Bbinucka
u3 ['ocyrapcTBeHHOI0 peecTpa MEAMUUHCKUAX M3/1eJIMH U OPraHUu3auui
(MHAMBUIYAJBbHBIX NPEANPUHUMATEJIEN), OCYLHIECTBJIAIIUX IPOU3BOJACTBO U

HU3r0TOBJIEHHE MeIUIIUHCKUX U3/1eJIuil, Mo cocTosiHuio Ha 13:31 12.02.2026 r.

(cdopmupoBana Ha uHTEpHET-TIOpTaie Poc3apaBHam30pa)
1. YHuKaIbHBIN HOMEP peecTpoBoil 3anucu: 167792;
2. Craryc: [eticTByer;

3. Perucrparnmonnsiii Homep meaunuHckoro uznenus: P3H 2016/5166 (EPYJI - '004-00110-
00/02933534);

4. Jlata mepBUYHOM rOCYIapCTBEHHON peTUcTpanuu Meauimuckoro m3aenus: 20.12.2016;
5. Jlata BHeCeHUS U3MEHEHUN B MeAUIIMHCKOE u3acnue: 28.02.2023;

6. [lepuon nevictBust Bepcun: ¢ 28.02.2023;

7. Cpok IeHCTBUS pErUCTPALIMOHHOIO yAOCTOBepeHusi: beccpouHo;

8. HaumeHnoBanme MeauuuHcKoro naaenus: CucreMa /st JISUeHUS] CTPECCOBOTO HEJIEPKAHUS MOYH
Advantage, Advantage Fit I. Cucrema Advantage, B cocTage:

- YCTPOMCTBO JOCTaBKH - 1 mT.;

- COOPHBII ceTUaTHIi UMIDIAHTAT - | IT.;

- HHCTPYKIMS [0 MIPUMEHEHUIO B OYMa)>KHOM BUJIE U B 3JIEKTPOHHOM BHJIE Ha O(PULIMAIILHOM caiiTe.
II. Cucrema Advantage Fit, B cocrase:

- YCTPOMCTBO JOCTaBKH - 1 MIT.;

- COOpHBIN ceTYaThli UMITIAHTAT - 1 WT.;

- HHCTPYKIUS 11O IPUMCHCHUIO B 6YMa)KHOM BHUAC U B 3JICKTPOHHOM BHUJIC HA 0(1)I/II_II/IaJ'IBHOM caiire.

9. HaumeHoBaHue opraHu3aliy - yIIOJIHOMOUYEHHOTO MPEACTaBUTENS] IPOU3BOAUTENS (M3TOTOBUTEIS)
MeIUIUHCKOT0 u3aenus: OOIIeCTBO ¢ OrpaHMYEHHOI OTBETCTBEHHOCTHIO "Pe3ynprar-Ayaut";

10. MecTo Hax0X/I€HHsI OPTraHU3aLMHU - YIIOJTHOMOYEHHOTO IIPEICTaBUTEISI POU3BOIUTENS
(u3rotoBUTENST) MeaUITMHCKOTO M3aenus: 127572, Poccus, Mocksa, yi. AGpamiieBckas, a. 14A;

11. FOpunuyeckuii afpec opraHu3alyy - yIOJTHOMOYEHHOTO MPECTaBUTENS IPOU3BOAUTENS



(M3roTOBHTENS) MEIUITMHCKOTO M3aenus: 127572, Mocksa, yin. AOpamiieBckas, 1. 14A;

12. HaumeHoBaHMEe OpraHu3aliuy - IPOU3BOJUTENS MEAUIIMHCKOTO U3IENINS WM OpraHU3aluu
M3TOTOBUTENS MeAUIIMHCKOTO u3aenus: "bocron Carientudux Koprnopeimn";

13. MecTo HaxOKICHHsI OPraHU3aIliH - POU3BOIUTEINSI METUITTHCKOTO M3/ WIIA OPTaHU3AIHH
nu3rotoBuTesst MmeaunuHcKoro uznenus: , CILA, JlansHee 3apyoexnbe, Boston Scientific Corporation,
300 Boston Scientific Way, Marlborough, MA 01752, USA;

14. FOpunudeckuit aipec opraHu3aliy - MPOU3BOIUTENS METUITTHCKOTO U3/ WIIW OPTaHU3aIHH
u3rotoBuTesst MmeaunuHcKoro uznenus: , CIIA, JlansHee 3apyoexbe, Boston Scientific Corporation,
300 Boston Scientific Way, Marlborough, MA 01752, USA;

15. CTpaHa OopraHu3aluvu - TPpOU3BOJUTEIA MCIUIUHCKOT'O U3ACTINUA NI OPraHu3alun - U3roOTOBUTCIIA
MCIUIMHCKOI'O U3OCIHUA: COCI[I/IHCHHLIC ]_HTaTBI;

16. OKII/OKII/2: 32.50.13.160;

17. Knacc moTeHIHAIIbHOTO PUCKA MPUMEHEHUSI METUILIMHCKOTO U3/IEJIUSI B COOTBETCTBUU C
HOMEHKJIaTypHOI Kiaccudukanuen MeJUIIMHCKIX U3JIENHiA, yTBepkKaaeMoil MUHHUCTEPCTBOM

3npaBooxpanenus: Poccuiickoit @enepanuu: 206;

18. HazHauenne MEIUIMHCKOTO U311, YCTAHOBIEHHOE IPOU3BOIUTEIIEM: ;

19. Bua MeIuIIMHCKOTO U3AETUsl B COOTBETCTBUH C HOMEHKJIATYPHOH Kiiaccudukanmein MequImHCKUX
W3AeNui, yTBepxkaaeMoi MunuctepcTBoM 3apaBooxpanenust Poccuiickoit deneparuu: 273970;

20. Axpec MecTa MPOU3BOJICTBA UM U3TOTOBIICHUS MEIUIIMHCKOTO M3eus: Boston Scientific
Corporation, 780 Brookside Drive, Spencer, Indiana 47460, USA;

21. CBenmenus o B3aMMO3aMEHIEMBIX MEIUIIMHCKAX U3ACTUIX: |

22. Monenu MeUIIMHCKOTO U3AEIIN:

Koa Buna HaumeHoBaHue Moaeau

273970 Cuctema ais edyeHus crpeccoBoro Henepxkanus moun I. Cucrema Advantage, B
COCTaBe:

273970 Cuctema s nedenus crpeccoBoro Henepxkanus mouu II. Cucrema Advantage Fit, B
COCTaBe:

Brinucka copmupoBana Ha opuLIHATBHOM caiiTe PenepaiabHOM ciy Obl 110 Haa30py B cdepe
3npaBooxpaHeHus B cetu MHTepHeT: https://roszdravnadzor.gov.ru/.


https://roszdravnadzor.gov.ru/

JAOKYMEHT TTOAIIMCAH
OJIEKTPOHHOU ITOAITNCBIO

Cepruduxar: F671E30B77AF3D7D9AS51F071091F24FAC690FB4A

Komy seinan: ®EJEPAJIBHAS CJYKBA 110 HAZI3OPY B COEPE 3JIPABOOXPAHEHUSA

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




