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~ep)KaBHiii cnyw6i YKpaIHil 3 JliKapcbIcIlX 3aco6iB Ta

KOHTPOJ1IO 3a H~PKOThK~MIl

ToBapilcmo 3 o6MeweHoIo BiJ~noBi~qanbHicTIo ((MeIITp0HIK YKpaIHa~, ci~e 3aXoRwTbCsI 3a
a~peco~o 03038, YKpaIHa, KL~IIB, Byn. MMKOJTh rpiH~eHKa, 4 (iReHTwcIiKa~i~HM~ KO~ IopL.1)~M’-IHoI oco6w
41108579), L140 € ~fl0BH0B8)K~HMM nPeRCTaBHL.IKOM Ha TepwTopiI YKpaIHi~1 BHpo6HL~1Ka KoBiRieH J1J1K
(Covidien IIc.J 15 raMnwp CTp1T, MaHCck[nR, MA 02048, CWA [15 Hampshire Street, Mansfield, MA
02048, USA]3riRHo ROBipeHHocTi siR 09 T~~BH~ 2021 po~y, 3acBi)4’-~y€ BaM CBOK~ nosary ra iH4~opMy€Mo
Bac TEPMIHOBE flOBIROMJ1EHH~ LL~OqO EKCrII1YATAL~II4HOi BE3flEKM: CTpyKTypHMI~
6aJioHHIl~ rpoaiap KOBi~i€H Ayro Cb.o’iep i TPO~K~~ 13 T~flhiM H~KOH~LIHI4KOM Ayro CbIo~ep.
floTeHqi~Ha MO)KJ1IIBICTb noWKo~pKeHHcl M~H)K~TII fl1M ‘iac Bk1KO~l1CT~HH~ 13 CIT~4~CTI1MI1
BIlpo6aMIl. BwXi~HIIiI HOM~P y 6a3ax KOMnaHiI Medtronic: FAI 398.

HoMepli Mo~~eJ1eii: OMS-TIOSB, OMS-TIOBT, OMS-TIOBTNL,
OMS-TI OBTS, OMS-TI OBTSNL, OMS-TI 2BT i OMS-TI 2BTNL

Meroeo L~bO~O n~icra € iHckOpMyBaHH5l npo Te, LL~O KoMnaHicI Medtronic ny6JliKy€ noBiRoMJ1eHH~I

U4ORO eKcnJ1ya1-aL~n~HoI 6e3neKI4 y 3B’513Ky 3 pM3L’IKOM nOuJKoRKeHH~ repMeTL~H-1oi CTpyKTypI~1
CTPYKTYPHWX 6aJloHHwx TpOaKapIB K0B1R1cH AyTo CbIoL~~ep I TpoaKapiB 13 TynL’lM H~KOH~~HHK0M AyTo
CbIo’-~ep n~q ‘-iac BL.1KOpI’1CTaHH~ )J~)1~1 BBefleHH5l ~~I4)KOBMX CITOK 3a neBHwx YMOB, ~K onL~1caHo HH)KL.~e. L~e
flOBiROMJ1eHH~ LL~ORO eKcnJ1yaTaL4iI~1HoI 6e3neKM fl0LIJW~IO€TbC~I Ha BC1 po3noBcIoRKyBaHi MOReili
Bvpo6iB, nepepaxosaHi B Ta6n~1i4i 1.

Oniic npo6.neMI,1
Mw OTpL~1MaJ1M noBiRoMJ1eHH~ npo B[~1naRKI4, noB’~3aHi 3 BL’1KOpL4CTaHHnM CTPYKTYPHMX

6anoHHwx Tpoaiapi~ KOBIR1€H AyTo CbioL.~ep i TpoaKapiB 3 TYflMM H~KOH~L~HMK0M AyTo Cbicr-iep, y 5IKHX

flOB1ROMJ1STJ1OC5I npo Bl,L~’€RHaHHcl M~H)K~TW rpoa~apa fiR ‘-iac BL’IKOpL.ICTaHH5R 3 feBHL~1MM CIT’IaCTMMM
BL~1pO6aMw. L~ npo6,eMa MOKe BMHL~1KHyTM, KOJ1L’l rpoa~ap BHK0pL’1CT0By€TbC~1 RJi~~CITKW

6e3 R0TPL~1MaHH~ iHCTpyKL~iL~1 3 B1.IKOpL4CTaHH5I CITKL.1.

HeR0TPMMaHHc~ iHCTpyKL~iI,~I 13 BL1K0PMCT~HH~1 CITKfr1, 30KP~M~ BI~1KOpL.1CTaHH51 ~poa~apa
HecyMicHoro pO3Mipy, ROKJ1~R~HH~ HaRMIpHLIX 3ycklJlb, H~ROCT~TH€ 3BOJ1O)K~HH~ CITKL’l Ta/a6o

3rwHaHH5l, MOKe fl~H3B~CTH flO BIR’€RHaHH~ MaHKeTL~1 B ~1O~O)KHHH~ fIR ‘-~ac BB~R~HH~1 CITK~1 B TpOaKap.
KopvcTysaii He 3M0)K~ BL’1~BI,1TW Uj npo6neMw RO flO9~TK~ BL’lKopL4cTaHHcI.

Ba~<nvso yBaKHo O3Ha~1OMMTL~1C~ 3 IHCTpyKLI~1MV 3 BHKOpL~1CTaHH~I ~poa~apa L’l CITKM, H~R~Hfr1ML1

Bwpo6HklKaMw, Ta R0TPL’1MYBaTMC~ Ix. TpoaKapw BiRnoBiRalom KOHCTP~KLUI I ~~HKLUOH~J1bHOM~

~ Ta € KJ1IHP-IHO npL1~iH~1THHMH RJ1~1 BMKOPL.ICTaHHc1. KpIM roro, ~poa~apw BiRnoBiRalom
BMpO6HI~1U1M TeXHIL~HvM xapaKTepwc-I-MKaM. CrpyKrypHi 6anoHHi ~poa~apw AyTo CbIo’~ep I ~poa~apw 3

TyflL.IM H~KOH~~HMKOM AyTo CbIo-Iep M0)K~Tb I i-~aRani BL’lKOpL’1CTOByBaTMC~ B KJ~IHNHIL4 npaKTwLu.

floTeHI.~iiiHI1hi p1.1311K P.FI$l naI4icHTiB



Bip’€~HaHH~i MaHKeTI4 MO)K~ npL43BeCTIf1 E~O noTeHI4I~Horo PLI3MKY flOT~~flJ1~IHHS1 CTO~OHHbO~O

~rna B opraHi3M fl~L~€HT~ (3oKpeMa onpOMiHeHI-f~ ni~ ‘~iac peHTreHorpØii Ta MO)KJ1LIBOI aJlepri’4HOI
pea~i~u Ha 6yRb-~Ke CTO~OHH€ TLno), 3aTpMMKL.1 B J1IKyBaHHi, niRwKipHOI eMc~i3eMIf1 BHacJlIpoK BLITOKY

CO2 ni~ iiac iHcy4)J1~LUI, ~ TK~HLIH Ta/a6o ~WKO~)K~HHR HepB1B y pa3i pan~o~oro
nepepLlBaHH~1 nHeBMonepl.IT0HeYMY.

J~o 20 .rnoToro 2024 POKY KoMnaHi~ Medtronic oTpi.ir~iana 344 noBi~OMJ1eHH~ Bip, KJII€HTIB 3

yc~oro CBITY, noB’~3aHi 3 npo6neMolo BIp~’€pHaHH~1 M~H)K~Tk1 CT~~KT~~Hk1X 6anoHHwxTpoaKapiB KoBi~ieH

AyTo CbIo~ep I TpOaKapiB 13 TYflLIM H~KOH~~HIIKOM AyTo CbIo~ep. flpo )Ko~Hi cep~o3Hi He6a)KaHi ~BL1LL~~

13 L~bO~O fl~MBO~Y He flOBI~OMJ1~IJ1OC5I.

Ta6iiiiwi 1. Biipo6ii, flKIIX CTOCYCTbC~ noBi~oMneHH~ _________________________________

i~à6y ~

CTpyKTypHL.1~ 6anoHHl.1~i ~poa~ap KoBi~ieH Ayro CbIo’lep OMS-T1OSB
OMS-Ti OBTNL
OMS-Ti OBTSNL

. . . OMS-T12BTNL
TpoaKap 13 T~flL4M H~K0H~9HL4KOM KoBI~I€H Ayro CbIo’.~ep OMS-T1 OBT

CM S-Ti 2BT
OMS-Ti OBTS

Heo6xiwii MIT 3 601Cy KnieHra
1. flpoiH4opMy~Te BCIX XIpyprIB Ta iliKapiB, RKI 3~~M~1OTbC~ nlRroToBKoIo ~O BCThH0BJI~HH~

Ta/a6o BCT~H0BJ1~HH~M ciT’IacToro B14p06y, flip ‘iac s~Koro B14KopL1cToByloTbC~I 6anoHHi
~poa~apw ~ TpoaKapl.l 3 T~flL1M HaKOHeL.IHIIKOM.

2. Flepep BL1KopLICTaHH~M 6y~b-~IKk1x ciT9acmx BLIpO6iB ~~30M 31 CTPYKTYPHk1M 6anoHHwM
T~O~K~~OM KoBi~icH Ayro Cblo9ep I T~O~K~P0M 13 T~flLIM HaK0He9HWK0M Ayro Cblo9ep YB~)KH0
r1pO9P1TaLITe iHcTpyKl4no 3 BLIKOpL.1CTaHH~ CITKLI, ~a~a~y BWp06HLIK0M, Ta~
npaBktrlbHoI TexHIKW II BcTaHoBneHH~I.

3. flepei~a~e L%~ n0BIR0MJ1eHHR 1HLUI.IM 0praHi3aL%I~IM, Ha ~1KI MO)K~ BnJII.’IHYTLI ~ npo6.rIeMa, i
36epe)KITb KOflhlO I4b0~O n0Bi,qOMJ1eHH~I y CBOIX E~oKyMeHTax.

qoMaTKOei 3aXOMII, %1K1 KOMI1~HI51 Medtronic nnaHyc BNCMTh MII~ BI1piWeHH~1 I.~I€T npo6JIeMIl
3apa3 KOMnaHi~I Medtronic nepersrnqa€ iHcTpyKI4iI 3 BL1KOPMCT~HH~1~6anoHHoro

~poa~apa KoBi~icH Ayro Cblo’.Iep I ~poa~apa 3 T~flLIM HaKOHe’IHIIKOM Ayro Cblo4ep, nnaHyio’iLi

BKJ1IOLIL4TI4 ,E~0 HI.IX ~0~~TK0B~~y BI~flOBIE~b Ha 14~ noBi~oMJ1eHHR. MeTa ~O1~~TKOBO~O

nonepe,IpKeHH~l - )~0flOM0rTM KOpL4CTYBa’-Iy I~oTpMMyBaTk1C~ OnTMMaJ1bHI’IX MeTopiB, noB’sl3aHL4x 13

BMK0pI4CTaHH~M CITKM ~~30M 13 L%LIMLI TpOaKapaMW. flicn~ 0T~MM~HH51 p,O3BOJ11B~opraHiB

Medtronic Hapiwne ICJ1ICHTaM nopa~i~we noBIpoMneHH~I fl~)O 14e OH0BJ1~HH~I IHCTpyKL~II 3 BkIKOpkICTaHHR.

KoMnaHi~ Medtronic noBIRoML4Jla KOMneTeHTHL4L4 opral-f Bawol KpaIHkl fl~O 1410 Ilpo6JleMy.

flpwHoci.iMo Bk16a’IeHH~ 3a MO)KJ1LIBI He3pyLIHOCTi. Mw ~6acMo npo 6e3neKy na14i€HTIB I 6y~e~o
BR~1Hi, ~IKLI4O B14 HeBIRKJ1aPH0 3B~~H~T~ y~ary Ha L4~ nL4TaHH~I. 51KL140 y Bac BLIHIIKJIL’I 3~flI4T~HHR U40)~O
!4bO~O noBipoMneHH~, 3BepHimc~I 3a H0M~0M TeJ1ec~oHy +38 (044) 392 04 01 / p,o Me,t~w-IHoro
~B KoMnaHil Medtronic AHRpi~ XJlhBHoro 3a H0M~~OM +38 067 784 10 82.

3 no~aroio,

OsieHa roHTapeHKo, reHepaJlbHww )~WpeKT0P

TOB ~MepTpoHiKYKpaIHa>


