mV"
PEAEPASIBHAS CNTYXKBA MO HAZA3OPY B COEPE 3[JPABOOXPAHEHA
(tOC3PABHA/3OP)

HAMEANUWHCKOEW3AENUNE
ot 12 qpeBpansa 2019 roga Ne P3H 2019/8078

Ha meanuuHckoe nsgenve
KaTeTep gnsa pagnoyactoTHon abnaunm cepgua TactiCath Quartz ¢ KOHTponem
KoHTakTHOro ycunua (TactiCath Quartz Contact Force Ablation Catheter)

HacToslee perncTpaLoHHoe-yJ0CTOBEPEHIE BblgaHo

"CeHT xya Megukan", CLUA,
St. Jude Medical, 5050 Nathan Lane North, Plymouth, MN55442, USA

[Mpown3soaunTens
"CeHT kya Meaukan™, CLUA,
St. Jude Medical, 5050"Nathan Lane North, Plymouthy MN 55442, USA

MecTo Npon3BOACTBa MEANLIMHCKOTO U3AeNNS
CM.MPUNOXEHNE

Homep perncrpayuorHoro gocbe Ne P1-22047/24834 o1 08.05/1018
Bua meanumMHCKoro nsgenua 178160
Knacc noTeHUManbHOro pmucka npuMeHeHUs MEANLIMHCKOIO n3aenus 3

Kog O6uepoeeninckoro KnaccumkaTopa npoayKumuy no sujaM sKOHOMUYECKON
feAtenbHocT-32.50.13.110

HacTtoswee perncTpayMoHHOE yaoCTOBEPEHNE NMEET NPUMOXKEHNE Ha 1 nucte

npukasom Poc3gpasHaasopa ot 12-hespans 2019 roga Ne

[OMyLLEeHO K 06paLleHnio Ha TeppuTopumn Poccuiickoin def "X
PykoBoauTens ®egepasbHOR-CAYXObI
10 HaA30py B clhepe 34paBOOXPaHEHMS A. Mypaluko
0041524

Peructpanua MH e PocanpaBragzope
www.nevacert.ru | info@nevacert.ru



®EAEPATILHASA CNYXKEA MO HAL3OPY B COEPE 3[PABOOXPAHEHVISA
(POe3[PABHA/30P)

MPNTOXEHWE

K 30HHOMY Y401
HAMEAWLUWHCKOE W3AENWNE

oT 12 cheBpang 2019 roga P3H 2019/8078
Jluet 1

Ha meanUMHCKOe n3aenve

KareTep ans pagnodvactoTHoi abnsaumm cepaua TactiCath Quartz.c KOHTponem
KoHTakTHOro ycunua (TactiCath Quartz Contact Force Ablation Catheter),

B C/IeyHOLLMX BapuaHTax UCMOHEHNS:

1 KateTep An1s pagmoyacToTHOR abnsuum cepaua TactiCath Quartz € KOHTpoeM KOHTaKTHOMO
yeunua (TactiCath Quartz Contact/Force Ablation Catheter) ogHOHampasieHHbIV C pagnycom
KpVBU3HbI 65 MM, B COCTaBe:

1.1. KaTeTep OfiHOHANPaB/IEHHBIAC PajnyCcoM KPMBU3HBLI 65 MM:

1.2. IHCTPYKUMA NO NPUMEHEHUIO.

2. KateTtep ans pagmo4dactoTHOW abnauum cepaua TactiCath Quartz ¢ KOHTPO/IEM KOHTAKTHOMO
yeunusa (TactiCath Quartz Contact Force Ablation Catheter) 0gHOHanpaBieHHbIR ¢ paguycom
KPVBW3HbLI 75 MM, B COCTaBE:

2.1. KaTeTep ogHOHanpaBAEHHbIV C paauycoM KPUBU3HBI 75-MM.

2.2. VIHCTPYKUMA N0 NPUMEHEHNIO.

MecTo Npon3BoACTBa:

1 St. Jude Medical, 5050-Nathan Lane North, Plymouth,"Minnesota 55442, USA.

2. Venusa de Mexico S.A. de C.V. a Lake Region Medical Company, Calle Hertz 1525+6,
Parque Industrial J. Bermudez, Chihuahua, 32470 Ciudad Tuurer, Mexico.

X

PykoBoauTenb PeaepanbHON Cyxobl
Mo Haa3opy B cepe 3apaBOOXPaHEHMS M.A. Myp3LKo

0053158

Peructpanua MH e PocanpaBragzope
www.nevacert.ru | info@nevacert.ru



