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ANON MEDICAL SYSTEMS CORPORATION . Made For life

Date: 15 March 2018
To whom it may concern

Please be informed that Toshiba Medical Systems Corporation (Japan) has been acquired
by Canon Inc. in December 2016 and in sequence has changed its name from Toshiba
Medical Systems Corporation to “Canon Medical Systems Corporation” as of 4™ January
2018.

This is to confirm that the change relates only to the company’s legal name and that
Canon Medical Systems Corporation, with address at 1385 Shimoishigami, Otawara-shi,
Tochigi 324-8550, Japan, accepts responsibility for the safety, quality and efficiency of
the medical devices manufactured by Toshiba Medical Systems Corporation, with address
at 1385 Shimoishigami, Otawara-shi, Tochigi 324-8550, Japan.

Please be informed that certain computed tomography systems manufactured by Toshiba
Medical Systems Corporation with address at 1385 Shimoishigami, Otawara-shi, Tochigi
324-8550, Japan, are equipped with X-ray tubes manufactured by Varex Imaging
Corporation with address at 1678 S. Pioneer Rd., Salt Lake City, UT 84104, USA. The
quality, efficiency and performance of x-ray tubes manufactured by Varex Imaging
Corporation, as well as the mutual compatibility between such x-ray tubes and computed
tomography systems produced by Toshiba Medical Systems Corporation was carefully
verified by Toshiba Medical Systems Corporation.

The list of applicable medical devices released into circulation and circulating on the
market of Russian Federation:

Medical device model Registration certificate
No.
Computer tomography system model Alexion _ ®C3 2011/10165
Computer tomography system model Aquilion RXL ®C3 2011/10166
Computer tomography system model Aquilion RXL 32 ®C3 2012/13106
Computer tomography system model Aquilion CXL ®C3 2009/05817
Computer tomography system model Aquilion CXL 64 ®C3 2012/13105
Computer tomography system model Aquilion 16 ®C3 2007/00892
Computer tomography system model Aquilion 32 ®C3 2007/00893
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Computer tomography system model Aquilion 64 ®C3 2007/00891
Computer tomography system model Aquilion ®C3 2009/04453 ]

The list of applicable x-ray tube models:

Original manufacturer model (X-ray tube | The corresponding model number used
model indicated by the legal manufacturer | by Toshiba Medical Systems Corporation
Varex Imaging Corporation) on product | for VAREX X-ray tubes in design

label) documentation for applicable medical
devices

MCS-7078D rev 2 CXB-750D

MCS-7088A CXB-750E

GS-3078A CXB-350A

This is to confirm that the only difference between x-ray tube models used by the legal
manufacturer and x-ray tube models used by Canon Medical Systems Corporation is the
model name, the technical specification and other aspects remain unchanged.

A /x”v‘u/ Z_,,? L ’;m/ic/

Naofumi Watanabe
Senior Manager
Regulatory Affairs & Vigilance Department
Quality, Safety and Regulation Center
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CERTIFICATE

This is to certify that the annexed Notarial Certificate has been executed by Notary, duly

authorized and practising in Tochigi, Japan, and that the Official Seal appearing on the same is

genuine.

Date March 15 . 12018,
Tomoko Sakaino
Director of the Utsunomiya District Legal Affairs Bureau




' Registered No. 7 7
NOTARIAL CERTIFICATE

This i1s to certify that KYOKO MATSUMOTO, an agent of
NAOFUMI WATANABE, Sinior Manager, Regulatory Affairs
& Vigilance Department Quality Safety and Regulation
Center of CANON MEDICAL SYSTEMS CORPORATION,
located at 1385 Shimoishigami, Otawara-shi, Tochigi-ken,
Japan, has stated in my very presence that said NAOFUMI

 WATANABE has acknowledged to have signed and sealed the

attached document on this 15th day of March 2018.

— =

~ ZGTSUNOMIYA DISTRCT N
Notary Satoakse Lo LTSRN

(( NOTARY |

\L 1-18 ODORI 4-CHOME /

TAKAAKI SATO UTSUNOMIYA-SHI/
N\ JOCHGHKEN JAPAN_

—

Utsunomiya-Daidoseimei Bldg. 7fl, 1-18,
Odori 4 chome Utsunomiya-shi, Tochigi-ken,
Japan

Utsunomiya District Legal Affairs Bureau
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(Ha 6naHke «Kanon Megukan Cuctems KoprniopeiiHy )

Aata: 15 mapta 2018 r.

Bcem 3auMHTEpeCcOBaHHbLIM CTOpoHaMm

Coobuaem Bam, uto komnauusa «Towmnba Meagvkan Cucrems KopnopeiiwH» (AnoHus) 6bina
npuobpeTeHa komnaHven «KaHnoH WHk.» B pekabpe 2016 roga, u, Kak cnegcTeue, cMeHuna
cBoé Ha3saHve ¢ «Towunba Meankan Cuctems KopropewH» Ha «KaHoH Megukan Cucrems
Kopnope#iHy», HaunHas ¢ 4 suBapsa 2018 roaa.

HacTosAwnM noaTeepXaaeTcs, 4To MSMEHEHUE KacaeTcsl TONLKO OPUANYECKOrO HaUMEHOBAHMS
KOMMnaHuu, n 410 KomnaHma «KaHon Megukan Cucrems KopnopenwH» (1385 LLUnumountumvramu,
OtaBapa-wm, Tounrn 324-8550, HAnoHWs)) npuHMMaeT Ha cebs OTBETCTBEHHOCTb 3a
BesonacHocTb, KavyecTBO U paBOTOCNOCOBHOCTL MEaULIMHCKIX n3genuin, npousBegeHHbIX
komnaHuel «Towuba Megukan Cuctems KopriopewwHy» (1385 Wumonwmramu, Otasapa-Lum,
Tounrn 324-8550, AnoHus).

Hosoaum fo Balero ceefeHWs, 4TO HEKOTOPLIE CUCTEMb KOMMbIOTEpPHON TOMOrpadum
npouasoactea koMnaHum «Towuba Megukan Cuctems Kopnopeiwn» (1385 Wumontumramu,
Otasapa-wm, Touurn 324-8550, SAnoHus) KOMNNEKTYIOTCA  PEeHTreHOBCKUMU  TpyGkamu,
NpousBoAMMbIMU KoMNaHue «Bapekc WmemxuHr KopnopeiwH» (1678 Cayr-lMaitoHua-poyga,
Cont-Neiik-Cutn, UT 84104, CLUA). KauecTBo, pa6oTocnocoBHOCTb M 3KcnnyaTauuoHHble
XapaKTepucTuk1 PeHTreHoBCKUX . TpyOoK nponasoacTBa «Bapekc VimemkuHr KopnopeiiwHy», a
Taloke UX COBMECTUMOCTb C CHUCTEMaMM KOMMLIOTEPHON TOMOrpacuu, BbiNycKaeMbIMu
komnanven «Towuba Megukan Cucrems KopriopenwH», 6binv  TwaTtenbHbIM obpaaom
npoBepeHbl cneunanuctammn komnadum «Towmnba Meaukan Cuctems KopriopeWuiHy.

[lepeyeHb  COOTBETCTBYIOLIUX MEAWLUMHCKMX  U3Aenud,  BbINYLEeHHbIX B 06opoT #
obpallarLmxcs Ha pbiHke Poccuiickol denepaumu:

MeauuuHckoe usgenue, mogens Homep perucrtpaumonHoro

yAoCTOBEepeHUs
Tomorpady peHTreHoBCKMI KOMNLIOTepHbIA Alexion ¢ ®C3 2011/10165
NpUHagnexXHoCcTAMU

Tomorpad peHTreHOBCKMI KoMnboTepHLIN Aquillion RXL ¢ ®C3 2011/10166
NpUHagneXHOCTAMMU

ToMorpad peHTreHoBCKU I KkomnbloTepHbIn Aquillion RXL 32 ¢ | ®C3 2012/13106
NpuHagnexHoctAMU

Tomorpad peHTreHoBCKU I koMnbloTepHbIA Aquillion CXL ¢ ®C3 2009/05817
NpUHagnexXHocTAMU

Tomorpad peHTreHoBCKUN koMnbloTepHbIN Aquillion CXL 64 ¢ | ®C3 2012/13105
NpuHagnexHocTaMuU

Tomorpadc pentreHoBCKMI KoMmnbloTepHLIA Aquillion 16 ¢ ©C3 2007/00892
anuﬂa.qne)xﬂocTﬂMu
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Tomorpad peHTreHoBCkuMiA KoMmnbioTepHbIi Aquillion 32 ¢

®C3 2007/00893
NpuHaanexHocTAMM

Tomorpad peHTreHoBCKMiA KoMnbloTepHbIin Aquillion 64 ¢
NpUHaanexHoCcTAMU

®C3 2007/00891

Tomorpad peHTreHoBCKuUi KomnbloTepHLIil Aquillion ¢

®C3 2009/04453
NpuHannexHocTAMK

MepeyeHb cooTBETCTBYIOLMX MofJenen peHTreHoBCKmX TpyOoK:

Mogens npoussoauTens (Homep
Mogenu PeHTreHoBCKO Tpy6ku,
YyKasaHHbIi eé obnunanLHbIM
npousBoauTenem — komnanueit «Bapekc
Umeaxunr KopnopeiiwH» Ha 3TUKeTKe
npopaykra)

LMCS-7078D rev. 2
MCS-7088A
GS-3078A

CooTBeTcTBYIOWMIY HOMep Moaenu, ucnonbzoBaHHLI
komnaHhwueit «Town6a Megukan Cucrems Kopnopeiwm»
ans PeHTreHoBCKUX Tpy6ok «BAPEKC» B
KOHCTpyKTOpCKOIH AOKYMeHTaLuu ans
COOTBETCTBYIOWMX MeANLMHCKIX nspenui

CXB-750D
CXB-750E
CXB-350A

(nognuce)

(kpyrnas nevyaro)

Haodymu Batanabe

Crapwui MeHemkep

ﬂenapTameHT HOpMaTMBHO-I'IpaBOBbIX BOrnpocos u Haasopa

LleHTp kavectra, 6esonacHocTn u perynuposaHus
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3aperucTpupoBaHo 3a Ne 77 ot 2018 .
CBUMAOETENLCTBO

A, HwKenoanucasLWiics HoTapuyc, HacToSWMM CBMAETENLCTBYIO, HTO r-xa Kuoko MauymoTo,
npeAacTasutens Haodymu Barawabe - HavarnbHuka Ynpaenenua no KOHTpono 3a
6e3onacHocTbIo L{eHTpa no KoHTponto 3a 6e30MacHOCTbIO kayecTsa NpoAyKUMKN AKLIMOHEepPHOro
obuwjectBa «KaHoH Megukan Cucremay (roroBHO  ocpuc:  Tounru-keH, OotaBapa-cy,
Cumoncuramu, 1385-6aHTn), B Moem npucyTcTBMM noaTsepauna nNoAnWHHOCTL neyaTel u
nuyHon noanucyn Haopymu BataHabe Ha npunaraemMmbix JOKYMeHTax.

15 mapta 2018 roaa, B oduce HoTapuaribHoro 6topo.

MNeyaTb:

YuyHomus-cu, Oogoopu, 4-1-18, ananue «YuyHomust [locanmany, 7 atax
btopo no npasoBbIM Bonpocam ropoga YuyHomus

(Ha sinoHckom s3bike)  HoTapuyc: Takaaku Cato
(Ha aHrnuiickom si3bike) Hotapuyc: Takaaku CaTo
MevaTtb: Hotapuyc, Takaaku Carto

HotapuansHoe 3aBepeHne Ne H30-0199

YAOCTOBEPEHUE

HacTtoswmm ynoctosepsieTcs noanmHHOCTL neuaty BbilLEYKa3aHHOro HoTapuyca, a Takke
NPaBOMEPHOCTb Ero NOfIHOMOYMIA.

15 mapTa 2018 roga.

AvipekTop pervoHanbHoro opuamueckoro 6topo YuyHomus: Tomoko CakanHo
Nevats: OupekTopa Biopo no opuguyeckim BOMpocam ropoga YuyHomust

CEPTUOUKAT

Hacrosauwmm YAOCTOBEPSIETCA, YTO NpuUnaraemMoe HoTapuaribHoe CBUAETENLCTBO Gbino BblaaHo
HOTapuycoMm, umetoLmm Haanexayme nornHOMOYMS 1 NpaKkTUKyoLWMM B npedektype Touurn

(AnoHus), u yro CkpennsioLlas ero omynanbHas nevaTb SBMSETCA NOANUHHON.
Hara: 15 mapra 2018 r.

Tomoko CakaunHo
LvipekTop pernoHanbHOro puanyeckoro 6topo YuyHomus

———————]
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PeructpauunoHHbii Ne 77
HOTAPUAINTbHOE CBUAOETENLCTBO

Hacroswum ypoctoBepsieTcs, yto KUOKO MALIYMOTO, arent HAO®YMU BATAHABE,
CTapliero MeHe/pkepa AenaprameHTa HOpPMaTMBHO-NPABOBLIX BOMNPOCOB Haasopa LleHTpa

kayecTBa, 6e30nacHOCTU W perynupoBaHvsi KOMMaHWM «KAHOH MEOWKAN CWUCTEM3
KOPMOPEMLUH» (1385 Unmonwmramm, Ortasapa-wm, Tounru-keH, SAnoHus), B MoéMm

NPUCYTCTBWK 3aABUN, 4TO ynomsaHyTbin HAO®YMU BATAHAEBE noaTesepaun pakT noanucaHms
W CKPENneHns nevatblo NpunaraemMoro fokyMeHTa cero aHs 15 MapTa 2018 roaa.

HoTapuyc (noanuce)
TAKAAKU CATO
3naHue YuyHomus - ,Elawp,oceMMéw, 7-oi1 aTax, 1 - 18,
Opopu 4-yome, YuyHomus-lum, Tounru-keH, SInonus
PeruonarnbHoe topuanyeckoe 610po YiyHoMus

(nevatb HoTapuyca Npu pervoHanbHOM
lopnandeckom 6iopo YuyHomus)

C aHrnuiickors u AMNOHCKOrO A3LIKOB Ha PYCCKWIA A3bIK NepeBén nepesoauuk CumkuH Knpunn

TNeonngoeny.




Poccniickas ®enepanus
I'opox Mockaa.
JBaauare MepBoro MapTa JBE THICAYHM BOCEMHA/IIATOTO IO,
A, Canaxos Akud I'asu ormsl, HoTapHyc ropofa MOCKEEI, CBUIETEIHCTBYIO
NOATMHHOCTG MOANMCH niepeBounka Cumkuaa Kupuina Jleonunosuua.
IMopmuck caenana B MOEM IPHUCYTCTBHH,
JIn4HOCTh NOANIMCABIIEr0 JOKYMEHT YCTAHOBIICHA.

3aperucTpupoBaHo B peectpe: Ne 77/493-n/77-2018-1- // ; 7Z

B3pickano o Tapudy: 100 pyGnei.
YmadeHo 3a OkazaHHe yCITyT MPaBOBOTO  TEXHUYECKOro Xapakrepa: 200 pybieit.

> 7
OW/ A.T. Camaxos

Bcero npomHypoBaHo, IPOHYMEPOBAHO
U CKPEIIEHO NeYaThio § JIHCTOB.

Hortap
Tapuyc %/




