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We, Varex lmaging Deutschland AG,

located in otto-Brenner Str. 10, 47877 Willich / Gernrany, manufacturer of x-Ray
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"MolDan Service" SRL
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Medical X-Ray Tube Warranty
Varex lmaging Corporation ("Varex") warrants its X-Ray Tubes ("X'Ray Tubes") as follows:

X-Ray Tube Limited Warranty
Varex warrants ttre X-Ray Tubes it tnanulhctures to be liee fiorn detects in

material andworkmanship that ir:rpairtheir pertbrmance and to be in substantial

compliance with operational features ofVarex's published specifications at the

tinre ofsale. Varex's rvarranty shall continue fol the period oftime specified

below or as specified on Varex's quotation or agreed to in writing by Varex.

X-Ray Tube Warranty Periods
Standard warranty periods for particular X-Ra1' Tubes are listed below. If no

periocl oftirne is so stated or agreed, then Varex's warranty is lirnited to thirt-v

(30) days. Different standard or agreed \\'artarrty periods ma1'apply.

Varex X-Ray Tube Type Standard Warranty Periods

Medical/Glass ('1) 12 Months Non-Pro rata'

Mammography 12 Months Pro rata*

Metal Center Section Tubes 12 Months Pro rata**

( I ) Optional 24 Month Pro rata Warranty - see revcrse side

*WarranS,period is twelve ( l2) months from date of installation but in no event

later than eighteen ( l8) months fiom date of shipment liorn Varex's l'actory'

Remedies
If Varex examinatiou confirms that an X-Ray Tube has failed during the

Warranty Period through no fault of Customer, the Customer's sole and

exclusive rernedy shall be according to one ofthe following:

Non-Pro rata Period - II'failure occurs during a llolr-pro rata Warranty Period,

Varex will, at Varex's option ancl at no oost to Custonler, either repair or

replace the X-Ray 'tube upon return of the thiled X-Ray 'lube to Varex '['he

warranty period remaining on the X-Ray'lube, at the tinre the tube is taken

out ofservice, shall apply to the repaired tube or the replacement tube that is

retumed to the Customer bY Varex.

Pro rata Period - If failure occurs during a pro rata warranty period, Varex will
at Varex's sole crption either: ( I ) refund the pro rata portion of the purchase

price. (2) reparr the X-Ray'fube. at no cost to the Custolner, upon return of
i'uil"d X-nuy Tube to Varex, or (3) apply a pro rata credit on a replacemenl

order for a new X-Ray Tube. Refund or credit amotlnt is detennined as

follows:

_ rc_D) . -Credit=(A-B) iTl*B
Where; A=PurchasePrice

B = Trade-in credit/Lxchange credit
C = Nunrber of warranty days
D = Number of days of use

Note: Industrial X'Ray Tubes and CT X-Ray Tubes are warranted as specified

on separate Varex Warranty forms for the specitic type of X-Ray Tube'

X-Ray Tube Warranty Conditions
All rentedies are expressly conditioned on all the flollowing:

instructions. Misuse, abuse, or improper installation will void this warranty.

Varex shall make the sole final determination about whether failure occurred in

normal operation (under warranty) or whether the X-Ray Tube rvas subjected

to other than normal operatiotr (excluded from warranty).

3. Cnstomer nrust give Varex written notice of X-Ray 'fube failure before

the end of the X-Ray Tube Warranty Period, and return it prepaid to Varex

with a conrpleted TUBE SERVICE REPORT describing the reason for return'

operating conriitions, clates of installation and renroval, counter readings at

installation and removal, and other pertinent inlbrmation. Varex may solely

determine probable number of scans or hours of usage of the X-Ray Tube

when no accurate records can be found. All repairs not within warranty will be

invoiced at prevailing rates, but Varex will not begin work without Customer's

approval of charges.

4. Unless otherwise agreed by Varex, Customer shall pay costs of shipping for

X-Ra.v Tubes returned to Varex fbr repair or ad.iustment, shall be responsible

tbr loss or dan,age in transit, and shalt file clairns tbr loss or damage in transit'

5. 'l'he Warranl-v Period remaining on the date Varex received notice of failure

shall appty to the repaired or replaced X-Ray Tube fron.r the date ofreshipment

to Customer.

Exclusions from Coverage
Varex's warranties shall not appty to the extent that maltunction is caused

in Varex's reasouable opinion by (1) accident, abuse, alteratiotl, misuse, or

neglect, (2) lailure to use Products under normal operating conditions or

cnvironment, or within Varex specilied ratings, or according to any operatrng

instructions provided by Varex, (3) lack of routine care or maintenance as

indicated in any Varex operating or maintenance instructions, (4) failure to use

or take any proper precautions under the circutnstances' (5) user modification

of any Product or Software, or (6) tatent defects discovered after expiration of
the aiplicable warranty period. This waranty does not cover Buyer-supplied

soit*ore, equipment warranted by another manufacturer, or replacement of

expendable, consumable, or limited Iife items.

Exclusion of lmplied Warranties
This limited warranty is expressly in lieu of and EXCLUDES all other

express or inrplied warranties including but not limited to warranties ol
MERCHANTABILITY and of FITNESS for a particular purpose, use' or

application.

Limitations on Damages and Liability
VAREX'S TOTAL LIABILITY IN DAMAGES OR OTHERWISE SHALL

NOT EXCEED THE PAYMENT, IF ANY RECEIVED BY VATCX FOR THE

I]NIT OF PRODUCT, SERVICE OR SOFTWARE FURNISHED OR TO

BE FURNISHED RESULTING IN THE LOSS OR DAMAGE CLAIMED'

IN NO EVENT SHALL VAREX BE LIABLE FOR INCIDENTAL,

CONSEQUENTIAL, INDIRECT, PUNITIVE, OR SPE,CIAL LOSS OR

DAMAGLS OF ANY KIND, SUCH AS, BUT NOT LIMITED TO, LOST

BUSINESS REVENUE, I-OST PROFITS, OR COSTS OF DOWNTIME

RESULI'ING F'ROM VAREX'S PRODUCTS' SERVICES, OR SOFTWARE,

HOWEVER CAUSED, WHETHER BASED ON.CONTRACI TORT

l. Repairs and adjustments of X'Ray Tubes must be made (or directed

wrrting) by autho;ized Varex personnel only. Unauthorized repairs

adjustments will void this warranry'

2. The X-Ray Tube must have been used under nortnal operating conditions

within the respective Varex'spccified ratings and according to Varex opcrating

in

or

perfbrrnance has been completed or terminated. '4,')'

1678 Pioneer Road, Salt Lake City, Ulah 84104-4298 U S A' Telephone 801 -972-5000 Fax 80'l-973-5050
', /o, s,R.t. -Su J(d'! rp626oooii+!;

with Products, Software, or Services furnished by Varex,
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No.

Issued To:

In respect of:

The design and manufacture of diagnostic X-Ray tubes, CT tubes and mammogriphy tubeS.
and the [esign and manufacture of amorphous iilicon flat panel imaging components and

systems.

onthebasisofourexaminationofthequalityasSUrancesystemundertherequirementsofCouncilDirective
g3l4ZlEEC, Annex II excluding section 4. The quality assurance system meets the requirements of the directive. For

the placing on the market of c]ass III products an Annex II section 4 certificate is required.

For and on behalf of BSI, a Notified Body for the above Directive (Notified Body Number 0086):

,l

/.1 ^ -"t /
.,.,t v4 .tJ \, /-_e__q-*

i.r' , . ''

Frank Lee, EMEA Compliance & Risk Director

First Issued: 15 November 1995 Date: O4 January 2017 Expiry Date: 27 January

...making exc-ellenc

By Royal Charter

EC Certificate - Full Quality Assurance System
Directive 93l42lEEC on Medical Devices, Annex II excluding Section 4

cE 00999

Varex Imaging Corporation
1678 South Pioneer Road
Salt Lake City
Utah
a4LO4
USA

surveillance a{tivilieri 31

named on this ceitiiicat
This certificalt wes iselt

Int'nrrili.rtion anti Csrtt*r
BSI Assurance UK Limit
A member 0f BSI Groul

ltt.:ri"

rnes t'lK5 8PP^ Tt:l; + 44 345 0S0 9000
h:swick lligh R33d, Lcndofi W4 4AL, UK.

Y<dl
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Ceftificate No:

Date:

Issued To:

Subcontractor:

cE 00999
04 January 2017
Varex Imaging Corporation
1678 South Pioneer Road
Salt Lake City
Utah
84104
USA

Service(s) supplied

EC certificate E Futl euatty Assurance sidt8ili*
Directive 93l42lEEC on Medical Devices, Annex II excluding section 4

List of Significant Subcontractors
Recognised as being involved in services relating to the product covered by;

Claymount Assemblies B.V.
Anholtseweg 44,709L HB Dinxperlo
P.O, Box 44, 7090 AA Dinxperlo
Netherlands

EU Representative

Varex Imaging Corporation
3235 Fortune Drive
North Charleston
South Carolina
294t8
USA

Manufacture

Varex Imaging Deutschland AG
Karl-Arnold Strasse 12
D 47877 Willich
Germany

Manufacture

Infornatinn and Cont
BSI Assurance LIK Lin
A nrenrber of BSI (irc

...making exc
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Certificate No:

Date:

Issued To:

rarned on this aeiiificatr, lnl*ls r:lecifiually ;i;rer:C !*rilh HSl.

Thi_{ cu$ificalQ wai: issli,:rl l:L:clx:rlcally arc is }ci]nrj lry 1:he .li}Iidiii{)ns ol 1t}0 (onliaii.

A r,rn:ilc, :f llSi i:ir': rt* ,rf (1: :;:1i 1;1'3

EC Certifrcate r Full Quality Assurance System
Certificate History

cE 00999
04 January 2017

Varex Imaging Corporation
1678 South Pioneer Road
Salt Lake City
Utah
a4to4
USA

By Royal Charter

Date
Reference
Number

Action

15 November 1995 First Issue

17 September 1996 Addition of 'refurbishment' to the scope

05 August 1998

26 January 2000

23 February 2005 4660L94 Certificate renewal

Scope update to improve requlatory compliance

30 November 2005 4778102

11 December 2007 7745590

rce a habi
Page 1 of

tl'
2

Additlon of sub-contractor 'VARIAN INTERAY' for 'The full

refurbishment of X-ray tubes and the design and
manufacture of amorphous-slllcon flat panel imaging
qvstems'

Addition of 'the design, development and manufacture of
amorohous sllicon flat panel imaginq systems' to the scope

Addition of Varian Medical Systems Deutschland GmbH
(Germanv) as a subcontractor.

Clarification of scope, the activity refurbishment has been

removed as it was misleading. The company will continue to

flt replacement x-ray tubes in a previously manufactured

tube housing assemblies Clarification of scope to specifically

detail the components of amorphous silicon flat panel

imaoino svstems

i- lrrturyg[

(1i,,ei,ii..::$)
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Ceftificate No:

Date:

Issued To:

EC certificate r Full Quality Assurance silltt#i"'
Certificate History

cE 00999
O4 January 2017
Varex Imaging Corporation
1678 South Pioneer Road
Salt Lake City
Utah
a4to4
USA

Date Reference
Number

Action

20 January 2010 7474386 Addition of VMS UK Ltd to significant subcontractor list as

authorised representative. Certificate renewal.

13 April 2010 7506821 Addition of Varian Medical Systems )GRay Products,
California, as a desiqn subcontractor.

09 May 2012 7879479 Company name changed from Varjan Medical Systems to
Varian Medical Systems, Inc. Design seruices moved from
Varian Medical Systems, X-Ray Products, 2599 Garcia
Avenue, Mountain View, CA 94043, USA to Varian Medical
Systems Inc., X-Ray Products, 3120 Hansen Way- Bldg a M/S
G-103, Palo Alto, CA 94043, USA.

23 Januarv 2015 8253504 Certificate Renewal

02 June 2015 8347872 Removal of the last four digits of the postal zip code from the
legal manufacturer's address to match other certificates.

04 )anuary 2077 8652652 Change of legal manufacturer name from Varian Medical
Systems Inc to Varex Imaging Corporation. Removal of VMS
UK Ltd and Varian Medical Systems, Inc - CA 94A{3 from the
sub-contractors list and addition of Claymount.

Change of name From Varian Medical Systems to Varex
Imaginq on the remaininq subcontractors.

.,.making excell

rritra*..

':yn*s 
[,ll{5 8PP. Ti:l: + ,}4 .}45 080 9000

Chisv.iick tliclh Rcad. LonCon W4 4AL. UK.

Irtlr-:t.lli,iiitn ;.lrri (-iirittir.':r: i-il.il. ,{[l:l:r.lr-r. {..i.,rrri, }..,r,;r /i.",r,:li.ir. l(:,ri;!i,rt]. i1,lti

I



C C EC Declorotion of conformity

\fl
VAREA'
rraGrr'16

We:

Varex Imaging Corporation
1578 S, Pioneer Road
salt Lake city, uT 84104

EC

Claymount Assemblies B.V.
Anholtsewe g 44. 7091 HB Dinxperlo
P.0. Box 44,7090 AA Dinxperlo
The

Models: to Varex X-Ray Tube Model List on pages 2 through 4 ofthis document

Direcrives: I Unn: Directive 93l42lEEC,2007l47lEC, Annex II, Section 3.2

I RouS: Directive 20ll/65lBU
I

Notified Body: I For MDD Only, BS[, Notified Body Number 0086

Classification: I Class IIb (Annex 1)i*3.2, Rule 10)

Applicable I rn0o0ot-1:2006/A1:2013
Standards: lmc0o0ot-1:2005/41:2012

EN 60522:1999
EN 60601-l-3:2008
EN 60501-2-28:2010
IEC 60336:2005
IEC 60526:1978
IEC 60613:2010
EN ISO 13485:2012
EN 50581:2012

CE Certificate: I CE OOqgg

I hereby declare that the equipment named above has been designed and manufactured in accordance

with the relevant sections of ihe above referenced Directive(s) and Standard(s). The unit complies with

all essential requirements of the Directives.

25- j"#N eo ( {

Regulatory Affairs Specialist III
Varex Imaging Corporation
1678 South Pioneer Road
Salt Lake City, Utair 84104 US

Martin Vidrine,
i1

rsil,ffi

%



Varex lmaging Corporation
X-Ray Tube Model List

A-102/B-100 A-IO2/DIAMOND A-102/HRT-09 A.lO2A.IRT-OgN

A,102/lvlx7518NR A-r02/PXl300 A -l02rHRT-0RN-18 A-132lB-100

A-13z/DIAMOND A-132/HRT-09N A-t37lMy.7518NR A-r32IHRT-0RN-18

A-r32/MX7509R A.132/MX75FLR A-i34/B-100 A-I341DIAMOND

A-r4t/B-100 A-142lB-100 A-14Z/DIAMOND A-144/B-100

A-145/B-145A A-145/B*14sW A-I45/DIAMOND A-1s2/B-130H

A-r52lB-135H A-i52lB-150H A-182/B-130H A-18218-135H

A-182/B-150H A-184/B-130H A-184/B-135H A-184/B-150H

A-185/B-150H A-186/8-150H A-187/B-150H A-192lB-130H

A-r92lB-135H A-192/B-150 A-19218-150H A-r92lDTtX3724

A-192/PX1400 A-1928/8-130H A-1928/B-150H A-r92BlDRx3724

A-1928,ryX1400 A-194/B-130H A-194/B-l3sH A-194lB-150H

A-195/B-130H A-195/B-135H A-195/B-150H A-r95/DX62

A-19s/MX100-09 a-1qs/Mx100-18 A.195/MXlOOFLXR A-196/8-130H

A-196/MXl00-09 A-196/MX100-18A-196/8-l35Il A-196/B-150H
A-196/MXlOOFLXR A-197/B-130H A-197/B-135H A-197lB-150H

A-25218-fiAH A-2521B,-135H A-252lB-150H L-2521DX62

A-25418-130H A-254lB-i35H A-254/B-15011 A-25618-130H

A-25618-13sH a-?s618-150H A-272lB-130H 6-v2fu,-135v7
A-2',741P,135H A-2741B.150H

A-27218-150H A-?74lR-130H
L-2771F-150H A-278lB-130H

A-27718-130H A-2771F,-135H
A-282lB-135H

A-278lB-135H a-778lB-150H A-282lB-i30H
A-284lB-135H A-284lB-150H

A-282lB-1s0H A-?R4,8-1i0H
A-?_86/8-150H A-287i8-130H

A-286/8-130H A-28618-135H
A-292i8-135H

A-28718-135H A-287i8-1s0H A-2gZlts-13$H
A-2921DX62L-?q)tP.-l47 A-292lB-15oFI A-292lPX140U

A-294lB-13sH A-294lB-150H A-297E.n)H
A-294i8-130H

/B-148H A-492lB-13oHM A-490/5-lJUrlivl

ecre2/s260- lr'P-looo G-1077/B-160H
cG-292t5240
G-107718-16sH c-r n:sls-r eou I c-toztle-tosH U. IU/d/IVIAIUUrlI\J

G-r081/B-160H G-1081/B-16sH
G-1080/B-160H G-1080/8-165H

G-1084/B-160H G-1084/B-165H
G-r082/B-160H r}-roRTlR-165H

G-1087/B-160H G-1092/8-160H
G-r086/8-160H c-1086/ts-165H

G-1092/8-16sH ssso G-1094/B-ibUtl

G-1582BI/B-185H c-rsazgt-c/B-180I1
G-l094lB-l6sH (.}-l 5*?RI/B-180H

G-1582TRI/B-180H c-isazrRvB-185H
c-r58zet-wlB-180H

G-1s92iB-l8sH c-ts9:gvg-180H
G-l584TRVB-280H ri-1 qq?/R-'180H

c-15g3TRI/B-185H G-tsqgrnyB-z83H
G-15938VB-18sH rl-1 sqiTR I/B-180H

c-tsggrH-G1B-244H c-rs9irnl-G1B-284H
G-15998vB-244H G-15998Vts-284H

c-tsggBI-C lB-244H c-r sqqRl-c/B-284H GisqsrRYB-z44H ti-l)9y lKUIJ-I'64ir1

G-242i8-130H a-24218-147
G-20641F,-282H

G-256|F,-147 G-256i8-150H
G-256/8-130H G-256/8-1351-l

G-286/B-135FI G-2861E.147 G-286/8-150HG-rR6/R-1i0H
c-287/B-l3sH G-28718-147 u-zu //t -l)urt

c-292lB-150H
E e4iB-t3oH

G-?R1lR-130H
G-292lB-135H G-29218-147G-292lB-130H

G-292l\{x100-09 c-?s7./MX100-18 G-292lSs50

G-209018-240H

h
(o.t

/



Varex lmaging Corporation
X-Ray Tube Model List

G-294/B-147 G-295/B-130H G,zgslB-135H G-29518.141

G-2968-130H fr-7961P'147 G-297i8-130H G-29718-r46}J

G-29"il8-147 G-297i8-1s0H G-298/B-130H G-2981B,-r47

G-68918-146H c-6891F-147 G-692lB-l3OHM G-692lB-l46HM

G-69218-147 G-696/B-13oHM G-696/B-146HM G-6961B,147

G-89218-130H G-892/B-146H G-8921F,-147 G-896/8-130H

G-89618-146H G-896/B-147 GS-1079/B-190H GS-r089/8-160H

GS-1093/B-160H GS-1275/8-194 GS-1s42/B-182 GS-1562/8-172H

GS-1562/\4Xl lsCT GS-15758-192H GS-157918-l 80H GS-1s80/B-180H

GS-1584/B-230H GS-lsSslB-180H GS-1587/B-180H GS-ls88B/B-180H

GS-1597/B-i80H GS-2030/B-300 GS-203018-300H GS-2070/B-200

GS-2071/B-220H GS-20711/B-220H os-20712/B -?2017 GS-2072ts-200

GS-2075/8-220H GS-2075A"/B-240H GS-2076/8-205H GS-7A77f.224H

GS-?07818-220H GS-2078A/B-244H GS-2079/B-210H GS-2086IQIB-242H

GS-2086PQlB-242H GS-2096/8-225H GS-z176/MXl35MV GS-227618-206H

GS-22761MX135CT-Hl GS-270/B-150H GS-27OiCT MAX GS-297i8-130

GS-298/B-130 GS-3070/B-240H cs-3071/B-240H GS-3071llB-240

GS-307218-240H GS-3073/B-240H GS-3074/8-245H GS-30751/Ba40H

GS-307718-240HEL GS-3078A/B-240H GS-3576HS/MX165CT GS-3576PS/MX16sZ J

GS-3576S/DA165S GS-3576S/B-306I-l GS-3576S/tu1X165NP GS-4070/B-s00H

GS-45708-421H GS-457llB-421H GS-4573/8-421H GS-4575/B-420H

GS-4s'?7lB-421H GS-507s/B-501H GS-5076/8-590I1 GS-507918-s02H

GS-5171lB-320H GS-5177/B-320H GS-5179/B-320H GS.532BIAKRON B

GS.532O/AKRON Q GS-6070/B-500H GS-6071iB-550H GS-6076/8-590H

GS-6078/B-s0lH GS-607918-s02H IM-l 13R iM.313TGB

M-l01/8-110 M-101/B-112 M-101G/B-l12 M-103T/B-121

M-IO3TGB/B.121G8 M-10ssP/B-110 M-109/B-110 M-113i8-112

M-113/B-1ls M-113/B-121 M-113-1A/B-115 M-1r3R/B-115

M-113R/B-12i M-l13SP/B-110 M-l13SP/B-112 M-113SP/B-11s

M-l13SP/B-121 M-113T/B-110 M-113T/B-115 M-113T/B-121

M-119T/B-110 M-119T/B-115 M-146/8-115 Mrr46SPA-110

M-146SP/B-115 M-147lB-110 M-147iB-115 M-147SP/B-110

M-149iB-110 M-151/M51 M-r52/M5?..2 M-153/M52,2

M-171/B-110 M-r R5I /B-l l5 M-1580/B-128H M-158118-128H

P-4s6/ROT360 P-456/ROT500
M-1582/B-128H MC-1s85/8-800

P-4561ROT501 P-4s6/ROT507 P-483/ROT500 P-483/ROT501

P-493/ROT500 P-4931ROT501 PG-2s6/ROT3s0 PG-256/R0T3sl

PG-256/ROT360 PG-2921ROT350 PG-292iROT3sl PG-292/ROT360

RAD,4/DIAMOND RAD-4/EMERALD RAD-SIEMERALD RAD.8/DIAMOND

RAD-8/Leo RAD-10/AMX4 RAD-IO,DIAMOND RAD-1OA{RT.OgN

RAD-10/MX75 RAD-11/MX75H.1 RAD.i2/DIAMOND RAD-12/Leo

RAD.I3|DIAMOND A AI-)-1 ill.en RAD-131S240 RAD-13/5260
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QUALITY MANAGEMENT SYSTEM - ISO 13485:2016

This is to ceftify that:

For and on behalf of BSI:

Original Registration Date: 2003-10-29

Latest Revision Date: 2018-11-28

Holds Certificate No: FM 77566

and operates a Quality Management System which complies with the requirements of ISo 13485:2016 for the

following scope:

The design, development, manufacture, distribution and full refurbishment of medical X-ray

generating,tubeproductsandX-rayimagersandimagingcomponents.
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1678 South Pioneer Road

Salt Lake City
Utah
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QUALITY MANAGEMENT SYSTEM - ISO 9001:2015

This is to certifY that: Varex Imaging CorPoration
1678 South Pioneer Road

Salt Lake CitY

Utah
84104
USA

Holds Certiflcate No: FM 21804

and operates a Quality Management System which complies with the

following scope:

For and on behalf of BSI:
Carlos Pita Chief OPerating

Expiry Date: 2OZl-08'20
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Certificate of Registration

Original Registration Date: 1992-10-13

Latest Revision Date: 2018-08-21
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The design, development, manufacture, distribution, and full refurbishment of industrial and

medical X-ray generating tube products, X-ray imagers and imagtng components'
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