PEJEPABHASA CNYXKBA MO HAZ3OPY B COEPE 3[PABOOXPAHEHISA
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PETMCTPALUVMNOHHOE YAOOCTOBEPEHUE

HA MEAVNUNHCKOE U3OENVE
oT 17 aBrycta 2023 roga Ne PC3 2009/05630

Ha meanunHckoe nsgenve
TpaHcKaTeTepHasa cucTema Ans peHTreHo3HA0BaCcKynsipHoM xupyprium CERA

HacTosLee perncTpayMoHHOe Y40CTOBEPEHNE BblAaHO >
"Nandrek CasHTUUK (LLIsHbYWKaHB) Ko., JITa.", KnuTtan,

Lifetech ScientiHc (Shenzhen) Co., Ltd., 8F, Lifetech Scientific Building, No.22, Keji
12th Road South, Hi-tech Industrial Park, Yuehai Subdistrict, Nanshan District,
Shenzhen, China

MpounssognTens <:
"NangTtek CansHTnguk (LLIsHbwkaHb) Ko., /1T4.", Kutaii,

Lifetech Scientific (Shenzhen) Co., Ltd., 8F, Lifetech Scientific Building, No.22, Keji
12th Road South, Hi-tech Industrial Park, Yuehai Subdistrict, Nanshan District, m
Shenzhen, China

MecTo Npoun3BoACTBa MEAULMHCKOrO U3aenns

Lifetech Scientific (Shenzhen) Co., Ltd., Floor 1-5 Cybio Electronic Building,
Langshan 2nd Street, North Area of Hi-tech Park, Nanshan District, 518057
Shenzhen, China

Homep peructpayunoHHoro gocke Ne PA-57337/58447 ot 10.08.2023
Knacc noTeHumMasibHOro prcka NpMMeHeHNs MeAuLMHCKOro n3aenms 3

Kog O6uiepoccuiickoro Knaccmgukatopa npogyKumMmn no BuaaM 3KOHOMUYECKOIA
‘nestenbHoctn 32.50.13.190

HacTosLiee perucTpaLMoHHOe Y/0CTOBEPEHME MEET NMPUNPXKELLLE Ha 1 ncTe

Mprkazom Poc3apasHaasopa ot 17 aBrycta 2023 ro& Ne 5366 ."xE
AONyLLEHO K 06palleHnto Ha TeppuTopun Poceuiic] i deaepii™

3amecTuTenb pykoBoauTensa defepasibHOM CryXobl :
Mo HaZ30py B chepe 34paBoOXpPaHEeHNS MaBntoKps

3NEKTPOHHAS KONHA OGOPMIIEHA LIEHTPOM UCMbITAHII W PETMCTPALIMI MERHLMHCKUX H3DENHIA



bwpanbHasa cny>xba Nno Hapg3opy B chepe 3gpaBooxXxpaHeHus

(POC3APABH/I30P) '

MPUNNOXEHWE

K PEFTVICTPALVIOHHOMY Y 1IOCTOBEPEHWIO
HA MEAULMHCKOE VU3AENVE

oT 17 aBrycta 2023 roga Ne ®C3 2009/05630
Nnet 1

Ha meguunHckoe nsgenue
TpaHcKaTeTepHas cucTema asia peHTreHosHAOBaCKynﬂpHom xupyprumn CERA:
|. BapuaHTbl NICMONHEHWS:

1 OKKNtoAep OTKPbLITOro aptepnanbHoro npotoka CERA ¢ KepamnyecKUm MoKpbITUEM
Ductus Arteriosus Occluder CERA with ceramic deposit ¢ cuctemoii goctaBku SteerEase
Introducer.

2. Okkntofep Aethekta MexnpeacepaHon neperopoakn CERA ¢ KepaMUYeCKUM MOKPbITUEM
Arterial Septal Defect Occluder CERA with ceramic deposit ¢ cuctemoin goctaBsku SteerEase
Introducer.

3. OKKoaep AethekTa MeXOKenyouKoBoin neperopogkn CERA ¢ KepaMmyecKnm
nokpbiTem Ventricular Septal Defect Occluder CERA with ceramic deposn C CUCTEMOIA
foctaBku SteerEase Introducer. .

Il, KcnnyaTaunoHHas OKYMeHTaLms: ,

- IHCTpYyKUMA N0 NpUMeHeHUIo OKKogepa -1 wr.

- VIHCTpYKUMSA MO NPUMEHEHNIO CUCTEMbI fOCTaBKK SteerEase - 1 LWT.
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3amecTuTeNb pyKoBoanTensa depepanbHoM cnNobl N
Mo Haf3opy B cepe 34paBoOOXpPaHeHUA [.1O. NaBnokKoB
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