doTorpadumyeckme n3obpaxxeHus
MeAMLUNHCKOro nsaenns

Knmnca Ha CTBOPKM MU TPa/ibHOro KnamnaHa ¢ cucTe-
MOW YyCTaHOEKU, B BapnaHTax NCMNOJHEHUA

YTBEPXOARO

[eicTByloLLas Ha OCHOBaHWUW 0BEPEHHOCTH
77TAT5822101 ot 11.02.2021

MEKTPOHHAS KOMUS OGOPMAIEHA LIEHTPOM WCTILITAHII 1 PETHCTPALIMH MELMLIMHCKUX U3AEMM



I. Knunca na creopxn MpTpansnoro knanada MitraClip NT ¢ cucreMoit yCTaHOBKH, B COCTaBE:
1. YcrpolicTso RocTaBkn ¢ XmHNcoi Ha cTeopkn MATpansHore knanaxka MitraClip NT (CDS0502)
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I. Knunca ya creopkn Mutpansioroe knanaua MitraClip NT ¢ cucremoli yeranosky, B cocTase:
1. Ycrpoiicreo noctasku ¢ knsncoli Ha cTeopkn MuTpanshiore knanana MitraClip NT (CDS0502) . (Mnansunyanuias yrakoska)
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2. Karerep ynpasnaemni#t (SGC0302)
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2. Karerep ynpasanematil (SGC0302). (Mnanenayansian ynaxoska)
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PaclwmpuTenb

KOBPVK CU/MKOHOBBIN

dukcatopl

Karetep ynpaBnsiemMbiy
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I1. Knunca na creopxn mutpansioro xnanana MitraClip G4 NT ¢ cueTeMoil yCTaHOBKH, B COCTRBE:
1. YerpolicTeo AocTarks ¢ KVHACOH HA CTBOPKH MUTpaIbHOIO Knanana MitraClip G4 NT(CDS0702-NT)
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1. Ycrpoiicreo aocrasku ¢ kauncoft Ha cThopkn MusTpaneroro wianana MitraClip G4 NT(CDS0702-NT). (Muausuayanshan ynakosxa)
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1. YerpoAicTRO A0CTABKH C KIKACOH na cTBOpKi MUTpanbHore knanaita MitraClip G4 NT(CDS0702-NT). (Mapxuposka)
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{1I. Knunca na cteopku mutpanssioro kaanana MitraClip G4 XT ¢ cucremoll yeTauosxs, B coCTane:
1. Yerpoilcreo f0CTaBK# ¢ KIHNCOH HA CTBOPKW MBTPANbHOre knanaxa MitraClip G4 XT (CDS0702-XT)
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1. YeTpolicTso AOCTABKM ¢ KIKOCOR HA CTBOPXN MHTpansioro khanans MitraClip G4 XT (CDS0702-XT). (MuansrayansHas ynakonka)
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1. YCTpORCTRO IOCTARKH C K/IHIICOH HAa CTBOPKH MuTpanstoro knanana MitraClip G4 XT (CDS0702-XT). (Mapkuposka)
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1, YeTpoficTso A0CTABKH ¢ KIMMNCOH Ha CTBOPKH MUTPabHOTO khanaka MitraClip G4 NTW (CDS0702-NTW). (MuaussayansHas ynakosxa)

18
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1. YcTpoiicTBO A0CTAaBKH C KITHIICO#H Ha CTBOPKH Mirtpansioro knanaxva MitraClip G4 NTW (CDS0702-NTW). (Mapkuposka)
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V. Knunca Ha creopxn mutpansHoro knanaia MitraClip G4 XTW ¢ cucreMoil YCTAHOBKH, B CocTane:
1. YetpolicTao aocrasku ¢ KNEACOR Ha cTeopky muTpansHoro knanahe MitraClip G4 XTW (CDS0702-XTW)

1’
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1. YerpoicTso A0CTABKH ¢ KITHIICOA Ha CTBOPKK Murpanbioro knanasa MitraClip G4 XTW (CDS0702-XTW). (Fuanenayaisian ynakonka)
{

19
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1. YCTpoicTBO JIOCTABKM ¢ KIIMACOIt Ha CTBOPKH MuTpaibhoro knanawa MitraClip G4 XTW (CDS0702-XTW). (Mapxuposka)

20
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3. Pacunputens 2¢
Henonsayerca » sapuantax wenonuenns IL 1L IV, V.

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
|




& 000 LHPMH (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



Abbott

™ STABILIZER

MitreClip System

SArS gi e m ; Syetim,; Slttwu
Sy»2”Toomno: SyrtwvReode

S2RO1ST (wWf]2020-02-19
[LOTJ 00218U1

f

-)UmnAla«nw>oa»<blum

S ri f"ijzer; StabiHzerj Stablifsateurj Eitab”or; Stibllisartore-
Establlizador: Stabllisetor; Slabllisalon Stabllieator; Xrescpomo Ti/ic-
Stahilizator: SfabllizAI6; Stabllizilor: Owoele”; SlabRizAtor
Crabnwmsarop: StebllizatoitSMmijAtwAn
Stabillaaator: Stabllizalors: 8L Talorks;M | bliien Stabilizator
Stebllizatof: Cra6h Barop; Stabllivitor; BOin finh;

| AMceVMOiv .
aaooufeMMOrh* leclhepl .
SvMOV%CA«OOMUeA | Nnda

: 34 n MOLLHaaoLl
OuMM UMTSL net)t1 4 ~ <N Yyramil412 C €
Ouw*unm FA»b61)91471 T\

(01}0«717Ms 14*17)
(io>oomui(ti))oo)

MMCa>n a irwIMirfiorIht A em gma of ConfMIM.
LBU»44<1»(201M(Vaq

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



& 000 LUPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



TpuuagnexnocTh:
2. NNoavesmunk (LFTO1ST). (Mapxupoaka)

& 000 LMPMM (] INFO@CIRMI.RU €5 WWW.G0SZDRAVNADZOR.RU
L




& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



MPUHAANEXHOCTY;

3. MnactuHa-gepxxatens (PLTOIST). (MapKupoBKa)
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MakeT I0Ka/IbHOr0 CTUKepa Ana Y CTPOoCTBa LOCTaBKM C KNUMCOM Ma CTBOPKM MUTpanbHoro knanaHa MitraClip

Knunca Ha cTBOpKM MUTpanbHOro KnanaHaM11raCllp XX ¢ cuctemoit ycTaHOBKM
‘Y CTPONCTBO A0CTaBKM C KAWUMCOI Ha CTBOPKU MUTPanbHOro KnanaHa MitraChp XX»

LoT | Kogn”Tuu, cMm. Ha ynakoBke

REF . KatanoxHbiii HoMep, cM, Ha ynaKoBke

' l'opgeH go

KonmnuecTBo eauHuL, BHYTPK, CM Ha
yNaKoBKe

Steerable Guide Catheto- « KateTep ynpaBnsieMblid.

Dilator - Pacluvputens.
Silicone Pad - KoBpWK CU/IMKOHOBbLL.
Fasteners- ®ukcatopbl.

O - BHyTpeHHWIA AnameTp.

0 3 - O3HaKO MbTECh C UHCTPYKLEN Mo

MPUMEHEHWIO.
I& - BHuMaHme! YTobbl 03HaKOMUTLCSA C
npeaynpeXxaeHuaMn 1 mepamm NpesocTopoXHOCTY,
NpPoOYTUTE NHCTPYKLWIO.

STERILE EO - [MpoCTepuiM30BaHO 3TUEHOKCUAOM.

* He ncnonb3yiite NOBTOPHO.
- He cTepunmsyiite NOBTOPHO.

Mpox3BOAHTENb:

AbbottVascular (3660TT Backynsp)

3200 Lakeside Drive, SantaClara,Califomia95054,USA
KanmgopHus

MecTo npokTBOACTBA:
AbbottVascular,
3885 BohannonDrive, Menlo Park, CA94025 USA
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- bepervTe OT NonaziaHVs CONMHEYHbIX NyYeid.

- Jep>xuTe B CyXOM MeCTe,
» HenuporeHHo,

- He vicnonb3yiiTe, e ynakoBKa NoBpeXx/aeHa

A
m«r.al.|| - 3aBUCUT OTPErypPrHTaLmm MUTPa/IbHOTO
KnanaHa.

EC REP _ ynonHomoueHHbIi npeacTasuTens B
EBponeickomM coobLLecTBe.

LUl | - MpoussoguTens.

- COOTBETCTBYET €BPOMNENCKIM TPE6OBAHNAM

(%Lc\; - BHUMAHWE! CoraxHo thesepasibHoOMy
3aKkoHy (CLUA) faHHOe 13aenve MOXKeTNpoLaBaThes
TO/IbKO BPa4yoOMUNMO 3aKasy Bpaya

Y N0MHOMOY€EHHbI NPCLU3BOANTEAEM

npeacTaBuTeNb:
OGLLECTBO C OrpaHNYEHHON OTBETCTBEHHOCTHIO

«2660TT/1a60paTopun3» (O00«D660TT»)
125717, r, Mocksp JleHHrpafckoeLlocce; 4. 16A,

cTp. 1
Xenl/bakc +7 (495) 258 42 80/81

oirtsmdra.bo,.iko@abboU.com
PerucrtpaumoHHoe yaoctosepeHmeNe oT



MakeT NoKaNnbHOro cTuKepa ans Katetepa ynpaensiemoro

Knunca Ha cTBOpKu MUTparibHOro KnanaHal raClip XX ¢ cucTeMoin ycTaHOBKM
«KaTeTep ynpaenseMblin»

- Kogn”tnn, cMm. Ha ynakoske
REFI. KaTanoXHblin HOMEp, CM. HayMnaKoBKe

2 -TopgeH oo

tj1P - KonuyectBo eguHuL, BHYTPU, CM Ha
yrakoBKe

Steerable Guide Catheto- - KaTteTep ynpaBnisieMblia.

Dilator - Paclumputens,
Silicone Pad-KoBpu1K CUAMKOHOBBIi
Fasteners- ®ukcaropbl.

O - BHyTpeHHWIA anameTp.

O S - O3HaKOMbTECh C MHCTPYKLMEN Mo
MPUMEHEHWNIO

A - BHumaHue! YTobbl 03HAKOMUTLCS C
Mp efyrnp eXXAeHNAMN 1 MepaMu Np eL,0CTOPOXMN OCTH,
NPOYTUTE UHCTPYKLWIO.

STERILE EO  w[MpocTepunin3oBaHo 3TUIEHOKCHOM.

- He ncnonb3yiite NOBTOPHO.
- He cTepununsyiite NoBTOPHO.

Mpou3BoAUTENb:

AbboltV ascular (3660T1T Backynsip)
3200 Lakeside Drive, SantdClafa,Califomia95054,USA

MecTo npousBojCcTBa:
AbbottVascular,
3885B ohannonDrive, M enlo Park, CA 94025 USA
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<-l.
51A' - BeperuTe OT NoNagaHUs CONHEUHbIX NyYeii.

- [lep>xuTe B CyXOM MeCTe.
)'K. HenmporeHHo.

" He ncnonb3yiiTe, €M ynakoBka NoBpexaeHa

- 3aBUCUTOTPErypruTaLmy MUTPaIbHOTO
KnanaHa.

EC REP « YnonHoMoueHHbI npeacTasuTens B
EBponeicko M co 0&LiecTse.

- Mpown3ssogunTess.

- COOTBETCTBYET €BPOMeCKMM TPe6oBaHMAM

oMLy - BHUMAHWE! CornacHo thefiepasibHOMY

3aKkoHy (CLUA) gaHHOe usfenine MOXeTnp 04aBaThbCs
BPa4YoOMMUNUNMO 3aKasyBpaya

YNONHOMOYEHHbI nponssogutanem

NpeAcTaBUTENb:
OGLLECTBO C OFPaHNYEHHOI OTBETCTBEHHOCTbHO

«2660TT/1360paTopn3» (OO0«I660TT»)
125717, r. MockBg, JleHuHrpafckoe Lwoccee; 4. 16A,
cp. 1

Xen/(bakc'+7 (495)-258-42 80/81
OlebandraboreikoOabboltcom

PerucipauynoHHoeysoctoBepeHmeNe oT
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