® oTOorpag mueckmnme M306pax eHwnasn

MeagnmumHT CKOTDO nms3pgenmnaA

KaT eT™ ep Agnea papgwmwoyacT OT HOMK a6 nauy unmn cepaguya
T a ctic ath S E C KO H T ponewm KO H T a@aKT HOT IO ycwuwnanwuasa

(T actiC ath S ensor E n abled C ontact F orce A blation

YTBEPYKOAO

CHOBaHMWN OOBEPEHHOCTU

BaitrensgnHosa [, L.

2020r.

3NEKTPOHHAS KONHA 0GOPMAEHA IEHTPOM HCMIbITAHI W PETUCTPALIMI MERHLMHCKUX H3ENHIA



KareTep fins pafvoyacToTHON abnaumm cepaua TactiCath SE C KOHTPOMIEM KOHTaKTHOIO YCUNMA (TactiCath Sensor Enabled Contact Force Ablation Catheter) B BapyiaHTax UCMONHeHUs: 1. KaTeTep Ans pagnoyacToTHON abnauun cepa-
ua TactiCath Sensor Enabled Uni-Directional ¢ koHTponem koHTakTHOro ycunusa (TactiCath Contact Force Ablation Catheter, SE Uni-D), ofHOHanpaBfeHHbI ¢ pagnycamm KpuBusHel D, F, J B cocTaBe:
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1.1. KaTeTep ofiHOHaNPaB/AeHHbIN C paAnycom KpuBu3Hbl: D, unn F, nnm J.
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1.1. KaTeTep oHOHaNpaB/EHHbI C pagnycom KpuusHbl: D, unn F, nnmn J. (MprMep MapKMpoBKK AN pagnyca KpuBn3Hbl D)
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LJCareT” ogHOHaNpaBAeHHbI C pagnycom KpuBusHbl: D, uan F, unu J. (Mpumep mapKupoBKK ANs paguyca KpuBusHbl D)
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TactiCath Sensor Enabled

[ContactForce Ablation Catheter|
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2. Karerep ans paanotiacrornoii abnaunan cepaua TactiCath Sensor Enabled Bi-Directional ¢ xontponem xomrakTHoro yesans (TactiCath Contact Force Ablation Catheter, SE Bi®
D) asynanpasnesBidi ¢ panyrycamu kpheniust D-D, F-F, J-J, D-F, F-J B cocrase: 2.1. Karerep asyranpasnenssii ¢ panuycom kpueiasbl: D-D wns F-F wan J-J wam D-F aan F-)
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2.1. Karerep apyHanpasneHHbli ¢ paauycom kpunsHbl: D-D unu F-F uau J-J wan D-F pnu F-J
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1
2.1. Karerep asynanpasnennsiii ¢ pagmycom kprusst: D-D unn F-F wn J-J wiu D-F wint F-J (Tlpumep MapxupoBkn ans paauyca kpususum F-J)
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©
2.1. KaTeTep fByHanpas/eHHbI ¢ paguycoMm KpueusHbl: D-D wan F-F naum J-J nam D-F nnun F-J (Mpumep MapKUpoBKU Ans paguyca Kpusu3sHbl F-J)
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J-J nan D-F v F-J (Mpumep MapKMPOBKW Ha MHAMBUAYaNbHON YNaKOBKe)
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1.1. KaTeTep oHOHaNpaB/eHHbI/A C paguycom KpuuaHbl: D, nnm F, unn J. (MakeT pyccKOA3bIYHOW MapKNPOBKK)

KateTep gnsa pagmodyacToTHOW abnauywum cepgya larioOaJtISE ¢
KOHTPONEM KOHTAKTHOFO ycunaus

Sensor Enabled Contact Force Ablation Catheter)

OpagHOHanpaaneWHbll C paguycoM KpueusHbl -~ L

OucTanbHblA guameTp cekuyum - 2.7 mm (8F)

OunameTp ctepXxHsa -2.5 (7,5 F)

O dhekTuBHAA gNMHa KaTeTepa -115 cm

OnuHa KOHYMKa KaTeTepa - 3,5 MM

PaccTofsHMEe MeXAy 3/IeKTpPoAaMM Ha KOHUYMKe KaTeTepa - 2-2-2 MM

Coamectumocnb ¢ W W W >X W W MUHMManbHbIM gunameTrpom - 2,83 mm (8,5F)

MapKnpoBOYHbIE CAMBOJ/IbI CM. Ha YyNaKOBKe

5050 Nathan Lane North Plymouth YNONHOMOYEeHHbIW NpeAgcTaBUTeNb Ha Tepputopun PO
MN 55442 USA (CLUA) 06|uectTbO c opaHMUYEHHON OTBETCTBEHHOCTbLIO
illecmo Npon3eoacTeEa.: 000

1) Abbott Medical Poccua, 125171, r. MockBa, JleHnHrpagckoe wWwocce,
5Q50 Nathan Lane North Plymouth, A. 16A, cTp.1

Minnesota 55442 USA (CLUA) Ten.: +7(495)2587270, pakc: +7(495)258-42-81

2) St Jude Medical Costa Rica Ltda. E-mail; olek&andra.boreiko@ abbott.com

SalfeO. Ave. 2 Zona Franca Sjjjaji

El hayin), Alajuela Costa Rica. PewcTpaunmoHHOe yjoCcTOoBepeHue

NgoT r.
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