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ELEPAJIBHASl C/TY)KBA MO HAZ30PY B COEPE
30PABOOXPAHEHUS
(POC3OPABHAL3OP)

PETMCTPALMOHHOE YOOCTOBEPEHME
HA MEOVUUMHCKOE U3OENTUE

ot 08.12.2020 N2 P3H 2019/8078
Ha MepguumHckoe nspenue

Katetep pns pagmoyactotHor abngumn cepaua TactiCath Quartz ¢ KOHTpOIeM KOHTAaKTHOTO
yeunus (TactiCath Quartz Contact Force Ablation Catheter)

HacTosiwee perncrpaunoHHoe ya0CTOBEPEHUE BblAAHO

000 "3660TT J1360paTOpU3”

MNpownsBoamnTens

"36601T Meaukan"

MecTo npon3BOACTBa MEAMLIMHCKOTO U3AENus

CLUA, Abbott Medical, 5050 Nathan Lane North Plymouth, Minnesota, 55442, USA
Homep peructpaumoHHoro gocbe N2 P3H 2019/8078

Buno meguumHckoro nspenua: 178160

Knacc noTeHUManbHOro pucka npUMeHeHUs MeAULMHCKOro U3fenus: 3

Kon ObLwepoccuiickoro knaccudukatopa NpoayKumum ans
MegMuMHCKoro usnenus: 32.50.13.110

HacTosuwee perncTpaumMoHHOe yaoCTOBEPEHUE UMEET NMPUITOXKEHUE

Mprkasom PocsppaBHaa3opa ot 08.12.2020. N2

HonyweHo Kk obpaweHuto Ha Tepputopum Poccuickon @epepaumu.

PykoBoguTenbs MenepanbHoM cnyxobl (neyatb)
Mo Haa30py B chepe 34paBOOXPAHEHUS
@®.1.0 _noanucb_



GEOEPAJIbBHAA C/TYXXBA NO HAA3OPY B COEPE
3A0PABOOXPAHEHUA
(POC3OPABHAL30P)

PETMCTPAUMOHHOE YOOCTOBEPEHUE
HA MEOWUMHCKOE U3OEJIUE

ot 08.12.2020 N2 P3H 2019/8078 Jner 2

Ha meaguumHckoe usgenve
Katetep ponsa pagnoyactotHon abnaumm cepaua TactiCath Quartz ¢ KOHTPOEM KOHTAKTHOIO

ycunug (TactiCath Quartz Contact Force Ablation Catheter)

1. Katetep ang paguoyactotHorm abnaumm cepaua TactiCath Sensor Enabled Uni-Directional
C KOHTposieM KoHTakTHoro ycunusa (TactiCath Contact Force Ablation Catheter, SE Uni-D),
OOHOHAaMNpaB/EeHHbIN C pagnycamm kpususHbl D, F,J B coctase: 1.1. Katetep
OAHOHAMNpPaB/EHHbIN C pagnycoM KpuBm3Hbl: D, uau F, unn J. 1.2. UHcTpyKums no
npuMeHeHuto. 2. Katetep ans pagnmoyactotHom abnaumum cepaua TactiCath Sensor Enabled
Bi-Directional c koHTponem koHTakTHOro ycunua (TactiCath Contact Force Ablation Catheter,
SE Bi-D) nByHanpaBneHHbIV ¢ pagmycamu KpususHbl D-D, F-F, J-J, D-F, F-J B coctase: 2.1.
KaTtetep gByHanpaBieHHbIN C paanycoM KpuBu3Hbl: D-D nnan F-F nau J-J unn D-F unn F-J 2.2.
MHCTPpYKLMS NO NPUMEHEHMUIO.

PykoBoguTenb MenepanbHon cayxobl (neyatb)

Mo Haz3opy B chepe 34paBOOXPAHEHMUS
@®.1.0 _noanucb_



