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

PETMCTPALMOHHOE YOOCTOBEPEHME
HA MEOVUUMHCKOE U3OENTUE

oT 24.11.2020 N2 P3H 2020/12668
Ha MepguumHckoe nspenue

CucteMa TpaHCKaTeTEPHOrO NPOTE3MPOBaHMUS A0pTanbHOro knanaHa Lotus Edge Valve System
HacTosiee perncrpaunoHHOe y0CTOBEPEHUE BbIAAHO

00O "PE3Y/IbTAT-AYOUT"

lpousBoauTenn

"boctoH CarieHTMdMK KopnopeniH"

MecTo npon3BOACTBa MEAULIMHCKOTO U3AeNus

CLUA, Boston Scientific Corporation, 300 Boston Scientific Way, Marlborough, MA 01752,
USA

Homep peructpaumoHHoro gocbe N2 P3H 2020/12668
Buno meguumHckoro nspenua: 316150
Knacc noTeHumanbHOro pucka NpUMEHeHUs MeAULMHCKORO M3aenus: 3

Kon ObLwepoccuiickoro knaccudukatopa NpoayKumum ans
MegMuMHCKoro usnenus: 32.50.22.190

HacTosuwee perncTpaumMoHHOe yaoCTOBEPEHUE UMEET NMPUITOXKEHUE

Mprkasom PocsppaBHaa3opa ot 24.11.2020. 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

o1 24.11.2020 N2 P3H 2020/12668 Jlnct 2
Ha MeguumHckoe nspenue
CucteMa TpaHCKaTETEPHOrO NPOTE3MPOBaHMUS aopTanbHOro knanaHa Lotus Edge Valve System
B BapuaHTax ucnonHenus: 1. Bapmant ncnonHenmsa N21: 1.1. KnanaH aopTtanbHbIi
TpaHckaTeTepHbli Lotus Edge Valve System, npeayCTaHOBAEHHbIVM HA CUCTEMY AOCTaBKH, 23
MM, B COCTaBe: - K/lanaH aopTtanbHbin Lotus Edge, pasmep 23 MM, npefyCcTaHOB/EHHbIN Ha
CcMCTeMy AOCTaBku - 1 wr., - ctunet - 1 Wwr., - MHCTPYKLMS N0 NpuMeHeHuto "KnanaH
aopTanbHbIM TpaHckaTeTepHbIv Lotus Edge Valve System, npeaycTaHOBAEHHbIN Ha CUCTEMY
poctaBku” - 1 wr. 1.2. Habop nHTpoabtocepa Lotus, B cocTaBe: - UHTPOAblOCEpP Manbil - 1 wr.,
- amnatatop - 1 wr., - MHCTPYKLMSA NO npuMeHeHuo "Habop nHTpoaptocepa Lotus” - 1 wr. 2.
BapuvaHT ncnonHenmna N22: 2.1. KnanaH aopTanbHbIM TpaHckaTeTepHbin Lotus Edge Valve
System, npenycTaHOBNEHHbIW Ha CUCTEMY AOCTaBKM, 25 MM, B COCTaBE: - K/1anaH aopTasbHbIM
Lotus Edge, paamep 25 MM, npeayCcTaHOBNEHHbIM Ha CUCTEMY AOCTaBkM - 1 wr., - ctunet - 1
LWT., - MHCTPYKLMA MO NpuMeHeHuto "KnanaH aopTanbHbii TpaHckaTeTepHbi Lotus Edge Valve
System, NnpeaycTaHOBAEHHbIM Ha cMcTeMy gocTaBku” - 1 wr. 2.2. Habop nHTpoastocepa Lotus,
B COCTaBe: - MHTpPoAblocep 6onblon - 1 wrT., - aunaratop - 1 wWr., - UHCTPYKLMA NO
npumeHenuto "Habop nHTpopbtocepa Lotus” - 1 wr. 3. BapnaHT ncnonHexnmsa N23: 3.1. KnanaH
aopTanbHbIM TpaHckaTeTepHbIv Lotus Edge Valve System, npefycTaHOBAEHHbIN Ha CUCTEMY
[OCTaBKM, 27 MM, B COCTaBe: - K/anaH aopTanbHbiv Lotus Edge, pasmep 27 Mm,
npenyCcTaHOB/EHHbIA Ha CUCTEMY AOCTaBKM - 1 WwT., - cTuneT - 1 WwrT., - MHCTPYKLMS No
npuMeHeHunto "KnanaH aopTanbHbIv TpaHckaTeTepHbin Lotus Edge Valve System,
npenyCcTaHOB/EHHbIA Ha cucTeMy aoctaBku” - 1 wt. 3.2. Habop nHTpoabtocepa Lotus, B
cocTaBe: - MHTpoabtocep 6onblow - 1 wr., - aunaratop - 1 Wr., - MHCTPYKLMS MO NPUMEHEHUIO
"Habop nHTpogbtocepa Lotus” - 1 wr.
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