Beinmcka
u3 'ocymapcTBeHHOro peecTpa MeIMIIMHCKUX M3Ae/INI Y OPraHU3aIuil
(MHAMBUAYAJIbHBIX MPeINPUHUMATEIeN), OCYIIeCTB/ISIONINX MIPOU3BOACTBO U

M3TrOTOBJIEHME MeAULIMHCKUX U3ae/Iui, mo cocrossHuio Ha 11:07 11.06.2026 r.

(chopmupoBaHa Ha MHTepHeT-TIOpTasie Poc3apaBHan3opa)
1. YHuKanpHbIM HOMEp peecTpoBoi 3amvicu: 199791;
2. CKBO3HOI UAEHT(GUKATOP peecTpoBo 3amucu: 129226;
3. Cratyc: [leiicTBYyeT;

4. PeructpannoHHbIi HoMep MeauimHckoro nspemns: P3H 2015/3340 (EPVJI - '004-00110-
00/02917667);

5. laTa mepBUYHOIN IOCYAAPCTBEHHOM perucTpaumnmu MeguumuHckoro nsgeas: 30.11.2015;
6. laTa BHeceHus u3MeHeHuN B meauimHckoe usgenne: 07.05.2026;

7. Ilepuon mencreus Bepcun: ¢ 07.05.2026;

8. Cpok mencTBuUSI permcTpalOHHOrO yIoCcToBepeHns: beccpouHo;

9. HaumenoBaume MeauimHcKoro usgeymst: Ouiabtp nporuBosmbomueckuin FilterWire EZ ¢
cucremoit moctaBku (gimHon 190 cm; 300 cm)

Cocras:

1. Karerep mig ymanenuss GuiabTpa;

2. UnTtponpbiocep paspbiBHOM (Introducer Sheath);

3. YcrporictBo s pacimpenns kiarnada (Valve Dilator);

4. YcrporcTtBo a1 Bpaienus mpoBoaHuka (Torque Device) ¢ mpuHaaiesKHOCTSIMM.
[TpuHagIeKHOCTH:

Kartetep niig ynanenust EZ ¢ 3arHyTbIM KOHIIOM.

10. HammeHOBaHMe OpraHu3anym - yIIOJHOMOYEHHOI'O IIPeaCTaBUTES IIPOU3BOIUTEIIS
(usroroButesiss) meaguimackoro uspeusi: OBILLIECTBO C OT'PAHUYEHHOU
OTBETCTBEHHOCTBIO "PETCTPAIIMMIOHHASA KOMITAHUA",

11. Mecto HaXOXXOeHMs OpraHn3anym - YIIOJITHOMOUYEHHOTI'O IIpeacTaBUTe da ITPOU3BOANUTEIA



(usroroButesis) MeauiHckoro manesusi: 117246, ' MOCKBA, BH.TEP.T'. MYHULIUITAJIBHBIN
OKPYT YEPEMVIIKU, ITPOE3[] HAVYHBIN, [I. 17, [IOMEILLI. 35/3;

12. FOpuanueckmii ampec opraHusanym - YIoJJHOMOYEHHOTO MPeICTaBUTe IS IPOMU3BOIUTE]IS
(usroroButesist) MeaguiHckoro maneusi: 117246, ' MOCKBA, BH.TEP.T'. MYHULIUTTAJIBHBIN
OKPYT YEPEMVUIKU, ITPOE3[] HAVYHBIN, [I. 17, [IOMEIII. 35/3;

13. HaumeHoOBaHMe opraHm3aluu - MpoOM3BOAUTES MEIULIMHCKOTO U3/IeJMsl VJIM OpraHu3alun
U3roTOBUTENST MeauLHcKkoro usgens: «bocron Canentudguk Kopnoperina», CIIIA / Boston
Scientific Corporation, USA;

14. MecTo HaxOKAEHWST OpraHMU3aIY - TPOU3BOAUTES] MEAUIIMHCKOTO U3IEUS UV OpraHu3alun
usrotoutes meaunyHckoro msgenns: 300 Boston Scientific Way, Marlborough, MA 01752, USA;

15. FOpuandeckuii ampec Opraumsanum - IPpOU3BOIUTEIIS MEAUIIMHCKOIO U3/ U OpraHm3ain
msrorosurests memuiHckoro nsneans: 300 Boston Scientific Way, Marlborough, MA 01752, USA;

16. CtpaHa opra"usaiuy - IpOU3BOOUTENS MEIUIIMHCKOTO U3HEe/INUS UM OPraHu3alyi - USTOTOBUTEJIS
MenguimHckoro usgemmsi: Coeguaennsble 11ITaThl;

17. OKII/OKIT[2: 32.50.50.190;

18. Kiacc nmoreHImaapHOrO pycka MpMMeHeHUsT MeAUIIMHCKOTO U3AEeNUSI B COOTBETCTBUM C
HOMEHKJIATYPHOM KiIaccudukanmeii MeIUIMHCKUX U3AENNiA, YTBep)KIaeMori MMHMCTEpCTBOM

3apaBooxpaHenys Poccuiickon @enepauum: 3;

19. HazHaueHme MeIUIIMHCKOTO M3e/NsI, YCTaHOBJIEHHOE ITpou3BoauTeeM: [laHHOe nsnenme
TpeaHa3HaAYeHO JJIsI MICIIOTb30BaHMsI P MPOBEIEeHNY TTPOIeAYP aHTMOIIJIACTUKY U TTPOLETYP
CTEHTUPOBaHMS MepudepruyecKnx, COHHbIX ¥ KOPOHAPHBIX apTepuii U MPU TPaHCIUIAaHTaIUA

I'IO,U,KO)KHOf/'I BEeHBbI HOI'!L.;

20. Bug MmeauImMHCKOTO U3e/Ms B COOTBETCTBUM C HOMEHK/IATYPHOM Kiaaccuduramyen MeIuImHCKIX
U3IeNnit, yTBepskaaeMoi MuHmucrepcTBoM 3apaBooxpaHennst Poccuiickon @epeparmn: 284150;

21. Agpec MecTa MpOU3BOACTBA MUJIM U3TOTOBJIEHMS MeauLHCKoro usnenust: 1. «bocron CaiteHTnduk
Kopmnoperiia», CIIIA / Boston Scientific Corporation, USA, 150 Baytech Drive San Jose, CA 95134,
USA. 2. «bocton Caitentudux Koproperimin», CIIIA / Boston Scientific Corporation, USA, 2546
First Street, Propark El Coyol, Alajuela Costa Rica;

22. CBefeHys 0 B3ayMO3aMeHsIeMbIX MeIUIIMHCKUX U3NeTUIX: ;

23. Mogenyu MeouUIIMHCKOTO U3IeIs:

Kopx Buga HaumeHnoBaHMe Mmopgeiin

284150 Ounptp nmpotuBosmoommyecknin FilterWire EZ ¢ cucremoint gocraBku (mymHon 190 cm)




284150 |CDI/IJIpr npotuBoambosmmueckun FilterWire EZ ¢ cucremoint mocraBku (mymuon 300 cm) |

Brimicka copmupoBana Ha oduiaabHoM caiiTe PemepasbHONM CTYKObI IO HaA30py B cdepe
3apaBooxpaHenys B cetu HTepHeT: https://roszdravnadzor.gov.ru/.

JOKYMEHT ITOATTMCAH
3JIEKTPOHHOU ITOAITHCBHIO

Ceprudukar: F671E30B77AF3D7D9AS51F071091F24FAC690FB4A

Komy sbinan: ®EJEPAJIBHAS CJIVIKBA ITO HAZI30OPY B COEPE 3IPABOOXPAHEHUS

Teiictsurenen ¢ 2025-08-18 mo 2026-11-11



https://roszdravnadzor.gov.ru/

