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~ep~caBHi~ cnyw6i YKpaIHI1 3 nhlcapcblcllx 3aco6iB Ta

KOHTpOflIO 3a HapKOTIIKaMII

ToBapliciBo 3 o6Me~eHoIo BiRflOBiRaJIbHiCrpO .~MeRTPOHiK YKpaIHa,,, ~lKe 3aXOp~Tbc~I 3a
a~pecoio 03038, YKpaIHa, Ki.IIB, ByJ1. Mi~IKOJiL.I rpiH~1eHKa, 4~KO~ Fopwp~l~Hoi
oco6L.i: 41108579), L1~O € yflOBHOBa)KeHL’lM flP~RCT~BHVK0M Ha T~PVTO~II YKpaIHL.i BL.1po6H~1Ka

MeRTp0H1K KcoMeR IHK. [Medtronic Xomed Inc.J 6743 Cay3rloiHT ~pa~.iB Hop3, 1qxeKcoHBiJlb,
DJ1 32216, CWA [6743 Southpoint Drive North, Jacksonville, FL 32216, USA] 3riRHo ~OBipeHHocTi

BiR 15 KBiTH~ 2021 poKy, 3acBip,L.lyc BaM CBOIO no~ary Ta iHckopMyeMo Bac npo TepMiHoBe
n0BIR0MJIeHHR IL~ORO 6e3neKI1: ClicreMa MoHiropIlHry HepB1B NIM VitaITM XI16HIl~
HeFaTI1BHw~ P~3Y11bT~T y clicTeMi NIM VitaITM I BI1fl~~BJ1~HH~ B H0Bi~ Bepcri fl3. OHOBJ1eHHS1

fl3. j~0Bij~K0BI1~ H0M~~ Medtronic: FA1422. KOMfl~H~ Medtronic Bfr1fl~CTVJ1~ TepMiHoBe
flOBi~OMJ1eHHs1 LL~ORO 6e3neKM CMCTeMI1 MOHiTOpfrlHry HepRiB NIM VitalTM (HoMep MoReJli: NIM4CMO1,
N M4CMO1RF, NIM4CPB1, NIM4CPB1RF I NIM4SWU143) ~epe~ iMOBipHiCTb BMHHKH~HH~l xI~16Horo
HeraTwBHoro P~3YJThTaTY B cwcTeMi.

Pa3oM 3 LIj’IM flOBi~OMJ1eHH~M KoMnaHi~ Medtronic ni~roTyBana Bepcilo fl3 NIM’~ Vital 1.5.4 ~ji~

BvipiweHH~ npo6.ne~i.i. 3a ~aH1.1Mw Medtronic y B~WOMY 3aK.na/~i MO)K~ 6yTI~1 npwHa~MHi O~L1H 3

npMcTpoIB, 3a3Ha’IeHMX y Ta6J1wL~i HI.’1)K’-Ie. ~EJ,ani H8B~~~HO R0KJlaRHy iHc~opMaL~iIo npo npo6lleMy Ta
npo~~e~ypy OHOBJ1~HH~ fl3.

CMcTeMa NIM VitalTM BMKopIICTOBy€TbCR pii~ BL.I~BJ1eHH~1 Ta MOHiTOpMHry, 3okpeMa cm1MyJ15lL~iI,
‘lepenHwx, cnl.IHH0M03K0BMx, nepw~epML4I.Iwx MOTOPHMX i 3MiwaHMx MOT0pH0-ceHcOpHWx HepBiB, a
T~KO)K p,jici peccTpal4iI pe3yJlbTaTiB EM~ ni~ ‘-lac xipypri’.IHvx MaHinyJ1~lL~I~. CMCTeMa NIM VitalTM He
3ano6ira€ xipyprP.IHoMy po3pi3aHHlo HepBiB. Y pa3i flO~~W~HH~I npo~~ecy MOH1TOpMHIy xipyprl.1 M~IOTb
3aCTOCOByBaTL.1 a.nbl-epHaTvBHi M~TO~V KOHT~OThO a6o flOKJ1~R~TVC~1 Ha BMIHH~1 11 HaBL.1’-IKL.I B O6flacTi

XipypriI, Bi~flOBi~HM~ ~OCBIR I 3H~HH~I aHaToMil, LL~O6 3ano6iraTll nOWKOPI)KeHHIO HepBiB. ,1J,o~aTKoBi

BI~OMOCTi ~11B. B iI-lcTpyKL~iI3 BLIK0pL-IcTaHHP.

flpoiyicru, flKIIX CTOC~€TbC~ noBipoMJIeHHSI

Ha3Ba npo~yic~y HoMep HoMep GTIN / UDI Cepi~HI1hi H0M~~

MoReni
00763000002978, Yci CHCT~M~I MoHiTopfrlHry Hepsie NIM

CONSOLE NIM4CMO1 NIM 00763000395896, VitalTM 3 HcTaJIb0BaHMM nporpaMHIlMNIM4CMO14.0 00763000401 597, 3a6e3ne9eHH~M cMcTeML4 NIM VtalTM
00763000528577 BepciI 1.43 a6o paHiwol

CONSOLE NIM4CMO1 RE NIM 00763000002992
NIM4CMO1 RF4.0 REFURBISHED



00763000002985,
PATIENT INTERFACE 00763000401603,NIM4CPB1
NIM4CPB1 NIM 4.0 00763000395902,

00763000528584

PATIENT INTFC NIM4CPB1 RF 00763000003005NIM4CPB1 RF
NIM 4.0 REFURB

SOFTWARE NIM4SWU143 00763000709341NIM4SWU1 43
UPGRADE Vi .4.3 00763000869823

Oniic npo6JleMM
LI.e piweHH~l npo6sieMll 6e3neKw ~a~aemcci y 3B’~3Ky 3 TIIM, LL~O KJ1I€HTII I1OBI~OML4J1I4 npo OTPI4M~HH~1
xL.l6Hklx HeramBi-Ikix pe3y.nbTaTiB (~ar.IL.1K ycTaHOB.neHo Ha ~ep~i, ane ciir~an EM~ Bi~~cymi~) ni~ ‘-iac
BMKO~LICT~HH~I CIICT~MLI MoHiTopklHry HepBiB MM VitaITM. 51KLL~O i~ npo6neMa BVHIlK~€ ni~ ~ac
BL1KOH~HH~I MaHinyn~II4i~, HacJlipKaMIl MO)ICYTb 6ym 3aTpLIMKa a6o CK~C~B~HH~ MaHiny.n~lI4iw,
nOwKOP)*ceHH~ HepBiB, nOwKOp.)IceHH~I J11’II4eBLIX HepBIB, nape3 HepBIB, napaiw-I HepBiB. MM YCYHYJ1I.I

Mo)tcnLlBi npkl’-HIHM xw6Horo HeramBHoro pe3y.nbTaTy, onLcaHi Hw)lc’4e.

• flepewicoRki Ta apTe4)aKTkl, noB’~I3aHi 3 HecnpasHicTlo cwcTeMLl, Mornhl BI1JILIBaTM Ha pO6OTy
c~yHKt4i~ aBToMaTwlHoro BI.13HaqeHH~l Me)Ic i 6é3~p&oBoro BMMKH~HH~1 c~ir~aiiy (SIKu.%o Ix
yBiMKHeH0), CTB0pIOIO’-Ikl’YMoBLI mrni xIl6Horo ~eram~~oro pe3ynbraTy.

• Cepe~ iHworo, 6yno BH~C~H0 Heo6xi~Hi 3M1H14 p.J1~I YH~M0)ICJ1MBJ1~HH~ flpO6JleM i3
Icasn6pyBaHHslM cmMy.nclTopa, nepe8lpKolo 3ano6DKHIlKa Ta o6po6Kolo RaI*lx, xo’-ia L~i 4yHKI4iI

€ ~0~~TK0B0 y6e3ne~eHwMii ~.HaBp~c~ qkl MorJlI.l CflpII’ILIH~ITLl xw6H1l~ HeraTMBHLI~i pe3yslbTaT.
• HaKonw~eHHcl3ap~y Ha peeCTpaI4IkiHMX eneIcTpo~ax T~K0)K Mor.rIo CflP1I~I1H~ITI4 CI4CT~MH~

flOMIIJ1KY ~ xw6HI1~ HeramBHIl~pe3ysIbTaT.

M0WrnIBI ~arpo~ii p1,iq 3MOPOB’cI
flpo6sleMa, LL~ORO ~Ko1 fl~0fl0HY€TbC~l ,~aHe piweHH~l, 3~~TH~ CnpM’IMH~ITIl cep~o~~e TPaBMYBaHHR. Y
nepio~~ Mi)K 1 KBiTH~1 2020 ~OK~ Ta 31 TP~BH~ 2024 ~OK~ KoMnaHi~ Medtronic OT~l4M~fl~ 70
noBipoMsleHb npo i~io flOT~HL%~H~ npo6sieMy, 30KP~M~ 10 noBipoMJleHb npo Cep~iO3Hy wKopy, cepe~
51KL4X OIE~L4H BIIfl~1~OK 6yB noB’~l3aHIl~i 3i CK~C~B~HH~M MaHinyn~L~ikl, IHWI —3 flOWK0R)K~HH~M HepBiB,
flOWK0~)K~HH~1M J1ML~eBL1X HepBiB, nape~o~ Hep~is a6o napani~eM HepBiB.

PJT 3 6o KJ1I€HTIB

• BM~BiTb cepe~~ cBoro o6na~HaHH~ flpOPyKTM, ~IKL1X CTOCY€TbC~ ~rapa~a npo6neMa. flpoRylcr He
flOTpi6HO flOB~PT~TM y 3B’~3Ky 3 i4~€i~ npo6.neMolo, OCKIJ1bICLI IcoMnaHiq Medtronic
~anpo~a~wsia Bepcilo fl3 CMCT~Mk1 NIM VitaITM 1.5.4, ~a BI.lpiwye npo6neMy.

• Baw flpe,~CTaBHMK Medtronic 3B’cDIceTbc~l 3 B~MII pJ1~ BCT~H0BJ1~HH~ HOBOI sepciI fl3 (1.5.4) Ha
npo6neMHoMy npl4cTpol.

• 3anoBe-iim noBepHiTb RO1~aHY ~O L~boro nucTa 4~OpMy ni)~TBep~)KeHH~ KJ11€HTa, u.~o6
ni)~TBepRk1Tk1, L140 81.1 OTpWMaJ1I-1 1410 iH(~)0pMaL4iIO, HaBiTb ~KU4O y Bac HeMa€ flPORYKTIB, ~1KMX
CTOCY€TbC~I ~ra~a~a npo6neMa.
flpWMITKa. BKa3IBKW LI4ORO fl0B8~H~HH~1 ckOPMM j~o Medtronic HaBe~eHO B CaMiw c~opMI

• flepe~a~Te 14e flOB1pOMJ1eHH,l cniBpo6iTHwIcaM ~aworo 3aK.rIa~y, 3aKna~iB, ~o ~KI1X 6y.ni.i
nepepaHi npo6.neMHi flpllcTpOI, a T~K0)K yCiX IHWMX 3aKJ1a~~iB, ~1KMX MO)K~ CTOC~B~TL1C~ 14e
noBiRoMneHH5I. 36epira~Te KOflulO I4bO~O J1I4CT~ y CBOI~ ~oKyMeHTaI4u.

q113 6o 1C111€HTIB

• BII5IBiTb yCi C1.1~T~MW MoHuTopLlHry HepBiB NIM VitaITM cepe~ c~oro o6naRHaHH~I. CLICTeMy
MoHiTopLlHry HepauB MM VitaITM He noTpi6Ho flOB~PT~TM y 3B’~3Ky 3i 3ra~aHoIo flpO6JleMOIO,



OCKIJ1bKM KOMfl~H~ Medtronjc ~anpo~a~ijia BepciIo fl3 C1.ICTeMM NIM VitaITM 1.5.4, ~ia

BI.IpILIJy€ npo6lleMy.
• Baw npeACTaBHI~1K Medtronic 3B’s1KeTbc~1 3 BaMM p,n~ BCT~HOBJ1~HH~ HOBOI BepciI fl3 (1.5.4) Ha

nPO6J1eMHOMy npklCTpOI.
• Bl.lcIBpTb, BIROKPeMTe fri i3OJllo~Te BCI~3 fl3 SOFTWARE NIM4SWU143

UPGRADE V1.4.3 (Model Number: NIM4SWU143), ~IKI y Bac €. YT1.1Jii3y~Te IX, He nOBepTaIO’4k1

AC Medtronic.
• 3anoBHiTb I noBepHiTb po~a~y p0 L~bO~O J1frlCT~~ nigTaeppKeHH~ KJ1i€HTa, 11406

fliATBeppfrlTI4, L140 BL’l oTpL4M~J1fr1 1410 iHc~OpMaI4iIO, HaBITb ~KL14O y Bac HeMa€ flpOflyKTiB, 5IKHX
CTOC~€TbC~I ~rapa~a rlpO6JleMa.
flpwMii-Ka. BKa31BKW U40~0 flOB~~H~HH~I ckOPMM pa Medtronic HaBe~eHO B C~MIk1 4~opMi.

• flepepa~Te 14e noBipoMJ1eHH~l CflIBpO61THWKaM ~aworo 3aKjiapy, 3aKJlapiB, P0 51Kfr1X
nepepaHi rlpo6.neMHi npi.ici-poï, a T~KO)K ycix 1HWMX 3a)cJlapiB, 51K14X M0Ke CTOCyBaTIiIC5I L4~

noBipoMJ1eHH~I. 36epira~Te KOflifO L4bO~O nwcTa y CBOI~ AOKyMeHTaLUI.

CTOCOBHO na14i€HTIB, ~lKI ~apa~ flepe6yBaloTb flip H~~J1~1~OM 13 3acTocyBaHH~lM CI4CT~MM MOHiTOpklHry
HepBIB NIM VitaITM, CJ1Ip flpOAOB~~lTI~l BI.IK0HaHHR MepWIHMX rIp0T0K0J1IB 3aKJlapy.

~oIaTKoBa iH~OpMaL~IsI
KoMnaHi~ Medtronic nOBipOMI4Jla BipflOBIpHfrlM opra~a~ Bawd KpaiHfrl H~B~A~HY TYT iHc~)opMaL4iIo.

flpwHoci.iMo Bfr16aL.~eHH5l 3a TpypHOLI4i, CflpL.ILIL4HeHI 141€I0 cMTyaI4i€Io. Mw p6acMo npo 6e3fleKy nai4i€HT1B
I L4iHy€MO ~awy CBOC’-IaCHy ~~~K(4IIO Ha L4~ flfrITaHH~. 51K1L40 y Bac € 3~fl14T~HH~ LIJ,OA0 BKa3aHO1 BI’ILI4e

ii-i4opMa14iI, 3B’~l)KiTbCc1 3 flpORCTaBHI.IKOM Medtronic: AHApi~ Kyxape14b +38 050 310 67 74

)‘frl
0. M. roHTapeHKo, reHepaJmHfr1~ ~L~fr1peKTOp

TOB ~MeATpOHiKYKpaIHa>>
\~0~4:*


