CIVCO

Radiotherapy

EC Declaration of Conformity

We,

MEDTEC, Inc., d/b/a CIVCO Medical Solutions and CIVCO Radiotherapy
1401 8 St. SE

Orange City, lowa 51041 USA

Phone: 712-737-8688

Fax: 319-248-4049

declare under our sole responsibility that the products described hereafter...

Patient Positioning and Immobilization Devices
as specified in Master List ML OC0001

are in conformity with the essential requirements and provisions of Council Directive 93/42/EEC for
Medical Devices,

as a Class | product following Rule 1 (non-invasive device for transient use) and Rule 5 (invasive
device for transient use) from Annex IX of Council Directive 93/42/EEC,

and are subject to the procedure set out in Annex V1l of Directive 93/42/EEC pertaining to medical
devices

Orange City, lowa USA November 21, 2018 European Regulatory Representative:

CEpartner4U

Esdoornlaan 13, 3951 DB Maarn, The Netherlands
Phone: +31 (0)6.516.536.26

Fax: +31(0)343.442.162

Email: office@cepartnerdu.com

) u//fl‘j(k e ls Date: Y2/ //&
Dirctor of Froduct Develepment, RA, QA
QA Date: \\}2\\ | ¥
Presgemf\s%c:?é/ o
Date Rev | Description Issued By
5-Feb-07 1 Initial Release SWB
21-Jan-10 2 Added Classification Criteria Rule from Annex X, added JMJ
MEDTEC to company title to match CE certificate
9-Jun-10 3 Corrected annex reference correlating to Class | devices. JAL
18-Sept-12 4 Update to include Master List Technical File number ksg
04-Apr-17 5 Updated to template QR.14.16.01 Rev. 2 (includes addition of AH
CIVCO Radiotherapy).
21-Jun-18 6 Updated to template QR.14.16.01 Rev. 3. Reformatted EU ANN
Representative contact.
19-Nov-18 7 Added Rule 5 (invasive device for transient use) to conformity ACT
statement.
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Master List ML OC0001

Technical File Number: 0C0001
Device: Patient Positioning and Immobilization Devices

Part Number: Description:

BPLOO1 Onebridge

BPLO02 Resp Belt, Uct

BPLOO3 Bpl Long Platform

BPLOO6 Uct Rail Clamp For Resp. Belt
BPLOO7 Respiratory Cushion - Set Of 3
BPLOO8 Respiratory Plate, Wide
BPLO10 Bplone Evo Adapter, 1 Pair
BPLO20 Varian Exact Igrt/ct Uct Rail
BPL120 Resp Cushion Starter Kit
CHSO01 Customizable Head Sup, Posi
CHS02 Customizable Head Sup, Type-s
CHSO03 Solstice Srs, Posi

CHS04 Solstice Srs, Type-s

CHSO05 Solstat, Posi

CHS06 Solstat, Type-s

CHS40 Head Support, B

CHS41 Head Support, C

CHS42 Head Support, F

CRTBRAO1 Chabner Xrt Radiation Bra Sz1
CRTBRAO2 Chabner Xrt Radiation Bra Sz2
CRTBRAO3 Chabner Xrt Radiation Bra Sz3
CRTBRAO4 Chabner Xrt Radiation Bra Sz4
CRTBRAO5S Chabner Xrt Radiation Bra Sz5
CRTBRAO6 Chabner Xrt Radiation Bra Sz6
CRTBRAOQ7 Chabner Xrt Radiation Bra Sz7
CRTBRAOS8 Chabner Xrt Radiation Bra Sz8
CRTBRAO9 Chabner Xrt Radiation Bra Sz9
CRTBRA10 Chabner Xrt Bra, Size 10
CRTBRA11 Chabner Xrt Bra, Size 11
CRTBRA12 Chabner Xrt Bra, Size 12
CRTBRA13 Chabner Xrt Bra, Size 13
CRTEXTO1 Chabner Xrt Bra, Extender
CRTSHLDEXTO1 Chabner Xrt Bra, Shld Ext
MTACLTYPES1 Accuform Cushion,type-s
MTACLOO1 Positioner, Accuform
MTACL14242 Accuform Cushion 20x25cm
MTACL1520 Accuform Cushion 15x20cm
MTACL2035 Accuform Cush, 20x35cm, Chamf
MTACL2035HF Accuform Cush, 20x35hf, Chamf
MTACL2045 Accuform Cushion, 20x45cm
MTACL4060 Accuform Cushion, 40x60cm
MTACL6060 Accuform Cushion, 60x60cm
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Master List ML OC0001

Technical File Number: 0C0001
Device: Patient Positioning and Immobilization Devices

Part Number:

Description:

MTAPCID1832
MTAPCID18325G
MTAPCIN1832
MTAPCIN1832SG
MTAPSDMP
MTAPSD001
MTAPSD2.4
MTAPSD3.2
MTAPSID27NR24
MTAPSID27NR32
MTAPSID27NR32CL
MTAPSID2724
MTAPSID2724VT
MTAPSID2732
MTAPSID2732SG
MTAPSID2732VT
MTAPSID29NR24
MTAPSID29NR32
MTAPSID2924
MTAPSID2932
MTAPSI2724
MTAPSI2732
MTAPSI29NR32
MTAPSI2932
MTAPSP2.4
MTAPSX24362.4
MTAPS18391
MTAPS2.4
MTAPS25
MTAPS3.2
MTAPS35
MTAPU
MTAPUCP201
MTAPUCP301
MTAPUD
MTAPUDMP
MTAPUDMPSG
MTAPUDO002
MTAPUD1224
MTAPUD1424
MTAPUD2.4
MTAPUID181232

Hfd Imrt 3.2 St1.8

Hfd Vrt Imrt 3.2 St18

Hfd Narrow Imrt 3.2 St18

Hfd Narrow Vrt Imrt 3.2 St18
Snapframe, Hns
Type-s,disp,sol.perf.,nose Cut
Thr Types D Hns Standard 2.4
Thr Types D Hns Standard 3.2
Thr Types D Neckrel Imrt27 2.4
Thr Types D Neckrel Imrt27 3.2
Disp Type-s Imrt 27nr, Cl, 3.2
Thr Types D Hns Imrt27 2.4
Thr Zentec D Hns, Style 27 2.4
Thr Types D Hns Imrt27 3.2
Thr Types D Hns Imrt 27 3.2 Sg
Thr Zentec D Hns, Style 27 3.2
Thr Types D Neckrel Imrt29 2.4
Thr Types D Neckrel Imrt29 3.2
Thr Types D Hns Imrt29 2.4
Thr Types D Hns Imrt29 3.2
Thr Types R Hns Imrt27 2.4
Thr Types R Hns Imrt27 3.2
Thr Types R Neckrel Imrt29 3.2
Thr Types R Hns Imrt29 3.2
Thr Pediatric, Hns 2.4mm

Thr White Perf 2.4

Strip, Aquaplast, 24" 3.2mm
Thr Types R Hns Standard 2.4
Precut Therm. Strips, 25cm
Thr Types R Hns Standard 3.2
Precut Therm. Strips, 35cm
Thr Uni-frame D Std 10 3.2

Thr Uni-frame D Cperf 10 2.4
Thr Uni-frame D Cperf 10 3.2
Thr Types D Ho Standard 10 3.2
Snapframe, Head Only
Snapframe, Head Only, Sg
Type-s,disp,sol.perf,nose Cut
Thr Types D Ho Standard 12 2.4
Thr Types D Ho Standard 14 2.4
Thr Types D Ho Standard 10 2.4
Thr Types D Ho Imrt18 12 3.2
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Master List ML OC0001

Technical File Number: 0C0001
Device: Patient Positioning and Immobilization Devices

Part Number:

Description:

MTAPUID181332RD
MTAPUID181432
MTAPUID1824
MTAPUID1824VT
MTAPUID1832
MTAPUID1832CL
MTAPUID1832CLRD
MTAPUID18325G
MTAPUID1832VT
MTAPUID2024
MTAPUID2032
MTAPUID2232
MTAPUIR1832
MTAPUIR1832CL
MTAPUIR2032
MTAPUIR2232
MTAPUIW1824VT
MTAPUIW1832VT
MTAPUI1824
MTAPUI1824VT
MTAPUI1832
MTAPUI1832CL
MTAPUI2024
MTAPUI2032
MTAPUI2232
MTAPUI26232
MTAPUL
MTAPUL2.4
MTAPUNB
MTAPUR
MTAPUR1
MTAPUR122.4
MTAPUR142.4
MTAPUR2.4
MTAPUW
MTAPUW122.4
MTAPUW?2.4
MTAPU1.6
MTAPU12
MTAPU122.4
MTAPU14
MTAPU141.6

Type-s D,imrt,9x13-3.2, Stl 18
Thr Types D Ho Imrt18 14 3.2
Thr Types D Ho Imrt18 10 2.4
Thr Zentec D Head Only, 2.4mm
Thr Types D Ho Imrt18 10 3.2
Disp Type-s Imrt 18, Cl, 3.2
Disp Type-s Imrt 18, Cl,3.2,rd
Thr Types D Ho Imrt 18 3.2 Sg
Thr Zentec D Head Only, 3.2mm
Thr Types D Ho Imrt20 10 2.4
Thr Types D Ho Imrt20 10 3.2
Thr Types D Ho Imrt22 10 3.2
Thr Types R Ho Imrt18 10 3.2
Thr Uniframe 8x10-3.2, Cl

Thr Types R Ho Imrt20 10 3.2
Thr Types R Ho Imrt22 10 3.2
Thr Uni-fram,d,w Imrt 18 2.4vt
Thr Uni-fram,d,w Imrt 18 3.2vt
Thr Uni-frame D Imrt18 10 2.4
Uniframe, Zentec, Imrt18 2.4
Thr Uni-frame D Imrt18 10 3.2
Disp U-frame Imrt 18, Cl, 3.2
Thr Uni-frame D Imrt20 10 2.4
Thr Uni-frame D Imrt20 10 3.2
Thr Uni-frame D Imrt22 10 3.2
Thr Uni-frame Imrt 262 3.2

Thr Lateral R Standard 3.2

Thr Lateral R Standard 2.4

Thr Uni-frame Blue 3.2

Thr Types R Ho Standard 10 3.2
Thr Reloadable Uni-frame Base
Thr Types R Ho Standard 12 2.4
Uniframe, Reloadable 9x14-2.4
Types R Ho Standard 10 2.4
Uniframe, Extra Wide, 9x10-3.2
Uniframe, Extra Wide, 9x12-2.4
Uniframe, Extra Wide, 9x10-2.4
Thr Uni-frame D Std 10 1.6

Thr Uni-frame D Std 12 3.2

Thr Uni-frame D Std 12 2.4

Thr Uni-frame D Std 14 3.2

Thr Uni-frame D Std 14 1.6
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Master List ML OC0001

Technical File Number: 0C0001
Device: Patient Positioning and Immobilization Devices

Part Number:

Description:

MTAPU142.4
MTAPU2.4
MTARBOO1
MTARB002
MTBBCF
MTCBPBITE
MTCBPBITES
MTCBPBITETD
MTCBPBITETDS
MTCBPLLG
MTCFHNV
MTCFHNVABO1
MTCFHNOO1
MTCFHNOO6
MTCFHNOO6SUB6
MTDLIZ2
MTDLI2
MTGBSUB1
MTGBSUB3
MTHFI1822
MTHFI18222.4
MTHFX1822
MTHFX1822S
MTHFX18222.4
MTHFX18222.4S
MTHFO1
MTHFO16
MTHF135
MTHF150
MTHPBBO1
MTHPBB100
MTIHSO1
MTIHSO02
MTIHSO3
MTIL1000
MTIL1006
MTIL3000
MTIL3001
MTIL3001100
MTIL3001103
MTIL300512
MTIL3006001

Thr Uni-frame D Std 14 2.4

Thr Uni-frame D Std 10 2.4
Locking Block Acc Rail Right
Locking Block Acc Rail Left
Contoura Cf Bellyboard
Mouthpiece, Precise Bite
Mouthpiece,precise Bite, Small
Precise Bite, Tongue

Precise Bite, Tongue, Small
Pan Liner, Large, Set Of 2
Type-s Extension, Varian
Type-s Variable Axis Baseplate
Head Only Abs Frame

Overlay, Fixator

Shoulder Cup, Fixator

Dual Leg Immobilizer,short
Dual Leg Immobilizer
Positioner, Arm Up T-grip
Positioner, U-grip

Thr Hf R Imrt 18x22 3.2

Thr Hf R Imrt 18x22 2.4

Thr Hf R Perforated 18x22 3.2
Thr Hf R Solid 18x22 3.2

Hipfix Therm 18x22 2.4mm Perf
Thr Hf R Solid 18x22 2.4
Trupoint Arch Assembly
Naison Cushion, Bag Of 12

Bite Cup, Bag Of 12

Trupoint Arch Starter Kit

New Horizon Prone Breast Board
Contrlateral Breast, Flat
Indiv,head Support,normal,posi
Indiv. Head Support,hyper,posi
Ind. Head Supp,normal,type S
Lok-bar Acc Rail

Slide Guide Trans Bar,48-53cm
Overlay, Siemens Zxt

Overlay Siem Somatom Sen N
Overlay Latch Assembly
Docking Station, Siemens,
Panel, Siemens Zxt Solid

Foot Extension Interloc R
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Master List ML OC0001

Technical File Number: 0C0001
Device: Patient Positioning and Immobilization Devices

Part Number:

Description:

MTIL3006002
MTIL3009
MTIL3010
MTIL301001
MTIL301002
MTIL301003
MTIL301004
MTIL301005
MTIL3013
MTIL301310
MTIL3015
MTIL3019
MTIL3019100
MTIL3020
MTIL3020100
MTIL3051
MTIL310001
MTIL3103
MTIL3151
MTIL3152
MTIL3202
MTIL3300
MTIL3300100
MTIL3301
MTIL3306
MTIL3310
MTIL3311
MTIL331105
MTIL331110
MTIL3350
MTIL3351
MTIL3352
MTIL3403
MTIL3404
MTIL3453
MTIL3454
MTIL3455
MTIL3502
MTIL3600
MTIL360010
MTIL3601
MTIL360110

Foot Extension Prodigy L
Couchtop, Siemens Simview
Couchtop Siemens Zxt W/ Grid
Posterior Grid Siemens N
Tangential Panel, Siemens
Solid Panel, Siemens
Couchtop Siemens Zxt W/solid
Head Extension Prodigy
Overlay Siem Somatom Sen A
Upgrade Kit For Siemens Soma
Couchtop Siemens Txt W/ Grid
Overlay, Ct,siemens Definition
Docking Station, Siemens Def
Couch Overlay, Ct, Siemens Emo
Docking Station, Siemens Emo
Lok-bar, Interloc 49.5cm

Foot Panel, Varian Etr

Trmt Panel Varian Exact Solid
Lok-bar, Interloc 53cm

Lok-bar Interloc Transverse
Couchinsert Nucletron Sim Hp
Overlay, Ge Highspeed Adv
Docking Station, Ge

Overlay, Ge Highspeed Lx/i
Overlay Ge Discovery S
Overlay Ge Discovery St T
Overlay Ge Ltsp Vct&disc St E
Cradle Overlay, Gt1700 W/o
Cradle Overlay, Gt2000 W/o
Lok-bar, Interloc 48cm
Lok-bar, Il, Ge, Mri, 50cm
Lok-bar,il,ge,mri,53cm

Cradle Overlay, Pet Ct Gemini
Overlay, Pet/ct, Gemini 53cm
Lok-bar Clasp, Interloc 48cm
Lok Bar, Pg, 50cm, Mr

Lok Bar, Pg, 40cm, Mri
Overlay, Philips/marconimx8000
Couchtop, Accuray, Cyberknife
Stc Table Pad Assembly
Couchtop, Accuray Rcp
Robocouch Table Pad Assembly
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Master List ML OC0001

Technical File Number: 0C0001
Device: Patient Positioning and Immobilization Devices

Part Number:

Description:

MTIL3650
MTIL3651
MTIL3652
MTIL3653
MTIL3654
MTIL3704
MTIL3705
MTIL3706
MTIL3707
MTIL3850
MTIL3852
MTIL3950
MTIL4101
MTIL5052
MTIL5053
MTIL6000
MTIL6001
MTIL6002
MTIL600210
MTIL600310
MTIL600311
MTIL600312
MTIL600412
MTIL600612
MTIL6020
MTIL6021
MTIL6022
MTIL6023
MTIL6024
MTIL6026
MTIL6040
MTIL604015
MTIL6041
MTIL604115
MTIL6042
MTIL604215
MTIL6043
MTIL604315
MTIL6044
MTIL604415
MTIL6045
MTIL604510

Lok-bar, Prodigy 53cm

Lok-bar, Prodigy 50cm

Lok-bar Prodigy Transverse
Lok-bar, Prodigy 53cm

Bar Accuray Calibration Pg C
Overlay Toshiba Aquilion(sht)2
Overlay Toshibaaquilion(lon) 2
Toshiba Aquilion One Overlay
Couch Overlay, Ct Tosh 2322mm
Lok-bar, Interloc 50cm

Elekta Precise Lok-bar,40-53cm
Lok-bar Medical Intelligence S
Overlay, Siemens Biograph
Lok-bar,pp,50-52cm,transverse
Lok-bar,pp,45.5-47.5cm,trans.
Uc Txt Treatment Couch

Uc Treatment Couch-siemens Zxt
Biograph Uc Ct Couch Top
Biograph Docking Station
Somotom Docking Station
Somatom Uct Lat Stabilizer
Somatom Docking Station
Universal Docking Station
Universal Docking Station

Uc 1 Piece Txt-protura Couch
Uc 1 Piece Siemens Zxt

Uc 1 Piece Siemens Biograph
Uc 1 Piece Siemens Somatom
Uc 1 Piece Definition Phs-1a/b
Uc 1 Piece Definition Phs-4

Uct Le Siemens Txt

Uct Le Siemens Txt And Protura
Uct Le Siemens Zxt

Uct Le Siemens Zxt

Biograph Uct Le Ct Couchtop
Biograph Uct Le Ct Couchtop
Somatom Uct Le Ct Couch Top
Somatom Uct Le No Ext.
Definition Uct Le Ct Couchtop
Definition Uct Le Ct Couchtop
Uct Le Siemens Mpt

Siemens Phantom Mount For Uct
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Master List ML OC0001

Technical File Number: 0C0001
Device: Patient Positioning and Immobilization Devices

Part Number:

Description:

MTIL604515
MTIL6046
MTIL604615
MTIL6050
MTIL6051
MTIL6053
MTIL6054
MTIL6060
MTIL6100
MTIL6101
MTIL6120
MTIL6121
MTIL6140
MTIL614015
MTIL6141
MTIL614115
MTIL6142
MTIL614215
MTIL6150
MTIL6151
MTIL6152
MTIL6200
MTIL6220
MTIL6240
MTIL624015
MTIL6300
MTIL630011
MTIL630012
MTIL6301
MTIL630110
MTIL630111
MTIL630112
MTIL6302
MTIL630211
MTIL630212
MTIL6303
MTIL630311
MTIL630312
MTIL6320
MTIL6321
MTIL6322
MTIL6323

Uct Le Siemens Mpt

Definition Uct Le Ct Couchtop
Definition Uct Le Ct Couchtop
Lok-bar, Uc, 53cm

Lok-bar,slim Prdgy2 Transverse
Lok-bar, Non-cond, Pg2, 53cm
Lok-bar, Mri, Pg2, 53cm

Uc Txt Treatment Couch

Uc Treatment Couch-var Exact
Uc Treatment Couch-var Exact
Uc 1 Piece Varian Exact

Uc 1 Piece Varian Exact

Uct Le Varian Exact

Uct Le Varian Exact

Uct Le Protura On Varian Exact
Uct Le Protura On Varian Exact
Uct Le For Truebeam

Uct Le Varian Truebeam
Lok-bar, Prod 2, 53cm, Ref Bar
Reference Device, Truebeam
Mpc Isocal Phantom Mount Assy
Uc Treatment Couch-precise
Uc 1 Piece Elekta Precise

Uct Le Elekta

Uct Le Elekta

Ge Hi-speed Uc Ct Couch Top
Ge Hi-speed Uc Lat. Stabilizer
Ge Hi-speed Docking Station
Discovery St Uc Ct Couchtop
Discovery St Docking Station
Ge Hi-speed Uc Lat Stabilizer
Ge Hi-speed Docking Station
Global 1700 Uc Ct Couch Top
Ge Vct 1700 Uc Lat. Stabilizer
Ge Vct 1700 Uc Ct Dock Station
Global 2000 Uc Ct Couch Top
Ge Vct 2000 Uc Lat. Stabilizer
Ge Global 2000 Docking Station
Uc 1 Piece Ge Hi-speed

Uc 1 Piece Ge Discovery St

Uc 1 Piece Global 1700

Uc 1 Piece Global 2000
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Master List ML OC0001

Technical File Number: 0C0001
Device: Patient Positioning and Immobilization Devices

Part Number:

Description:

MTIL6340
MTIL634015
MTIL6341
MTIL634115
MTIL6342
MTIL634215
MTIL6343
MTIL634315
MTIL6400
MTIL640010
MTIL640030
MTIL6420
MTIL6440
MTIL644015
MTIL6500
MTIL650010
MTIL650011
MTIL650020
MTIL6501
MTIL6520
MTIL6521
MTIL6540
MTIL654015
MTIL6541
MTIL654115
MTIL6601
MTIL6604
MTIL6605
MTIL6606
MTIL6607
MTIL6608
MTIL6610
MTIL6612
MTIL6615
MTIL6616
MTIL6617
MTIL6620
MTIL662501
MTIL662502
MTIL6630
MTIL6660
MTIL6661

Ge Hi-speed Uct Le Ct Couchtop
Ge Hi-speed Uct Le No Ext.
Discovery St Uctle Ct Couchtop
Discovery St Uct Le No Ext.
Global 1700 Uct Le Ct Couchtop
Global 1700 Uct Le No Ext.
Global 2000 Uct Le Ct Couchtop
Global 2000 Uct Le No Ext.
Brilliance Uc Ct Couch Top
Brilliance Uc Ct Dock Station
Philips Bril Phantom Mnt - Uct
Uc 1 Piece Philips Brilliance
Brilliance Uct Le Ct Couchtop
Brilliance Uct Le No Ext.
Aquilion Uc Ct Couch Top
Aquilion Docking Station
Toshiba Lateral Stabilizer

Head End Support

Aquilion One Uc Ct Couch Top
Uc 1 Piece Toshiba Aquilion

Uc 1 Piece Tosh Aquilion One
Aquilion Uct Le Ct Couchtop
Ag. Uct Le No Extension
Aquilion One Uctle Ct Couchtop
Ag. One Uct Le No Extension
Uc Thick Rect Extension

Uc Thick Rect Extension

Uc Type-s Extension

Uc Posifix Extension

Uc Type-s Extension

Uc Posifix Extension

Uc Varian Interface

Uc 1 Piece Interface, Varian
Bridge Adapter, Pair

Long Bridge Adapter, Pair
Head Ext, Phenolic, Prodigy 2
Respiratory Belt Adapter, Pair
Uc Sbrt Handle, Right

Uc Sbrt Handle, Left

Uc Accessory Rail

Uct Rectangular Extension

Uct Le Rect Ext With Wires
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Master List ML OC0001

Technical File Number: 0C0001
Device: Patient Positioning and Immobilization Devices

Part Number: Description:

MTIL6662 Uct Le Kevlar Extension
MTIL6663 Uct Le Grid Extension

MTIL6664 Uct Le Long Type-s Extension
MTIL6665 Uct Le Type-s Extension
MTIL6666 Uct Le Posifix Extension
MTIL6667 Uct Le Interface Ext, Varian
MTIL6668 Uct Le Srs Posifix Extension
MTIL6669 Uct Le Short Rectangular Ext
MTIL6670 Uct Le Type-s Extension Th
MTIL6671 Uct Le Posifix Tpa Ext Tb
MTIL6672 Uct Le Posifix Extension Tb
MTIL6673 Uct Extra Long Extension
MTIL6675 Proform Hn Extension
MTIL6676 Uct Extra Long, Standard
MTIL6720 Uc 1 Piece No Mount Hardware
MTIL6740 Uct Le No Mounting Hardware
MTIL674015 Uct Le No Mounting Hardware
MTIL6741 Uct Le Short No Mounting
MTIL674115 Uct Le Short No Mounting
MTIL6840 Uct Le For Iba, F-series
MTIL684015 Uct Le For Iba, F-series
MTIL6841 Uct Le For Iba, L-series
MTIL684115 Uct Le For Iba, L-series

MTLTBP Lateral Treatment Baseplate
MTLTBPIAT Head Supp, Lat Treatment, Blue
MTLTBPIATO1 Head Support,lateral Treatment
MTLTBP2 Thr Reloadable Frame, Ltbp
MTMRHNPN Type-s Head/neck, Mri Narrow
MTMRHNTYPES Type-s Head/neck, Mri
MTM3000 Siemens Mri 50

MTM300005 Siemens Mri, Head Bridge
MTM300010 Siemens Mri, Body Bridge, 50mm
MTM3001 Siemens Mri 58

MTM300110 Siemens Mri, Body Bridge, 58mm
MTM3002 Siemens Aera/skyra/vida Type-s
MTM3002U Siemens Aera/skyra/vida Upgrd
MTM300205 Siemens Mri Head Bridge, A/s/v
MTM300210 Siemens Mri Body Bridge, A/s/v
MTM3003 Siemens Aera/skyra/vida Posi
MTM3010 Thermoplastic Adapter
MTM3011 Thermoplastic Adapter - Posi
MTM3301 Ge Wide Bore Mri Overlay
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Master List ML OC0001

Technical File Number: 0C0001
Device: Patient Positioning and Immobilization Devices

Part Number:

Description:

MTM330105
MTM330110
MTM3302
MTM330205
MTM3400
MTM3401
MTM3402
MTM3403
MTM3404
MTM340405
MTM340410
MTM3405
MTM340505
MTM340510
MTM340520
MTM340525
MTM340530
MTM3406
MTM400
MTM6502
MTM6508
MTPFCO1
MTPFCO2
MTPLCO1
MTPLHAIO203
MTPLHAO1
MTPLHAO0201
MTPLHAO0202
MTPLVCMR
MTPLVCSUBS8
MTPLVCO4
MTPT1000
MTPT1001
MTPT1002
MTPT210001
MTPT210002
MTRFH3
MTRFI918
MTRFI9182.4
MTRFX918
MTRFX9182.4
MTRHGSO01

Ge Wide Bore Mri Overlay

Ge Wide Bore Mri, Table Only
Ge Mri 3 Overlay

Ge Mri 3 Overlay, Oem

Philips Panorama Mri Top 50cm
Philips Panorama Mri Top 40cm
Philips Panorama Mri Top 50cm
Philips Panorama Mri Top 40cm
Philips Ing, System, Mri, Il
Philips Ing, Head Extension
Philips Ing, Coil Support
Philips Ing, System, Mri, Il
Philips Ing, Head Extension
Philips Ing, Coil Support
Template

Lok-bar, Il, Mri, 53cm

Philips Ing, System, W/o Coil
Philips Ing Overlay, Mri, Il
C-qual M Breast Board

Canon Orian Mr Assembly
Canon Orian Mr Overlay
Cushion Prone Face, Blue
Prone Face Cushion
Positioner, Prone-lok

Hipfix Imrt, With Handles
Handles, Reloadable

Hipfix A-plast W/handles-solid
Hipfix A-plast W/handles-perf
Pelvic Board, Mr

Groin Piece Assembly
Baseplate, Hipfix

Mda Proton Type-s Mask 3.2
Mda Proton Type-s H/o0 3.2
Proton Arch With Nose Piece
Hitachi Proton Extension
Hitachi Proton Overlay

Breast Support Handle System
Thr, Breast Imrt 3.2

Thr, Breast Imrt 2.4

Thr, Breast Standard 3.2

Thr, Breast Standard 2.4

Strut Gas, Mtrh1500's, 75lb Ss
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Master List ML OC0001

Technical File Number: 0C0001
Device: Patient Positioning and Immobilization Devices

Part Number:

Description:

MTRHGS60
MTRH1500

MTRH1500EX

MTSBRTO01
MTSBRTOO1L
MTSBRTO002
MTSBRTO003
MTSBRT004
MTSBRTO05
MTSBRT0051
MTSBRTOO7
MTSBRTO09
MTSBRTO011
MTSBRTO12
MTSBRT014
MTSBRT018
MTSBRT020
MTSBRTO031
MTSBRT032
MTSBRTO33
MTSBRTO034
MTSBRTO038
MTSBRTO039
MTSBRTO50
MTSBRTO51
MTSBRTO052
MTSBRTO53
MTSBRT054
MTSBRTO55
MTSBRTO59
MTSBRTO60
MTSBRT070
MTSBRT256
MTSBRT257
MTSBRT264
MTSBRT400
MTSBRT410
MTSBRT420
MTSHIMS
MTSHIMT
MTSHIMO1
MTSHIMO1S

Strut Gas, Mtrh1500's, 60lb
Waterbath, 115v, lec Type B
Waterbath, 230v, No Cord
Body Pro Lok System

Body Pro Lok System Lite
Sbrt Platform

Respiratory Plate

Pneumatic Respiratory Restr
Patient Handle

Patient Handle - Mirror
Type 2 Sbrt Bridge

T-pin Lok-bar

Sbrt Patient Transfer System
Gurney Plate Assy - Sbrt Pts
Ski Assembly - Sbrt Pts

Sbrt Forehead Restraint
Type 2 Bridge Rail Clamp
Type 3 Sbrt Bridge

Ptb Auto-lok Trans Slot

Ptb Auto-lok Longi Slot

Ptb Auto-lok Rail Button Assy
Sbrt Shoulder Bridge 2

Type 1b Bridge

Rails-only, 53cm, Il
Rails-only, 53cm, Pg
Rails-only, 50cm, Il
Rails-only, 50cm, Pg
Rails-only Lok-bar, 3pin
Rails-only Lok-bar, 2pin
Rails-only, 53cm, Mi

Varian Exact Igrt/ct Rail Only
Body Pro-lok Short Board
Type 1b And Shidr Clamp, A
Type 1b And Shldr Clamp, B
Body Pro-lok Mri Lok-bar
Bpl Short Board Deluxe System
Bpl Short Board Lite System
Bpl Short Board Ultra Lite Sys
Shim, Silverman Cutout
Shim, Timo

Shim, Silverman Solid

Shim, Type-s H/n/s
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Part Number:
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MTSILVER2
MTSILVER2A
MTSILVER2B
MTSILVER2C
MTSILVER2D
MTSILVER2E
MTSILVER2F
MTSNT3
MTTAS2L
MTTAS2R
MTTIMO
MTTIMOA
MTTIMOAL
MTTIMOB
MTTIMOBBB
MTTIMOBL
MTTIMOC
MTTIMOCL
MTTIMOD
MTTIMODBB
MTTIMODL
MTTIMOE
MTTIMOEBB
MTTIMOEL
MTTIMOF
MTTIMOFBB
MTTIMOFL
MTTIMOL
MTTWS2S
MTVAR46
MTVARS0
MTVLARMO1
MTVLARMO1FC
MTVLARMO2
MTVLARMO2FC
MTVLB40
MTVLB40OFC
MTVLE2.25
MTVLFBBO1
MTVLFBBO1C
MTVLFBBO1FC
MTVLFBBO2FC

Headrests Silverman2 Trim Set
Silverman2 Headrest, Trim, A
Silverman2 Headrest, Trim, B
Silverman2 Headrest, Trim, C
Silverman2 Headrest, Trim, D
Silverman2 Headrest, Trim, E
Silverman2 Headrest, Trim, F
Thr Reloadable Frame Snt Arc
Tilting Arm Support, Left
Tilting Arm Support, Right
Headrests, Timo Set
Headrests, Timo A

Headrests, Timo A W/ Lexan
Headrests, Timo B

Headrests TimoB ForBb T
Headrests, Timo B W/ Lexan
Headrests, Timo C

Headrests, Timo C W/ Lexan
Headrests, Timo D

Headrests TimoD ForBb T
Headrests, Timo D W/ Lexan
Headrests, Timo E

Headrests Timo EForBb T
Headrests, Timo E W/ Lexan
Headrests, Timo F

Headrests TimoFForBb T
Headrests, Timo F W/ Lexan
Headrests, Timo Set W/ Lexan
Wrist Support

Lok-bar Exact Transverse
Lok-bar Exact 50cm

Vac-lok Arms Up - Urethane E
Vac-lok, Arms Up -nylon W/ind
Vac-lok Lg Arms Up -urethane A
Vac-lok, Lgarms Up-nylon W/ind
Vac-lok, 100x100 Urethane
Vac-lok 100x100 Nylon W/indexi
Vac-lok, 25x50 Urethane
Vac-lok, 75x150cm Urethane
Vac-lok, 75x150cm Nylon
Vac-lok 75x150 Nylon W/index N
Vac-lok Clth Index 75x180 62In
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MTVLF15C
MTVLF15FC
MTVLG40
MTVLG40FC
MTVLHH150
MTVLHOOK
MTVLI20
MTVLPLVO1
MTVLPLVO2
MTVLPLVO2C
MTVLPLVO3C
MTVLTYS02CX
MTVLWGBO3
MTVLO011
MTVLO0853
MTVLO4
MTVLO4C
MTVLO6C
MTVL14C25
MTVL14FC25
MTVL37
MTVL71FC
MTVPEXA
MTVPEXC
MTVPEXD
MTVPEXG
MTVPEXH
MTVPFT
MTVPHD
MTVPHS
MTVP1
MTVRTR
MTVRTW
MTVRT20
MTWBO08
MTWBO09
MTWB10
MTZXTZ44069CF
MTZXTZ44069CS
MT201SC
MT20100
MT20100CF

Vac-lok, 50x70 Nylon

Vac-lok 50x70 Nylon W/index G
Vac-lok, 100x70 Urethane
Vac-lok 100x70 Nylon W/index N
Accessories, Helping Hands 150
Hook, Vaclok, 10ea/set
Vac-lok, 70x70 Urethane
Vac-lok 75x100 -urethane R
Vac-lok, 75x120 -urethane
Vac-lok, 75x120 -nylon

Vac-lok, 80x100 -nylon

Type-s Vac-lok Bag

Vac-lok, Wing Board -urethane
Vac-lok "I" 70x80 18I - Nylon
Lok-bar Slide Guide

Vac-lok, One Arm -urethane
Vac-lok One Arm -nylon H
Vac-lok, 60x80 -nylon
Vac-lok"t"87.5x140 25I-cth
Vac-lok"t"87.5x140 25I-cth W/t
Vac-lok "t" Cushion

Vac-lok Split Leg L
Vaclok Pump, 230v, lec Type F
Vaclok Pump, 230v, lec Type |
Vaclok Pump, 230v, lec Type G
Vaclok Pump, 230v, lec Type D
Vaclok Pump, 230v, lec Type H
Vaclok Foot Control

Vaclok Hand Pendant

Vaclok Vacuum Hose

Vaclok Pump, 115v, lec Type B
Type-s Reloadable, Vision Rt
Uniframe, Wide Vision Rt
Type-s,head/neck, Vision Rt
Wingboard, Extended

Standard Wing Board Assembly
Tapered Wingboard

Trmt Panel Siemens Grid

Trmt Panel Siemens Solid
Swivel Clamp, One Assebly
Baseplate, Acr Standard Supine
Baseplate, Cf Standard Supine
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MT20103CF
MT20103CFU
MT20104
MT20108
MT20109
MT202
MT20215
MT250SUB10
MT250SUB11
MT2504
MT350N
MT350N037
MT350300
MT350302
MT350400
MT400
MT40010
MT40011
MT40012
MT40013
MT40014
MT40015
MT40016
MT40017
MT401
MT402
OAP100
OAP110
OAP120
OAP160
VLARMO1
VLARMO1C
VLARMO1FC
VLARMO2
VLARMO2C
VLARMO2FC
VLA80C
VLB40
VLB40C
VLB40OFC
VLE225
VLE225C

Baseplate, Cf Tilting

Upgrade, Tilting Baseplate
Baseplate, Acr Cutout Base
Baseplate, Accuray

Ge, Mri Baseplate

Head Holder, Prone

Shell, Prone Head Support

Gel Head Cup Assembly
Standard Head Cup

Arm Support, Delrin
Breastboard, Carbon Fiber
Sliding Butt Stop

Butt Stop, Retro-kit

Butt Stop, Retrofit Kit

Adapter Plate, Breastboard
C-qual Breast Board

Wrist Support, Red

Adjustable Arm Support, L, Red
Adjustable Arm Support, R, Red
C-qual Uas Replacement Base Rt
C-qual Uas Replacement Base Lt
Adjustable Arm Support, Left
Adjustable Arm Support, Right
Wrist Support

C-qual Breast Board W/ Monarch
C-qual Lite

Monarch Overhead Arm Positionr
Monarch Patient Support Assy
Monarch Thermoplastic Frame
Monarch Individual Handgrips
Vac-lok, A 75x75 Ure 20l
Vac-lok, A 75x75 Nylon 20l
Vac-lok, A 75x75 Nylon Ind 20!
Vac-lok, A 75x105 Ure 28I
Vac-lok, A 75x105 Nylon 28|
Vac-lok, A 75x105 Nyl Ind 28I
Vac-lok, 100x150 Nylon 80l
Vac-lok, 100x100 Urethane 40l
Vac-lok, 100x100 Nylon 40l
Vac-lok, 100x100 Nyl Index 40l
Vac-lok, 25x50 Urethane 2.25I
Vac-lok, 25x50 Nylon 2.25I
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VLFBBO1
VLFBBO1C
VLFBBO1FC
VLFBBO2FC
VLF15
VLF15C
VLF15FC
VLG35
VLG35C
VLG35FC
VLG40
VLG40C
VLG40FC
VLH120C
VLI20
vu20C
VLI20FC
VLPLVO1
VLPLVO1C
VLPLVO1FC
VLPLVO2
VLPLVO2C
VLPLVO2FC
VLPLVO3C
VLSBRT202FC
VLTYS01CX
VLTYS02CX
VLWGBO03
VLWGBO03C
VL0008
VL0017
VL0018
VLO4
VLo4C
VL14C25
VL37
VL71FC
101019
101025
102011
102021
104021

Vac-lok, 75x150 Ure Index 50I
Vac-lok, 75x150 Nylon 50I
Vac-lok, 75x150 Nyl Index 50l
Vac-lok, 75x180 Nyl Index 621
Vac-lok, 50x70 Urethane 15I
Vac-lok, 50x70 Nylon 15l
Vac-lok, 50x70 Nylon 15|
Vac-lok, 70x100 Urethane 35I|
Vac-lok, 70x100 Nylon 35I
Vac-lok, 70x100 Nyl Index 35|
Vac-lok, 70x100 Urethane 40l
Vac-lok, 70x100 Nylon 40I
Vac-lok, 70x100 Nyl Index 40l
Vac-lok, 100x200 Nylon 120l
Vac-lok, 70x70 Urethane 20I
Vac-lok, 70x70 Nylon 20I
Vac-lok, 70x70 Nylon Index 20l
Vac-lok, 75x100 Urethane 28l
Vac-lok, 75x100 Nylon 28l
Vac-lok, 75x100 Nyl Index 28I
Vac-lok, 75x120 Urethane 34l
Vac-lok, 75x120 Nylon 34|
Vac-lok, 75x120 Nyl Index 34l
Vac-lok, Hg 80x100 Nylon 28I
Vac-lok, Clam-lok Nylon Index
Vac-lok, Hns 65x61 Nyl Ind 8
Vac-lok Hns 65x140 Nyl Ind 271
Vac-lok, Wb 55x88 Urethane 15I
Vac-lok, Wb 55x88 Nylon 15I
Vac-lok, L, 80x90, Nylon, 28I
Vac-lok, T 108x125 Nylon 44|
Vac-lok, T 108x125 Nylon 421
Vac-lok, L 80x100 Ure 34|
Vac-lok, L 80x100 Nylon 34|
Vac-lok, T 88x140 Nylon 25|
Vac-lok, T 50x70 Ure 6l
Vac-lok, SI 60x100 Nyl Ind 151
Posifix-1

Posifix-1 Narrow

Posfix-2b Assembly
Posifix-2bd Assembly

Posifix 4bd Baseplate Assembly

September 13, 2019

CIVCO Radiotherapy

15 of 20



Master List ML OC0001

Technical File Number: 0C0001
Device: Patient Positioning and Immobilization Devices

Part Number: Description:

105021 Posifix 5bd

106011 Pb2-ha, Red

106015 Rigid Adj. Arm Support,set,red
106016 Adj. Upper Arm Support,set,red
106017 Pb2-ch, Red

106020 Rigid Adj. Arm Support, Set
106023 Pb2-ha

106024 Pb2-ch

106025 Adj. Upper Arm Support, Set
106029 Pb2-bs

106047 Rigid Adj. Arm Supp,lg,set,red
106048 Rigid Adj. Arm Support,lg,set
106419 Psr2-cf/b/2p

106520 Psr2-cr-dl-2p

106521 Psr2-cr-dir-2p Posirest-2
106522 Psr2-cf-dirl-2p Posirest-2
107010 Positilt-b

107020 Ptcf-bd

107063 Multifix Cf Baseplate

107065 Posi Variable Axis Baseplate
107101 Wedge, 2.5 Deg

107102 Wedge, 5 Deg

107103 Spacer, 20mm

107104 Spacer, 30mm

107106 Wedge And Spacer Set
108010 Posifix Ext, Va5p Imrt
108011 Guide Block Assembly
108020 Posifix-ext Srs Imrt

108072 Baseplate, Mi lbeam

108073 Ibeam, Type-s

109012 Pb2-clamp Assembly

109013 Pb2-ve, Pair

109016 Pb2-eos, Pair

109017 Pb2-strip, Pair

109018 Side Fork, Long, Set, Pair
109020 Pb2-bdl

109027 Cf Plate, Pivot, Assy, Pair
109030 Pb2-bdIr Posiboard-2 Breastb
109036 Mi-strip, Pair

109037 Pb2-pro, Pair

109038 Prodigy2 Fixation, Pair
109039 Ibeam Strip Bb Assy, Pair
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125012
126000
151002
151003
151004
151004MR
151005
151005MR
151014
151014MR
151020

20CFHNPSUB1P
20CFHNSUB1C
20CFHNSUB1P
20CFHNSUB2
20CFHNSUB2V
20CFHNSUB7

20IL340310

20SR01SUB1
20SR0O1SUB2
20SR025UB2
20SR02SUB3
20VARSUB10

20VARSUB5
20VAROO
301001BLK
301002BLK
301003BLK
301004BLK
301005BLK
301008A
301016
301022
301023
301024
301025
301025BLK
301026
301027
301027A
301029
301030

Belly Board, Carbon Fiber
Belly Board, Mri

Combifix System, High
Combifix System, Low
Combifix3 System, High
Combifix3 System, High, Mr
Combifix3 System, Low
Combifix3 System, Low, Mr
Combifix Baseplate

Combifix Baseplate, Mr
Cmc-fix/2p

Frame, Pediatric Type-s

Type-s Frame, Cf Reloadable
Type-s Frame, Abs Reloadable
Type-s, Carbon Fiber Overlay
Type-s, Carbon Fiber Extension
Type-s Overlay No VI

Latch, Philips Gemini Pet/ct
Shoulder Retractor Base
Shoulder Retractor Hand Grip
Wool Wrist Strap

Wrist Strap

Lok-bar, Exact Hip-fix (53cm)
Lok-bar, Exact (53cm)

Lok-bar Exact Reference A
Head Support Cushion, Extended
Head Support, Black

Head Support, Black

Head Support, Black

Head Support, Black

Head Support, Extra Wide
Adapter Piece Adap16

Head Support Contour, Orange
Head Support, Cont.,yellow
Head Support, Cont.,white
Posifix Headrest, Prone

Posifix Headrest, Prone
Headrest, Supine, Pediatric
Headrest Cushion, Ped, Blue
Headrest Cushion,extra Sm Blue
Mr Posi-s Adapter W/ Backplate
Headrest, Ext Head Stop, |
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301032 Headrest, Ext Head Stop, li
301033 Headrest, Ext Head Stop, lii
301034 Headrests, Ext Head Stop Set
301035 Mr Posi-s Adapter

301040 Shoulder Support Cushion
301047 Kneefix 2

301048 Kneefix Low 2

301051 Elevation Block 2

301052 Kneefix 3, High

301055 Elevation Block 3

301056 Kneefix Elevation Block Set 3
301066 Feetfix 2

301071 Feetfix3

301076 Prone Thorax Support
301077 Bellyboard Flat Cushion
301080 Thorawedge

301081 Wedge Cushion 5 Degree
301082 Wedge Cushion 10 Degree
301083 Cushion, Elevated Arm Supp,red
301084 Cushion, Back Support, Red
301085 Cushion, Elevated Arm Support
301086 Cushion, Back Support
301090 Couchtop Cover, Long
301091 Couchtop Cover, Short
301101 Belly Board Flat Cushion
301102 Prone Thorax Support
301234 Headrests Contoured Set
302064 Threaded Block, Combifix
302067 Feetfix Bracket

302069 Threaded Block, Combifix
302071 Feetfix3 Bracket

302071MR Feetfix3 Bracket Mr

302072 Shoulder Retractors
305000BLK Headrests, Posifix Supine Set
400006 Cushion Multi Purpose Set
402422 Cushion Wedge 15deg
402525 Universal Head Support
402820 Cushion Wedge,45deg
402848 Cushion Wedge 45 Deg
403024 Rectangular Cushion

600251 Interm Block Mtec Rail Posifix
622501 Cf L-profile, 1
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622510 Cf L-profile, 10

662010 Al-stop

662030 Al-sp Assy

662040 Cam-ve Assy

662050 Al-spxt Assy

662060 Al-eos Assy

663020 Al-pro Assy

760030 Pr3 Lite Multiperf Msk
760145 Pr5 Lite Multiperf No-I
770020 Pr2 Lite Microperf Msk
770030 Pr3 Lite Microperf Msk
770033 Pr33 Lite Microperf Msk
770044 Pr44 Lite Mircroperf Msk
770145 Pr5 Lite Microperf Msk No-l
772030 Lpr3 Lite Microperf Msk
772044 Lprd4 Lite Microperf Msk
772145 Lpr5 Lite Microperf Msk-
900030 Pr3 Multiperfo Msk
900145 Pr5 Multiperfo Msk No-|
904392 Posicast Multiperfo Pl Lng
910030 Pr3 Microperfo Msk
910044 Pr44 Microperfo Msk
910145 Pr5 Microperfo Msk No-I
914392 Posicast Microperfo Pl Lng
920030 Pr3 Plus Microperf Msk
920033 R33plus Microperf Msk
920044 Pr44 Plus Microperf Msk
920145 Pr5 Plus Microperf Msk No-l
924392 Posicast Plus Microperf Pl Lng
930030 Lpr3 Plus Microperf Msk
930033 Lpr33 Plus Microperfo Msk-
930044 Lprd4 Plus Microperf Msk
930055 Lpr55 Plus Microperfo Msk-
930080 Lpr8 Plus Microperf Msk
930145 Lpr5 Plus Microperf Msk-
940030 Lpr3 Multiperfo Msk
940145 Lpr5 Multiperfo Msk-I
960030 Pr3 Non-perfo Msk

960145 Pr5 Non-perfo Msk No-
970031 Lpr31 Lite Microperfo Msk
976150 Lprl Non-perfo Mask
990030 Lpr3 Mastercast Pro Msk
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990031 Lpr31 Mastercast Pro Msk
990044 Lpr44 Mastercast Pro Msk
990045 Lprd5 Mastercast Pro Msk
990145 Lpr5 Mastercast Pro Msk-|
991145 Lpr51 Mastercast Pro Msk-|

September 13, 2019 CIVCO Radiotherapy 20 of 20



	TFA OC0001 EC DOC Rev. 7.pdf
	Master List ML OC0001 9.13.19.pdf
	Sheet1


