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AOMNONTHEHVE K @OTOITAPNYECKNM N3OBPAXEHNAM

MEAVNUMNHCKOIO N3AENNA

Cuctema paguoxmpyprudeckas ZAP-X ¢ npuHaaieXXHoCTAMU

npousBoAcTBa

Zap Surgical Systems, Inc./ 3an Cepgxunkan Cucreme, VIHK.

3NEKTPOHHAS KONHA 0POPMAIEHA LIEHTPOM HCTIbITAHI/ W PETMCTPALIMI MERHLMHCKUX H3ENHA



Cuctema pa axumpyprudeckaa ZAP-X ¢ npuHag;  HOHOCTAMMU

BasoBblii 6/10K B cocTaBe
1 l'eHTpw, 2. Oriopa KorbLesasi. 3. Oropa reHTpr KOHCTPYKTUBHAS C 9KPaHOM paaMaLiioHHbIM 3aLLMTHBIM 4. Y3en BBoga naupeHTa 5. Onopa reHTpu ¢ 3allpToli paamaLioHHON BEPTVIKa/IbHOIA.
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["eHTpM B COCTaBe;
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MeaNLMHCKNIA NTNHEHBIA YCKOPUTENb
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VloHM3aUmnoHHaa Kamepa ABOVIH&H CUCTEMbI MOHUTOPWUHTA
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Konnumarop peBonbBepHbIi
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ces

SKpaH pagyauMOHHbINA 3alUTHBIV BpawwalWwmiics akCuasbHbIl
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JeTekTop MeraBonbTHOIO M3/ly4eHUst CUCTEMbl MOHUTOPUHTA.
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,D,ETEKTOD DEHTFEHOBCKMIZ NNocKonaHe/bHbIA CUCTEMBI BU3yanmsaymun
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[aTuvK NasepHbIi NPeAoTBPALLEHNS CTOSIKHOBEHWS YacTeld YCKOPUTENS C MaLWeHToM
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JaTunK fasepHblii NPefoTBPaLLEHNS CTONIKHOBEHUS YacTeli YCKOPUTENS C NauMeHTOM
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Hanyuarens peHrreHoBckHi
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I eHepaTop PEHTreHOBCKMIA
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Y3en BBOJa NauueHTa B cOCTaBe:
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L .
Cron nayueHTa
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[exa CTona naumeHTa ¢ noaronoBHNKOM
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3alimMTa paamaLMoHHas NoBOPOTHas!
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BI/I,D,EOKaMepr CUCTEMbI MOHUTOPUHTIa
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MeperoBopHbIe yCTPOIACTBA
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KoHCcoMb ynpaBfeHnA, B COCTaBe:
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YNpasnstowmii KOMMbIOTEp, KNaBMaTypa, MblLlb.
MoHuTOpbI. JepxaTenb MOHUTOPOB. MynbT yNpaB/ieHns cucTeMoid. MporpaMMHoe o6ecrniedeHne KOHCON YNpaBeHNs
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KpOHLUTEAH NOTONOYHbIV
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My

rynpaBneHUs noTosI0YHbINA, B COCT
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MnaHLWeT ynpaBnstoLmii
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Paboyas cTaHUMS A5 NNaHWPOBAHUS PaallMpypPruyeckoro fedeHns B coctaBe”

YnpaBnstoLyi KOMMNbIOTEP, KNaBuaTypa, Mbillb, MOHATOPbI
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V e rsromn=: 1.c¢ .58B.12*2

MpothamMMHoe obecriedeHne AN NNaHNPOBaHUS PagNOXMPYPrUUYECKOro NevyeHus
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J1a3epHblii AaTUNK ABUKEHUS CUCTEMbI KOHTPONS 1 6e30MacHOCTH
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}'Iasepr||7| 0aTYUK ABMXKEHNA CUCTEMbI KOHTPO/IA U 6e3onacHoCcTH
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BM0K 3NeKTpUYecKmnin pacnpeaennTenbHbll
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Mar ctona nayueHTa
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Mart cTona naymeHTa
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Komnpeccop BO3AYLHbIN
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Oxnaguntensb
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CunoBoii anekTpopacnpeaennTenbHblii WKag

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

33



AfanTep Ans cTona nauueHTa
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Kabenn anekTpuyeckue
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®aHTOM r0/10Bbl KaMBGPOBOYUHbI A
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CTON KOHCONM ynpaBfieHus
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[JepxaTenu Ans 4o3uMeTPUUYEcKoro 060pysoBaHus
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Pamka-fepxaTtefb 419 BOAAHOTO (haHToMa
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Onopa reHTpu KOHCTPYKTUBHAA C 9KPAHOM paguaLMOHHbIM 3aliUTHbIM
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MpothammHoe obecneveHne TDS, npunoxeHne Pendant App
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«APPROVE»> { «YTBEPXOAIO»

Zap Hispcal Sysicrm. Incj'
3ao Ccpmkkkan Chcicme, UHK.
Vkec ftresidunt, RA'QA / BHue Ml(»caun«rr, K/1-A

Chris BrowvKpHC Bpe>u
MMM «toM tofm j »dstio
SUE.*3?13;2!17-. (OriLermmvey)
n 2024

/mecsu)

»sC. §I ) E.IJTUYM

«>£0Bfr. rx;iretOc It. KQ7

OPERATIONAL DOCUMENTATION
OF THE MEDICAL DEVICE/
PYKOBO/CTBA no 3KCMAYATALNN
HA MEAVWLVHCKOE W3E.UUE:

ZAP-X Radiosui®ery System with accessories/
Cunctema pagHoxupypluyeckaa ZAP-X ¢ npuHay”™MexXnoctTaMum
Manufacturer / FNponssoguTens:

Zap Surgical Systems. Inc. / 3an CcpmxkHkan Cucteme, VHK.

2024

PykoBogacTBa no akcnnyarauum:
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E0920-00003 PE/l. k  ECO-000638 PYKOBOACTBO MOM. bLLUMPOBAHMIO NEYEHUS
2 PEBPAJIA 2023 1

Cunctema panHoxHpyprHmeckas ZAP-X
CNpUHAZNEXHOCTAMMU

PyKkoBOoACTBO NO NNAaHNUPOBAHWUI NeYyeHUA

ZAP Surgical S\-stems
590 Taylor Way
San Carlos. CA 94070. USA (CLLUA)

- PyKOBOACTBO MO N/1aHNPOBaHUK NeYeEHNA
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E0920-00004 Peg N ECO-000615 P>TCOBOACTBO MO NMPOBEAEHWIO NEYEHUA
23xH»ap* 2023 T.

LAP-X

C3ioTemMa pagnoxHp>pruyeckasa ZAP-X
C NPUHALNEXHOCTAMMU
Py KOBOACTBO MO NPOBEAEHUIO NNeYeHUS

ZAP Surgical S\-stems
590TavlorWav
San Carlos. CA 94070. USA (CLLUA)

- PYKOBOACTBO NO NpoBeAeHUIO nNevYeHnA
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E0920-00005B ZaP-X Pyxoxoncno N0 06«CMEYeKio o KAYecTHd

X

P>'koB0OACTBO Mo 06ecrnevyeHUI0 KavyecTBa
Cucrtema pagnoxupyprHyeckaa ZAP-X
C NPUHaANEXXHOCTAMM

- PYKOBO/ACTBO NO 06ecneyeHN0 KayecTsa
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£0920-00002 PYKOBOACTBO MO AAHHbIM MY-YKA PAANOXUPYTINYECKOW CUCTEMbI ZAP-X

XUPYPITIHECKWME
CNCTEMBI

Cucrtema pagmoxmpyprHyeckasa Zap-X c
NPUHaANEXHOCTAMN

PYKOBOACTBO NO JAHHbBIM TYUKA

Zap Surgical Systems
590 Taylor Way'Suite A
San Carlos. CA 94070. USA (CLUA)

- PYKOBO/ACTBO MO AaHHbLIM Myuka
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E0920-00006 PYKOBO/CTBO MO TEXLUMYECXOMY' OBCY-XUBALLMO YCTIONCTBA ZAP-X

Paanoxupyprmyeckasa cucrtema Zap-X c
NnpUHaaNeXXHoCTAMM

P\'KOBOACTBO MO TEXHUYECKOMY 06CNY>XNBAHWUIO

Zap Surgical Systems. Inc
590TaviOTWay
San Carlos, CA 94070. USA (CLLA)

- PYKOBOZACTBO MO TEXHWYECKOMY 06CNYXUBAHUIO
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Cuctema pagmoxupyprunyeckaa ZAP-X
C NPUHAaANEXHOCTAMN
MpnnoxeHne gna Poccum

ZAP Surgical Systems
590 Taylor Way
San Carlos. CA 94070. USA (CLLA)

- npuaoxXeHue gns Poccun
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MapKkupoBka cuctembl ana Poccuiickon ®egepauum

Cuctema pagmoxmpypruyeckas ZAP-X ¢ NpuHaANEXXHOCTAMMN

MponsBoanTEND: 3an Cepmpxukan Cucteme, Zap Surgical Systems, Inc.
VHK.

CTpaHa NpouCX0XAEHUS; CLWA USA

Y NOMHOMOYEHHbIA AO «P-®apm»

npeacraBuTeNb 123154, Mocksa,

nponssoaunTens s Pd: yn. bep3apuHa, 4. 19, kopn. 1,

Ten. 8-495-956-79-37
thakc: 8-495-956-79-38
e-mail: info@rpharm.ru

PerncrpaunoHHOe y40CTOBEpPEHMNE
Ne oT r.

O6Las MapKMPOBKa CUCTEMbI

Z AP i
Zap-X Radiosurgery System
REF 300150
SN PN E0240-00023
"yposB ‘17'°I_ 300/.0 $ |:1.7|<|O>a
200-4SOVAC, 50/60HZ, 3~, 36kVA
MD
Zap Surgical Systems. Inc.
590 Taylor Way cC C
San Canos, CA. USA 94070 5797
zapsurgical.com
PL-20045
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[MpoHyM AMPOWNTO U

CKpe
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| P_q) A P M AxunoHepHoe obuiectBo «P-Papm»

MHHOBALHUOHHbIE 123153, 1 WMook8a ya bepapsioa
TEXHONOT UK
340pOBbA

n 19 kopn. |
+7 (495) 956 79 37

inforirpharm ru

«YTBEPXJAIO»
AO «P-®apm»

&
|
i
|

OOTOTAPHYECKHUE U30BPAXKEHHSA
MEJUIIHAHCKOI'O U3EJIUSA
Cucrema paguoxupyprudeckas ZAP-X ¢ npuHaa/1eKHOCTAMH
Ty IIPOM3BOJCTBA

Zap Surgical Systems, Inc./ 3an Cepmxukan Cuctemc, MHk.
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Cucrema paanoxupyprudeckas ZAP-X ¢ npHHagNexHOCTARMH

Basonuit 6ok B cocrane
1. Testrpus, 2, Onopa xonmsuesas. 3. Onopa reHps KORCTPYKTHBHAL ¢ IKPAHOM PATMAITHORHMM SAprTHMM 4, YIeR 88072 nammenta S. OTidPA FEHTPH C ANHTON PAXHBIEORHON DEPTRRATLHON.

2
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CenTpn B cocTaBe:
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Mepamarcxsil mnefiEsdi yexopuTens
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Honusaumonuas kanepa ZBolHAS CHCTEMBbI MOHHTOPHETA
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OkpaH paanALHORHEIN 3AIMTHLIR BPRINAIOIANCA AKCHANLNELH
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JeTexTop METaBONETHOTO H3TYYeHHA CHCTCMEl MORATOPHHIA.
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JeTeKTOp PERTICHOBCKRI IVIOCKONABC/LHBIH CRCTEMB DH3YANH3ALIN
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JIATIHMK NasepHETH NPCAOTBPAINCHHA CTONKHOBEHAN JACTCH YCKOPHTENA ¢ NANHCHTOM

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU

10



[JaTunK nasepHblil NPeAoTBPALLEHNS CTONIKHOBEHUS YacTeil YCKOPUTENS C NauneHToM
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Hanygarene pewreHoBCKii
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I'esiepaTop peRTresopckuil
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¥Y3en BBOJAa DALIHERTA B COCTaBe:
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Cron naupenTa

¢
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Jlexa cTosa NANKREHTE © NOATOMOBHHKOM
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3amuTa paaRAEONHAS NOBOPOTHAS
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BuraeoxkaMeps CHCTEMEI MOHHTOPHHTA
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lMeperoBopHbIe YCTPOACTBA
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KoHcons ynpasJjieHns, B COCTaBE:
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& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



Yoparasiouuit KOMIBIOTEP, KAABHATYPS, MbIllTh,
Monuropu. Jepaarems monmropos. [Tynsr ynpasnenus cucremofi. [Tporpammioe o5ecneaente KOHCOIA YNPaBIeHAR
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ITyasT ynpapiaeHHd MOTOI09HEIH, B cOCTABE

KpormrreHin noronoaasi
22
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MNaHLLIeT yNpaB/stoLLmiA
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Pabouas crannus aas IVIAHHPOBAHHSA PAHOXHPYPIrHYIECKOro JEHCHHA B COCTABE

Ynpasnsiownli koMnsoTep, KIABHATYPS, MBS, MOBRTOPE
24
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[Mporpamuuoc ofecrieueHEe ANt NAHAEPOBAHHA PAXHOXHPYPrEHOCKOTC ICIORIRA
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I'Iasepr||7| [AaTYUK ABMXKEHNA CUCTEMbI KOHTPO/1A U 6e3onacHoCcTn
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Jascpruil RATINK IBAKCHHS CHCTEMM KOHTPONA K GeaomacHocTn
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BoK 3neKTprYECKNIA pacnpeaennTenbHbIN
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Mart crona RaBeHTA
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MaT cTONa NANEeHTA
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Kounpeccop »oanymHei
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Oxnagutenb
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CwvnoBoiA aneKTpopacipeae/MTeNbHbIN LUKag
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Ananrep AnA CTONA MALMEHTA
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Kabenu anekTpuyeckuie
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GanToM roNoBE KATHOPOROTHEIE

& 000 LUPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

36



CroX KOHCOMH YIIPARNTEHHS
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JepxaTeny ans A03AMETPHICCKOTO 000PYAOBaHIRA
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PamMKa-fiepxaTesib A5 BOASHOro haHToma
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]’ _ TKAN&M A& ... L
Z AP Zap-X Radiosurgery System

REF 300150 Ml 2023-02-17
SNI ZUC22169 IPNI E0240-00023

Electtricarf InfHit Ratines: ﬁ
~0-soovAC. somom. 3¢t<w
MapkunpoBKa cuctembl A4na Poccuiickoi depepauum
' Cnucrtema paguoxumpypruyeckaa ZAP-X c npnHagne>x HoctamMmu
NMponssoauTens: 3an Cepmpxukan Cucteme, Zap Surgical Systems, Inc.
VIHK.
CTpaHa NPOUCXOXAEHUA: CLUA USA
YNONHOMOYEHHbI I AO «P-®dapm»
npeactaemTenb 123154, Mockea,
npoussoanTens B P®: yn. bep3apuHa, 4. 19, KopH. 1,

Ten. 8-495-956-79-37
thakc: 8-495-956-79-38
e-mail: info@roharm.ru

PernctpaynoHHoe yfgoctoBepeHue
Ne oT r.
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NPOLUNTO U

MpOHY»\“crracl".
ckpe#l&. Mone* bto va UO
tkL ANCTAxX
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