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

M3TrOTOBJIEHME MeAULIMHCKUX U3Ae/ i, o cocrossHuio Ha 11:41 10.06.2026 r.

(chopmupoBaHa Ha MHTepHeT-TIOpTasie Poc3apaBHan3opa)
1. YHukanpHbIl HOMep peectpoBoii 3amvicu: 198102;
2. CKBO3HOII uAeHT(GUKATOp peecTpoBoi 3amucu: 144068;
3. Cratyc: [leiicTBYyeT;

4. PerucrpaumoHHbiit Homep meauimuckoro uspenns: P3H 2019/8965 (EPVJI - '004-00110-
00/02920153);

5. laTa mepBUYHOIN IOCYAAPCTBEHHOM perucTpaumnmu MeguumuHckoro nsgems: 26.09.2019;
6. JlaTta BHeceHMs M3MeHeHu B MeauuyHckoe usgenne: 03.04.2026;

7. Ilepuon meiictBust Bepcum: ¢ 03.04.2026;

8. Cpok mencTBuUSI permcTpalOHHOrO yIoCcToBepeHns: beccpouHo;

9. HanmenoBaume MeauimHckoro usgenus: Karerep nogaepskuBatonimii Rubicon

BapMaHThI VICTIOJTHEH NS

1. Karerep nogpaepskuBarommii Rubicon 14 ¢ addexktusuon aymuoi: 135 cm, 150 cm, coBMeCTUMBbIIi €
npoBogHukom auamerpom 0,014 mroima (0,36 mMm).

2. Katetep mopmepskusarommii Rubicon 18 ¢ apdexrnsHoi gamuoit: 90 cm, 135 cm, 150 cm,
coBMecCTUMbIN ¢ mpoBoaHuKkom nuamerpom 0,018 mroitma (0,46 mm).

3. Karerep nopmepskusaroimii Rubicon 35 ¢ addexrtuBHOM gymmHOoI: 65 cm, 90 cm, 135 cm, 150 cm,

COBMECTUMBIN ¢ nmpoBoaHukom auamerpom 0,035 mroiima (0,89 mm).

10. HaumeHoBaHMe opraHmsaliii - yIoJHOMOUYEHHOTO MPeCTaBUTES ITPOU3BOIUTEIIS
(usroroBuresist) meaguimHackoro uspeusi: OBILIECTBO C OT'PAHUYEHHOU
OTBETCTBEHHOCTBIO "PETUCTPAIIMMIOHHASA KOMITAHUA",

11. MecTo HaxoXXIeHMsI OpraHu3aluy - YIIOJHOMOYEHHOT'O MPeICTaBUTe IS IPOU3BOAUTES
(M3roToBMTEIIST) MemuIMHCKOro usnemst: 117246, T MOCKBA, BH.TEP.I'. MYHUIIUITAJIbBHBIN



OKPYT YEPEMVYIIKU, ITPOE3] HAYYHBLIN, JI. 17, [IOMEILI. 35/3;

12. FOpuanueckmii ampec opraHusanym - yIoJJHOMOYEHHOTO MPeICTaBUTE IS IPOU3BOIUTEIIS
(usroroButesist) MeaguiyiHckoro maneusi: 117246, ' MOCKBA, BH.TEP.T'. MVYHULIUITAJIBHBIN
OKPVYT UEPEMVILIKU, [TPOE3I HAVYHBIN, [I. 17, [IOMEILLL 35/3;

13. HammeHoBaHMe opraHm3aumm - MpOU3BOAUTEIIS MeIULMHCKOTO U3Ie NS VIV OpTaHu3alun
u3rotoBuUTENST MeguumMHcKoro usnenus: Boston Scientific Corporation («bocron CaneHnTnduk

Koprmoperiiia»);

14. MecTo HaxOsKIeHMsT OpraHM3aLyy - MPOU3BOAUTENS MEIULIVMHCKOIO MU3Ie/IMs UM OpraHu3alun
msrorosurests memuiHckoro nsgeans: 300 Boston Scientific Way, Marlborough, MA 01752, USA;

15. IOpuanueckuit agpec opraumsanyy - IPOU3BOAUTEIIS MeIULIMHCKOTO U3Ie/ U VI OpraHu3alun
usrorosureis meaunyHckoro uspennst: 300 Boston Scientific Way, Marlborough, MA 01752, USA;

16. CTpaHa opranmusaiyyu - MPOU3BOAUTEISI MEIULIMHCKOI'O U3IEe/ NS VIV OPTaHMU3alNUM - U3TOTOBUTEIIS
meauiHckoro usgenus: Coeaunennbie ITarTsr;

17. OKII/OKIT[2: 32.50.13.110;

18. Knacc noTeHmaabHOro pycKa MpUMEHEHNSI MEIUIIMHCKOTO U3He/INs B COOTBETCTBUM C
HOMEHKJIaTyPHOM KjlaccuduKalmeir MeIUIIMHCKUX U3IeNINiA, YTBEpsKIaeMo MHIUCTepCTBOM

3apaBooxpaHenus Poccuiickon @enepauym: 3;

19. Ha3HaueHne MeIUIIMHCKOTO M3Ae/MsI, yCTaHOBJEHHOe IpousBoauTeneM: Karerep
nopaepskuBatonmi Rubicon npegHasHaueH 1151 BBeAEHUS U MOIIEPKKY ITPOBOTHUKOB U IPYTUX
VMHTEPBEHIMOHHbIX U3JeJINI BHYTPH Iepudepudeckoit COCYAMUCTON CUCTEMbI U MIO3BOJISIET
MMPOMU3BOIUTD 3aMEHY ITPOBOJHMKOB, a TaKyKe oOecreunBaeT KaHasl IJIs JOCTABKY (PU3MOJIOTMUECKOTO

pacTBOpa MM PEHTIeHOKOHTPACTHBIX PaCTBOPOB.;

20. Bug MmeauImMHCKOTO U3e/Ms B COOTBETCTBUM C HOMEHK/IATYPHOM Kiaaccuduramyen MeIuImHCKIX
u3nennn, yreepykaaemor MuHucrepctsoMm 3apaBooxpanenust Poccuiickoin @enepanyn: 131670;

21. Agpec MecTa MpoU3BOACTBA MJIM U3TOTOBJIEHMS MeOULIMHCKOro usneans: Boston Scientific

Corporation («bocton Cantentuduk Kopnopeiiiia»), Two Scimed Place, Maple Grove, MN 55311,
USA;

22. CBefieHMs O B3ayMO3aMeHSIeMbIX MeIUIIMHCKNUX U3LeTUIX: ;

23. Mogenyu MegUIMHCKOTO U3IeIs:

Kopg Bupga HaumenoBanue moaein

131670 1. Karetep nogaepskuBaroimii Rubicon 14 ¢ addexTuBHoi gamuoi: 135 cm,
COBMeCTUMbIN ¢ npoBogHMKoM auamerpom 0,014 mroima (0,36 mm).




131670 1. Karerep nopgepskuBaroimmii Rubicon 14 ¢ adpdexmusroi giamuoi: 150 cm,
COBMeCTUMbIN ¢ rpoBogHMKoM auamerpom 0,014 mroima (0,36 mm).

131670 2. Karerep nopmepskusatoimmit Rubicon 18 ¢ addekTuBHoM gamuHoi: 90 cm,
COBMeCTUMbIN ¢ rpoBogHMKkom auamerpom 0,018 mroima (0,46 mm).

131670 2. Karerep nogpepskusarormii Rubicon 18 ¢ spdextuHoM aymuoii: 135 cm,
COBMeCTUMbIN ¢ npoBogHMKkom auamerpom 0,018 mroima (0,46 mm).

131670 2. Karerep nogpepskusarormii Rubicon 18 ¢ spdextmuuom aymuoi: 150 cm,
COBMeCTUMbIN ¢ rpoBogHMKkom auamerpom 0,018 mroima (0,46 mm).

131670 3. Karerep mopmepskusaroiimit Rubicon 35 ¢ addexkTmBHOM mymHOIM: 65 M,
COBMECTMMBbIH ¢ rpoBogHukom auamerpom 0,035 mroiima (0,89 mm).

131670 3. Karerep mopmepskusarorimit Rubicon 35 ¢ addextmBHOM mymHoii: 90 cMm,
COBMECTMMBbIH ¢ rpoBogHukom auamerpom 0,035 mroiima (0,89 mm).

131670 3. Karterep mopmepskusaroriuit Rubicon 35 ¢ addexkruBHoM mimuoii: 135 cm,
COBMECTMMBbIH ¢ rpoBogHukoM auamerpom 0,035 mroiima (0,89 mm).

131670 3. Karterep mopmepskusaroiiuit Rubicon 35 ¢ adpdexkrusHoi mumuoii: 150 cm,
COBMECTMMBbIH ¢ rpoBoaHukom auamerpom 0,035 mroiima (0,89 mm).

Brimicka chopmupoBana Ha oduiaabHOM caiiTe DemgepasbHONM CTYKObI IO HAaA30py B cdepe
3npaBooxpaHenus B cetu MuTepHer: https://roszdravnadzor.gov.ru/.

JOKYMEHT ITOAITMCAH
BJIEKTPOHHOU IO CBHIO

Cepruduxar: F671E30B77AF3D7D9A51F071091F24FAC690FB4A
Komy Bbinan: ®EJEPAJIBHASI CJIVIKBA 11O HAJI30PY B COEPE 3TIPABOOXPAHEHMUS

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