L Cireen X-rov Film
HG Green X-ray F
Cireen X-ray Film
Full Biue X-ray Film
Mammo Film WH
—FEud of Lis—

Ewrope - Class Tla, &
Ausiralia - Closs [1a,

Al declared products

Each kind of medical deviee to which the dualiny-manageme

provisions of the essential principles, the
design of the device until its final

classificution rules,

inspection befare boing

‘B
WH

WH

MEX TX , Hule 16
2 Part 5, Rule 5.4

ytem has been applicd complies with the applicuble,

d the fisll-quality-assurance procedures at each stage, frum Lhe
bod.




Quality-Management-System Certified 1o EN IS0 13485 by
BSI No. FM 7015
BSl Mo, FM 50731
DRV No. 245266-3017-AQ-USA-NA-PS Rev. |
BSI No. FM 46141
TUV No. Q2N 17 41 61500 005

European Notified Body: &ﬁwmuim.asumﬁ
Fuir-mh-—mm;.m BSI Certificute Numper CE 01233
Certificate (CE):
European Authorized Represeniative: Carestream Health Flance
1, ruig Galilde
3192 MOISY-LE ND CEDEX
FRANCE

The relevant sections of the fillowing Ewropean Union Harmohized standurds apply to the fisted produce 5

EN 150 14497
EN 1041

EN IS0 | 52734
EN 62366

A
D. R
Dvirector, Global Ouality Systemy
Health, Ing,
150 Verona Sireal
Rochester, Mew York 14608, LIS
Telephone; +1-970-304-9654

Ssus date: 20 March 2010, Revision X (X-ray Film, Sheet. Chass fla) _
Carestroam Health, Inc. | 150 Street | Rochester, New fork 14608 | UB& |~




Carestream

Carestream Health, Inc,, hereby declares that the produeifs) [

Medical Device Directive [Directive SLALEED), ANNEX V
Therapeatic Goods (Mestical Devioes) Regulations 2007

Pelaititifaecromer s Mame and Addrew:

Medical Devioe:

Prudisel List:

Device Classification:

CIMON Code anad Term:

faus date: B Aprl 2018, Reowision T

Carastream Hoaith, inc, | 150 Verona Biresl | Rochester, New Jork 14808 | LISA [

DECLARATION OF CONFORMITY

GBX Fixer and Rep
GBX Twin Pack
MOMAT MY Fiues

K-AOMAT EX 11 Dev

M-OMAT Develuper
XATMAT LE+ Dhevel

&re made in conformity with;

Cuanfurmity Assessment Procedure aad the Austruliat
66 of Schedule 3.

LISA 14608

ing Devices - Phitochem|cals

i Keplenisher

and Reploninher
ot nd Beplesiabio
and Replemsher
Pock

and Repleniaher
ol Bepleniuher

per and Replenistier
Larter

il Replenishes

N-OMAT LE+ Fixer ghd Weplenisher
CARESTREAM DENFAL X-ruy Monobalh
CARESTREAM DENFAL X-my Developes
CARESTREAM DENJAL X-mny Fizer
Rapid Access Twin Pabk

Rapid Access Develo
Repid Access Finer
XCE Devaluper and Bpleniaher
XCF Finerand Replen)sher
XPE Developa
XPF Fizer

— bt of Lisn—

Europe - Class [, AN
Amdiralis « Cluss [, S¢

X IX, Hule |
ule 2, Par 2. Rule 2.1

41008 Radiographic 1l
A1 Radiopraphic fil

jrroscessing clvemesl, aunmmated
processing chemical, manus

Phetocham




Seape of Application All declared product)

Each kind of medical device 10 which ihe Declanmion of Conformity (not requiring aasessmeni by Lt Sderetnry] s

have been spplied complies with the appiicable provisions offhe essentis) principles and the classification rales besbre beinig
suppleed

I, rue Cralijge
FITE: NOISY-LEG
FRANCE

Earopean Authorized Representstive:  Carestream Healik EErJ.-

MO CEDEX

The relevan: sections of the following Furopemn Union Harm$nized standards agply to the bied products):
EN 1041
EN [80 15123

EN 150 1497)
EN 623064

K0

Kievin C. Wright

Sesiipr Director, Worldwide Regulatory Affmins
{Carestream Health, Inc

| 5 Werana Street

Rechester, New York 14608, USA

Telephone: + 1. 58552 7-687R

sy didle: & April 2018, Revision T Photochamistry
mmnm.mumwammwm.m"m 14608 | LIgA




NPOTOKOA HCHOBITAHHEH

AAS LEAEH

CEPTH®PHEKAIIHH

/' Ne 1-1/2006 gt 13 mapTa 2006 r.

HCOBITATEMEHAA TARBOPATOPHA ITF
POCCHRCKOID HAYYHOTUQ [IEHTPA PEH
Anpec: 117997, I'CI1-7, Mocksa, ya. I

Mommosmoums ot Noccrannapra Poccao:

MHHEOE PEHITEHOBCKOI'O HIIVYEHHA

oragnoasorun (IUITIPH FHILPP)
86

Arrectar axkpenuratui Ne POCC RU.0001.21MM13 ot 6 mors 2005 .

', Bag wagenus; [lneska MenHMIHECKAR PRHTTEHORCKAR AnA ofel pesTrenorpadmm

Harotosnment: Eastman Kodak
Kodak Industrie (Route
Kodak de Mexico, §.A.
Jalisco, Mexico, CP 435

v (343 State Street, Rochester, NY 14650-1131, USA),
e Demigny, 71102 Chalon sur Sagne, Cedex, France):

C.V. (Marianto Otero 408, CD Del Sol, Guadalajara,
0)

Tunst wazensf: MXB, MXG, X-sight GIRA, X-sight L/RA

Hara wensrenmit: ¢ 20 despang no 02 mapra 2006 r,

Hens wenmranull:  Onpepenenns ans ueael cepTuhukanun cooTeeTeToHA ofpasuos IeHOK

tpefopammam [OCT ISI:I-H. TOCT 25847-83 1 Trnosait nparp

METOOAKH HCORTaHHE

5. TTIMLIL

YacTHHAR NepelisHaTEs 0 mnnp:iﬂn;I‘:;a paapewenss T [TPH 1

PesyasTRTEl ECOMTansfl pacpocTpan

mmmnuﬁpunu.nmmprﬂrm:nﬁmmmtm




n

TEXHHYECKHX HCNLITAHWA © Uenkio pe
Ans obulen pedTreHorpa

POTOKORN

CTPaUWUK MEAWLIMHCKUX DEHTTEHOBCKHX NNeHOK
WK NponaeoacTea tupmsl Kodak

B naopaTopHs mpHEMIRKOE PEHTTEHOD
no 2 mapra 2006 r. GeuTH npoBCAEHL! TEXHH
PEHTIEHOBCKAX MASHOK AnK o0mned pelTreHo
nposoacTea Eastman Kodak Company (C
de C.V, (Mexcyxa).

Hpﬂﬂﬁﬂﬂﬂﬂ-ﬂfmﬂ HA HCNLITAHWA TR
uccaepopannax & obmed pentrenorpagun. Il
MEAHIMACKON NPEKTHES ¢ KOMILTEKTAMN
AR NpHMEHEHNA ¢ KOMIACKTAMHE YCHNHA
OPTOXpOMATHRECKHe Maensn THma MXG, X-s

3 mapra 2006 r.

ro uxmvuenuy GV "PHLIPP Pecanpasa” ¢ 20 deapans
ECKHE HCUBTAHWA © DOTRIO PETHCTPAINH MEIHIHHCKHY
e TN MXB, MXG, X-sight GRA § X-sight L/RA
J. Kodak Industrie (@panmms) n Kodak de Mexico, S.A.

OpEIHEIHATEHE! JANA PErMCTPRIINE HIoBpamenns npu
SHKH MMEIOT J5A IMYILCHOHHRIX CNOA M HPHMCHSIOTCE B
BN IKpanon. [Tnenka tana MXB npeauaanavcta
INPAHOB © MinyueEMem B cHmell ofinactw coexrpa,
ght GRA w X-sight L/RA - ¢ xoMnnexramn sxpanos,

obaanaoHy paTydeRres B senenol ofinecThl cnextpa. Boe HOMEITHBACMBIE THNEN TNEHOK BEITYCKA—

wires & dopaarax no HCO 4090:2001.

Hnst nposenenna wensranui wy cepuiitol npomyxuwn fupus Kodak Gsian otoSpans cheqv—

HOMIHE OOPaItL
A) MXB, dopmar 18x24, naprus Ne 3259901,
B) MXB, dopmar 35x43, naprua Ne 0943231,
C) MXG, popuat 18x24, naprus Ne 4836551,
D) MXG, dopaar 15x40, napras Ne 2358021,

epox rognoeTi ao | /2007, 1 yn.| 100 ancros;

{cpox rognocta go 05/2006, 1 yn., 100 axcros;

cpox roadocTi ao 11/2007, 1 yu., 100 HETOR,

E) X-sight G/R.A, thopmar 24x30, napria Ne
F}) X-sight G/RA, dopuar 30x40, napras Ne
() X-sight L/RA, dhopstar 24x30, naprus Ne
H} X-sight L/RA, dopuar 30x40, napraa Ne 0

[Mporpasma womwransf EXUOYAA B
nneHok Tpebosannan NOCT 25642-83, npose
B3, a Taxwe NpoBEpKY pPEHTTCHOCEHCH
MOYEPHEHHE, SYBCTBHTENRHOCTH K OCHEIEHHK]
IMYTNECHOHHEIY CIOER HA COOTBETCTEHE TPC
MEARIWHCKHX PeHTTEHORCEHX mnexox DS,
HATHAYEHHN,

Henwrranus nposoIainch METOIAMI,
26903-86, OCT 6-17-54-80 u Tunosofl npar
HwasepeHn # ofopyIORIHHE, TOBePEHHEIX H ]

cepelpa B IMYNECHEX TLIEHOK OUpeneaanoch Megoaos Gonsrapna,

I
m.l:tl:l-l metoine 005 TTIM.TL, intidas

cpok roauocTi go 04/2006, | yn., 100 axcros;

71801, cpok roanocta go 11/2007, | yn., 100 macros;
71831, cpox rognocti a0 11/2007, 1 yo, 100 aucron;
39721, epox rogmoctn zo 08/2007, | ya., 100 nucros;
19561, cpox rogwocts go 082007, 1 yn., 100 nucron.

ff npopepky COOTBETCTEME MAPKHPOBXE W VIAKOBKH
COOTHETCTRHA pasMepon TpeGomannam I'OCT 25847-
YECKHX MOKAETencH, HEPARHOMEPHOCTH MAOTHOCTH
HEAKTUHHYHBIX onapel u Temieparypu gedopMaii
aHiEM THIOROH mporpaMss! o | MeTomEn Honsrranufl
MIT 8 wacTit penrrenorpadmueckns nienor ofmero

et 5 [OCT 25847-83, TOC

635-B3, TOCT

TECTOBAHHEIX B YyOTRHOMIOH :':
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Ans onpefeneHns PeRTTEHOCEHCHTOMETHIHYECKIX Nokasatensh ofpasihl MASHOK DRCHOHNPORI-
MHCH Ha PEHTTEHOCEHCHTOMETPHUYECKON yCTaHpERE MamywexHeM, xapaxtepmayemmy CIIO=7,0 s Al
(mononsmrenssan dunsTpams 20 vy Al escfreoe manpmkesne oxono 80 xBY, [pw svom ofipasus:
naesxy MXB axCcnoHHpOBAAHCE C KOHTpOAbMEM ofpasunom sxpasos Tena Pemexc 3V-B2, ofipazum
nnexox Tana MXG, X-sight GRA # X-sight —¢ KOHTpONBEEM ofipastom sxpanoy tana Penerc
I¥-T'3. CencurorpaMmur obpabaTsiBaTacs B B npoasnTensx "Penrren-2" (no OCT 6-17-54-80)
w "GBX" (Kodak) mpu vemneparype pactnopds 20°C » Teuenne & MUHYT 8 B NPOTROMHOM AETOMATE
"Compact 2" (Protec) n pesxrinax X-Omat E X-Omat LO (Kodak) npi resmmepatype fposauTes
33°%C » noanofl AMHTENHHOCTH Tponecca 2,2 . MR NpoBEpEH MYBCTBHTENLHOCTH MASHOK K HEAKTH-
HHYHOMY OCBEMEHHI0 HCOOMBIOBANHCH pacnpocTpancHnme 8 Poccum (OHAPH ¢ KPacHBIMH CHETO-
disrpanu; No 107, Ne 104, R1 dmpawt Agfa w|GBX-2 dupuu Kodak, a raxse dosaps PEHEKC ®H-)
C NPACHEIME CRETOHO AN, KFDHE 1070, BEPAIACE BOIMOWHOCTE HOOOABIDBAHHA 118 ]Jﬁﬁm‘hd c
cHBeyyscTRHTERHON noenkol MXB douaps ¢ To-1eneHbiM caetodmanTpos Ne 117, Pacetomme ot
pafioueit nopepxaocTy erona 0o doxapel co cqeTodunprpamie Ne 107,104 w 117 cocrasmane 70 oM, a0
fromapei GBX-2 u PEHEKC @H-1 - 100 em, aq donaps co caerodunstposm R =140 cm.

PeavasTarTnl HENLITARMIT

. ¥naxosxa » Mapkuponka cbpasion an:aI naeHer cooraeTeTRyoT Tpebosaimm OCT 25642,

2. PeaynwraTul nposepkn paiMepos o0paIgos naeHox npeactannens B raGnwoe 1.

Tabmita |
O6pasen THn rseHKH Dopmat Pazsvepn Em:? E[:]::;E
A L LInpareaa, nam [ 7841 178
Tinuna, M 2384 234 y
LTwpeses, nisa 154 &1 154
B 15x43
Jaika, msi 430+ | 430
c 1824 [upisin, sst |78 &1 178
Tlnnua, wis 2B | 238
MG
o 15540 UInpeekin, mm |48 | 148
JUmiua, wwm 198 & | 198
E 24x30 Lnpumn, sm 23841 138
X.sioht G/RA TlnwHa, Mm 208 | 208
F ight Of 3040 LLImpissa, Mm 298 1 298
JUnuHm, M k- LE ELk
. 238& ] 2
G 24%30 Hlupaia, sm 38 38
, Inwna, MM 2698 & | 298
K-sight L/RA
H 1040 | LTsrprsa, mm 298] | 208
Jnniin, sm 1981 98
PAmHye JAKPVTTIEKEA YII08 oSpAIies acdX NIEHOK cocTAaBIReT oREem i '-"'__;-::n COOTBETCTRHH ¢
Tpefosanmani [OCT 25642 aomycxaeTed oT 6 80 12 Mm) o
3. Mocne axenonsponanis oGPAINOE BUPX TLIZHOK CHETOM W fi B TeuEHBE
Tpex MEHYT He G0 3APernCTPHPOBARD YRERNYEHNS OMTHHECKOH ICTH { momyckaeTen



yeemnuerne 1o 0,1 B). Cnenosarennso, Anm
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pafioTE C NMASHKAMI OPHTOAHGL BCE CTAHAAPTHBIC MK

doronafoparopufl perTreHoBeRHx KafuneTon
a e pafors: ¢ nnenkol Thna MXB - Tacke

4. PesyiintaTsl NpOBEPKH PEHITEHDCENT
pereTaie TpebosannaM Tunosoll nporpammsl

KOTOPBIX WCTIOMILIOBAHE! CAeqyomme oSoymaupsng: Spgs - dyscTEHTEALHOCT: B P, <g=

AKTHITHYH LI lbﬂnﬂpﬂ. CO3MAIOIIRE HPIU:HIEIE GCREHeHRS,
apk ¢ WeNTo-3eneHnM cheTodHARTPOM M 117,

METPUHECKHX noKR3aTEned ofpAsN0s NIEHOK HA COOT-
setoauki (05, TITM.IT npueenenst & Tabonmax 21 3, 5

- Cpemmh

rpamient, D, - naorsocts syamu 8 b. Tnotocts ocuonts ofpasuos maexky tana MXB cocrasnaer 0,19
b, tuna MXG - 0,21 B, Tuna X-sight G/RA n X}sight L/RA-0,20E.
Tabmmua 2
PesrennceenTOMETPHYCCKHE MOKAIATEIN CHHEY RCTRITeLoR nacen Tuma MXB
{ofpaim.a A w B)
[lpu pyusol ofphfoTre » nposnrTaTax [Tpw anToMaTHYECKOR o6pa-
Niaa=| Tpeo- Botke b peaktusax X-Omat
s i “Pesrrren-2" "GBX" EXII/ RP X-Dimat LO
(Z20°PC, 6 mun) {20%C, 6 mun) (337C; 2,2 mum)
A B A B A B
S P = 550400 600 200 650 950 T00 B50
<g> > 2,4-2.0 2.8 3,0 2.6 2.8 29 1,0
Dy, B =203 R 012 0,06 0,12 0,07 1,14
Tatmun 3
PenTrenocencHToMeTpIMECKIE TIORRIATEAN OPTOXpOMATIMECKIY aenok Tona MXG
{ofipazust C n DY), X-sight G/RA {nﬁ$mm E u F) u X-sight L/RA{ofpasuwm G 1 H)
TTpw pywsoh nﬁmdm-“t B MPORENTENRX [Tpn anTosaTiriecxod obpe-
- T Gotie 8 peaxtisax X-Chmat
ol R "Pesrrren-2" “GBX" EXII /RP X-Omat LO
i it (20°C. 6 MHH) (20°C, & mmit) (339C; 2,2 v}
C|D|E|(F|G | HIC|D|E|F|G|H|C|D|E|F|G|H
Sops ' |2 1200-800 1 70001 8500 550/1600 | 700 16301 BOO SO0 7500 TN 7501 75001900220 1900 IEEDEHI:II.'!I:'HFSU
> | 22621 |24|23[3,0 30|22 23 |22|22 30|29 |22 |20 ] 26 |25 ]3] |32]22]23
Do B | <0,1-0,2 [0,01/0,04/0,01(0,01{0,01|0,0p [0,01/0,04/0,03|0,030,03(0,03| 0,02 [0,06/0,03 0,03 0,03 0,03

Mpuseqnane. B rpadny “Tpeoniuma” tafinim
MPW SLITYCKE 5 B KOIUE rApaEETIANetD cpoK XpaHeius.

5. HepasHoMepHOSTE ONTHYECKON mROTH

B 2 yraoma HopMi peiITenoceNCHTOMETRINECKID NoNasaTEael

PETH OfH IKCTOHHPOBEHHH JTHCTOR MASHOK PEHTHEHOR-

CKHM HIMTyueHHEM B OQHOPOMHADY Yehouax codrarnger nna oSpasuon A, E n G - 0,01 B, ann ofpesion

B,C.DwnF - 002 B n ann ofipasua H -
PEHTIEHOMPAMMEN HE MMECTCR CI8108 paipad
CIIDER,

0,03 B (nonyckaercs o 0,08 |B).

6. Temneparypa MIABNEHHR IMYAHCHOHH
obpainos nacHor Tana MXG, X-sight GRA o

a8 noayusHdbix

e Y TTRCHO RIS

afihaer 89°C,
ke 70°C).
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7. Copepmanne cepefipa b amynscuax nackxn tuna MXB (ofpasen A) cocraanser 3,3; tuna MXG
(o6pasen D) - 2,6; Tuna X-sight G/RA (o6pase] E) u X-sight L/RA (ofpasen G) — 3,6 rv?)

Sarovenne

Obpasusl MEIMIEHACKIX PEHTTEROBCKHX rjneHoR ans ofmed pentrenorpaduut Tuna MXB (mapris
ha 3239001, cpox ronuoctd xo 11/2007 w No 943231 mo 05/2006), MXG (M 4856551 ao 1172007 o
Na 2358021 no 04/2006), X-sight GRA (N mmm 1o 11/2007 w Ne 0971891 no 11/2007) w X-sight
L/RA (Ne 0439721 no 082007 w Na 0435561) no 082007) npomssoncrsa Eastman Kodak Company
(CHIA), Kodak Industrie (Ppamms) n Kod |
rpebosannam MOCT 25642-83, NOCT 25847483 u Tunomo#t nporpammsl o METOIHKH BCHLTIHH(

de Mexico, S.A, de C.V. (Mekcuxa) cootRercTavior

segnuHneknx pedtrenosckux nasrok D0STIINLIT, Ommako, cnefyer oTMeTHTE, 470 B COOTBETCTIHNN C
Tpebosasmamy [OCT P 51121-97 "Tosape ngpponosonscraeansie. Mudopmaguse ana norpebureneit,
Comne Tpedopanuy” norpefutemo nomeHa & ApencTanTena NonHas HAdopMamis of waneanax Ha
PYCCKOM A3RIKE (ITHRETEN, HHCTPYKIME, CONPO

Moenxn tana MXB, MXG, X-sight G
NpEMEHEHNA Ha TeppuTopun Poccum npw
obpabotkn, [1as paboThl ¢ MNEHKEMH MOKHO MCNONBI0RATE BOE CTAHJEPTHRE In4 ¢crﬁmﬁuplmpuﬂ

bHA NOKYMEHTAITRA, MPOCIEKTHL).

# X-sight L/RA soryr Gy pexomennosass! s
OM H ABTOMOTHHECKOM Chocobax poToxnmmdeckod
PEHTTEHORCKHR xXalHHETOR HEAKTHNHYHLIC GORAPH, COVIRICIIHE KPACHOE OCREIEHWE, _é,:l'lﬂ pafioTsl ©

nnewxoft MXB - racke (honaps ¢ senensm caerdmmTpos Ne 117,

PyxosoanTeis HelbiTaTensHof ﬁ:ampm{
IPHEMIHEOR PEHTTEROBCKOTD H HHHE

10.Prouerep

Corapuosit gayemkiit cOTpYIRMK

Mnammuil HayMHER COTPYIHHE




6. PEIYJALTATEI HCTIBITAHTH A IAHHHE H3MEPEHHI

Yenonyere ofoinavenns:

"¢" — COOTBEICTE
"H" — He COOTRETCTH

Tpebonanuay HIT;
Tpefonamman HIT:

"#n" - TpefoBaHEe e NPHMEHAETC.

Mporoxos No 1-1/2006
Jwer 4
Beero aueros 7

6.1. Hopmatusnnii goxysenr: NOCT 25642-8
Tabnmma 3
Paagen, Onpeneanesnie Tpebo— PesyanTatit, npivenanng Saxmosesme o
EFH..;T EAPANTEPHCTIRH T =
Alls]s ] r E|®|3|als|piriale|x|s
Humeenoranne mpeanpi- I
ATHA-IDIOTORHTCNN M Br0 | REANYHY | eCTh | 4oTh | ooTh (ecTs (oot |ectn jecs|ecm] e | e lellelelelc | e
robapkstl 3K
ﬂ::ﬁmmuﬂw ARTHTHE |SCTh | BCTS | SCTh |6cTh | eoTh | eoThlecTs|ecth| & | e le|clafe| el e
Ofcannserme HT HATICRe | HeT | ieT | Aot | wer | weT | net | set | wer |im | mmfwn| | imn|
[MoknsaTens TEXHISEEKHK
i i p VERIAHNE | HaT | poT | BET | BET | HET | HOT | BT | HeT T { FETY | IR { FETT | TE | BT | TR e
U"::::‘ Homep napriom yEazanie |octh | deTh | octh | cots | eomh |ecmn|ecru feom] £ [ o (e el el el
norpefin- |Jara mroTonmsesme,
reaMckol |TRpRRTSRREIR cpox yemmise fecrs'|opre'leenleeratjoor oo jeenlecre! £ | e (e e el el el e
Tapht) | NPAHEEIA W
Komrieetno, paaMepu yEDIAMNE |eCTh ECTH | 8CTh | 6CTH | 6CTh | 6CTH | ecth| ¢ :nj:::tt
Coneprranne ’
i YERIAHHE | WET | MET | HET | HOT | AT | ST | a7 | e (o | e e e v | s | e
¥ kuansins 0 ocaemenwn
TRE BEKPRITIN | HANMAHE | BETH | GCTH | STTh | CCTH [ ECTh | ok ecTh |ecth| € | c |clle je|efe | e
ofpofoTie
Tpemynpemschne o
:::;ewm,‘m‘lm mamege |ecvs | gors | eorh | ecrs | eorh [eore |ecm [eem| ¢ | e |e|elele|e|e
PATHOANTHRHOCTH
VEE3aWRA 10 XpNeHIG, HATIrHE | 8CTh | §oTS | SCT | ecTh | eoTh | coTh (ech jeemi| & | e (e (e lelelc|e
OpHMEHEHID o OOpaGoTe
CBETOIRNUATHEIE §i
2.1 (Ynas, | ganronenponmumesnie, | wenonsao- .
— g e | MCT | Bem | men. | en. | wen. e |wen aen | & [ e |efele|efc|e
POTOTPAHTECHEN CAOREM
T t:un::mnml 30, 25, 50| 100
FOERIBEHIHE
mictonodi | Eeeronenpoupazeniif
B EH b 30—
AAEKKW | DEXET ZNF YNBKOEXH HC,
maMER
: Henonwioanm iaseHAMIMIARA MOENIaTETL CPOE TMIWPDCTH.




; Hpdrokan No 1-172006
Huer 6
Beero nucron 7
6.3, Hporpamsa i meTogmea wensranai 005JTTIMLIT
Tabmma 5
Pragen, InEAEHIE
iy Onpegensevnie Tpefio— PesvniraTel, Hpusesauns L

HI XAPAKTEPHETHEDN s e TR (r Al E & 3 |AlB]8IT|AlE XK 3
i YeenmcHee r.-]#HalE‘J" ooo0j000) - - - - - = HIT M0 W | AT e | it
Hyscteu— |onTidecoaft 1

e/ Me 107 0,00 §0,00 0,000 ; ] .
P = 00 000,00 (0000001000 c|e|ejelc|c|c|c
K HeaKTH- |mageyamao PO M 104! 0,0010.000,00/0,00|0,00|000(0,00\000|c|e|aje|e|e|e]e
wnmony (B mpa B R =0,
DCBEUIE—  [AECoHN- {:éﬁ;'} 000 0,00 [ 0,00 | D00 (0,00 {000 000|000 el |elelele|ele

HH HH } =

Irms}mn ';;j’ﬁf:’i 0,00|0,00 | 0,00 |0.00 | 0,00| 0,00 |0,00|000] e | e |clc|e]ele!e

TEUEIAE 3 M

|ron homapes: ;T;_'ff 0,00} 0,00| 0,00 |0,00 (0,00} 0,00|000l000{ & | |elele|ele)e
34 HepappomspHoots

nowepHEEns; B =+0,08 |0,01)100210,02|0,02|0,01(0.02/0.01 003 e |cle|efe|e|e]c

Tedseerur a0y nECHE |oTcyretone] ore. | ore. |oTe. (oTe. ot (ot jore (o | 6| e | elebe el e]e
15 [ TeMnEpITYRS BEROPMELHE .

by ancuossmx c3oes, °C =70 | 85 QB9 (=93 [>93 | 293 (03 (203 |3 |c|c|elefe|ele]|e
16 Hanoe cepefipa, rim’ popern. (3303525263635 23.6]| 3.7 |un|an|antumnim{nmrm im|

Pyusan ofipaGorxalp npoanyrene "Peutren-2 (20°C, 6 Muu)

17 HYBCTRNTENRHOCTR, P~ 550400 16000800 = | = | = | = | = | = |g]e€ m_lm:r;mpmun |
Peirrre— | Cpeamni rpemsesT z2420 12830 | - | = | =] =|=| =]e]e u:!_nlim numea
AOCERCH- | [InorHocTe syami, B s020-03010068012) - | - | - | =| =] =]e]s® H:]iun -
TOMETP | vecramemsaocrs, P |2 1200:800] - || - [1700{18s0{1550{1600{1700| 1650 senlim| ¢ | o[ c | e ||
noxnsa- | CPelsth rpaReHT =262,11 -1 - (24|23 (31 |3,1]|22(22 unjun]c|ete]le|c|e

renn’ MnoTHoeTs Bvamt, B E‘ﬂ,lM.Iﬂl = | = (OO0 {004 (001 (001{001 (003 |un|un|e|clelelelc

Anrosmarivecsan ofipafioTea n peakT N-Omat EXIVRF X-Omat LO dipss Kodak (339C; 2,2 mun)
HyscresmemunocTs, B! 2350400 | RO B0 | = | = | = - [ = =] Hnimijm HIFT{ 161 | BT
Cpenuudi rpaamest 420 |2l ]| - [ =] =] =|=|=]e]|e Fﬂ:im’.l Hn|un|En|un
MaorHocTs bvan, b =0,20-0 3010,0°% G| - | =1 =|=|=]|=]e]e rqlmunjnuulml
Yyncreurensuocts, P [ 1200-8000 - || - |19002200]1900{1850)2000| 1950 wnlunl d | e {cfe|c] ¢
Cpennnit rpaanest 22621 | -\l - |268]25|31 (32|22 |23 Junjunfc|e|cle]|c]c
MaorHeeTs syan, B SO0-0.20| - || - [902{0,06/0.03 mnjd|ecjcle|c]e

! precronnme o HoHApR 20 nonepxHocTr paficvero ooy 70 e

! ProcToRie ot domaps 10 nosepxHocT pafiovero eToy 140 ev.

! Prccronuse 6T ONARS 10 NoBEPNHOCTH paBouero crand 100 eu. 7

B orpade “TpeSopawin™ rpRScichsl WOPME PEHTIEROCCHCHTOMETPITMECKR i BEINYCKE 1 B KOMUE

ragaHTAfNGrD cpoxn xpapeik. [Torasarenn ofpaauom A W b ONpeRensnACE: © ~B2, obgmooes B, T, I, E,

* 3 - ¢ wpanamn 3Y 3




TONC HIMRE0000E303 Cod (X

FTO20436 Cod TVA 0207954

MDD 2025, Chigindu, strada Gresobie 23
Tel 03732 SH-40407, W-40-05
Nr. 42 din 10 martie 2020
Ciitre
IMSP AMT Riscani
Grupul de lueru la procedura de achizitie
nr. ocds-bIwdpl-MD-1583311811056
DECLARATIA

Prin prezenta \M-INTER-FARMA™ SA declarh ca Filmele radiografice, lerite in

cadrul AYM nr, ocds-bIwdpl-MD-158]

J11811056 sunt compatibile cu casetele cu ecrane

intensificatoare, sensibile in verde, existdnte in IMSP AMT Riscani,

Cu respeet,
Director “M- INTER-FARMA"™ SA

Morozov Maria
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