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

M3TrOTOBJIEHME MeAULIMHCKUX U3Ae/Ini, 1o cocTossHuIo Ha 13:23 14.08.2026 r.

(chopmupoBaHa Ha MHTepHeT-TIOpTasie Poc3apaBHan3opa)
1. YHuKkanpHbI HOMEp peecTpoBoii 3amvicu: 193907;
2. CKBO3HOI uaeHTU(HUKATOP peecTpoBoit samucu: 177569;
3. Cratyc: [leiicTBYyeT;

4. PeructpauyoHHbIi Homep meauiimackoro nsnenust: P3H 2022/18920 (EPYJI - '004-00110-
00/02938730);

5. laTa mepBUYHOIN TOCYAAPCTBEHHO perucTpaumnmu MeauImuHCcKoro nsgemms: 25.11.2022;
6. laTa BHeCeHMs M3MEHEeHUN B MeauimHcKoe nsmenne: 12.12.2025;

7. Ilepuon mencrBus Bepcun: ¢ 12.12.2025;

8. Cpok mencTBuUSI permcTpalOHHOrO yIoCcToBepeHns: beccpouHo;

9. HaumeHOBaHMe MeIUIIMHCKOTO MU3ENS: DJIEKTPO, 3JIEKTPOXUPYPTrUUECKII MHOTOPa30BbIiA
Valleylab

B BapmanTax mMcnosgHeHUs:

1. [ITapoBoii anmekTpon Valleylab, MHOropa3soBOro 1crnoJib3oBaHus, 3,2 MM, B COCTaBe: - MHCTPYKIIUS
0 TIPUMEHEHMIO.

2. lllaposoit anekTpop, Valleylab MHOropa3soBoro ucroJ/ib30Badus, 5,6 MM, B COCTaBe: - MHCTPYKIIMS
0 TIPUMEHEHUIO.

3. Toukuit urospbuaThiii 37ekTpos Valleylab, MmHOrOpasoBoro ucmnosib3oBauus, 2,6" (6,6 cm), B
COCTaBe: - MHCTPYKIIMS IO IPUMEHEHMIO.

4. BonbdpamoBblii 37eKTpoa-met/s Valleylab, MHOropasoBoro ucro/b3oBadus, 9,5 MM, B cocTaBe: -
MHCTPYKIMS IO TIPUMEHEHMIO.

5. DnekTpon-cKasbIieb C IiecTUrpaHHbIM pukcaTopom Valleylab, MHOropasoBoro ucrosib3oBaHus,
2,75" (7,0 cm), B cocTaBe: - MHCTPYKIMS 110 IPUMEHEHUIO.

[TpuHagesKHOCTH:



1. IIpsimoit yonuuuTesb 13 ¢M, B cocTaBe ¢ MHCTPYKIIMEN 0 TpuMeHeHuto - He 6os1ee 100 1.
2. Ipsimon yamuanTens 34,3 ¢M, B cOCTaBe C MHCTPYKIIMEN 110 IIpMMeHeHuto - He 6osee 100 .

10. HaumeHoBaHMe opraHmsaliuiu - yIoJHOMOUYEHHOTO MPeCTaBUTES ITPOU3BOIUTEIIS
(usroroButesist) meaguimHckoro uspeusi: OBILIECTBO C OTPAHUYEHHOU
OTBETCTBEHHOCTbBIO "MEJITPOHUK";

11. MecTo HaxOoXXIeHusI OpraHU3alyy - YIIOJTHOMOUYEHHOI'O IPeICTaBUTE IS IPOM3BOAUTEJIS
(usroroButesiss) meauiHckoro manesust: 123112, ''MOCKBA, BH.TEP.T'. MYHULIUTTAJIBHBIN
OKPVYT IMTPECHEHCKWI, HAB ITPECHEHCKAS, 1. 10;

12. FOpuanueckmii ampec opraHusanyy - YroJJHOMOYEHHOTO MPeICTaBUTE IS IPOMU3BOIUTE]IS
(usroroButesiss) meauiHckoro manesusi: 123112, ''MOCKBA, BH.TEP.T'. MYHULIUTTAJIBHBIN
OKPVYT IMPECHEHCKWI, HAB ITPECHEHCKAS, [I. 10;

13. HaumeHOBaHMe Oprauu3aiyy - MPOM3BOAUTEIS MEAULIMHCKOIO U3/ UM OpraHu3aLum
usrotoutens meaunyHckoro uspenns: Covidien llc, USA ("Kosuauen sinc”, CIIIA);

14. MecTo HaxOKIeHMs OpraHu3aliy - IPOU3BOAUTEIIS MEeIULMHCKOTO MU3Ae/ Vs VI OpraHu3aLymn
U3rOTOBUTEIS MeauuyHckoro musmenns: 15 Hampshire Street, Mansfield MA 02048, USA;

15. IOpuanueckuit agpec opraumsanyy - IPOU3BOAUTEIIS MeIULIMHCKOTO M3Ae/ M I OPraHu3alun
MU3TOTOBUTES MeauuuHcKoro usmennst: 15 Hampshire Street, Mansfield MA 02048, USA;

16. CtpaHa opra"msaium - IpOU3BOAUTEISI MEAUIIMHCKOTO U3HEINS MM OPraHU3aly - U3TOTOBUTEJS
menuiHckoro usgenus: Coeaunennbie 1ITarTsr;

17. OKII/OKI1[2: 32.50.50.190;

18. Kitacc noreHaabHOro pyucka MpUMMeHEeHMSI MEIUIIMHCKOTI'O M3/ B COOTBETCTBUMA C
HOMEHKJIaTyPHOM KjlaccuduKalmein MeIUIIMHCKUX U3IeJINiA, YTBEpsKIaeMo MHUCTEpCTBOM

3npaBooxpaHennst Poccuiickon @enepanym: 26;

19. Hasnauenmne MeIUIIMHCKOI'O n3snejinsd, YCTaHOBJIEHHOE ITPOM3BOANTEJIEM: ,H,)'ISI COBMECTHOI'O
MCIIOJIb30BAHUSA C 3JIEKTPOXUPYPIMUYECKUMU DYyUKaMU (,ELep)KaTeJIHMI/I 3JIEKTPOO OB, I/IHCTI)YMeHTaMI/I),
KaK Ux pa6oqaﬂ YacCTb. MOHOHOHHprIe VMHCTPYMEHTDI C YKa3aHHbIMMU 3JIEKTPOOAMMN, ITOAK/ITIIOUYEHHbIE K
SJIGKTPOXUPYPIUUYECKUM IreHepaTopaM, MIPMMEHSAIOTCA OJIs1 paCCeYeHM MATKUX TKaHel ¥ OCTaHOBKU

KpOBOTG'—IGHVIf/I IpU XUPYPruvyeCKmux onepauusx ¢ TpaauiuuOHHbIM JOCTYIIOM,

20. Bug MmeauumMHCKOTO U3Ieus B COOTBETCTBUM C HOMEHKJ/IATyPHOM Kaaccuduramyen MeIuImHCKIX
usnenn, yreepykaaemor MuHuctepctsoM 3apaBooxpanenus: Poccuiickoin ®enepanyn: 332360;

21. Agpec mecTa mpou3BOACTBA MJIM U3TOTOBJIeHMS MegunHckoro musnenms: 1. Covidien llc, USA
("KoBuauen sinc”, CIIIA), 6044 Longbow Court, Boulder, Colorado 80301, USA. 2. Venusa de
Mexico S. de R.L. de C.V. a Lake Region Medical Company, Calle Hertz 1525, Parque Industrial



Antonio J. Bermudez, Chihuahua, 32470 Ciudad Juarez, Mexico. 3. Covidien, Boulevard Insurgentes
19030, Libramiento, 22225 Tijuana, B.C., Mexico. 4. Covidien, 60 Middletown Avenue, North Haven,
CT 06473, USA;

22. CBefeHMs O B3ayMO3aMeHSIeMbIX MeIUIIMHCKNUX U3LeTUIX: ;

23. Mogenyu MegUIMHCKOTO U3IeIs:

Kopg Bupga HaumenoBanue moaenu

332360 5. DyiekTpop, 3/1eKTpOXUPYPriuuecKkuii MHOropasoBbiii Valleylab, B BapuaHTax
MUCIIOTHEHMST: DJIEKTPOA-CKaIbIIeb C IlleCTUrpaHHbiM ¢ukcaTopom Valleylab,
MHOI'OpPa3soBOI0 MUCIOJIb30Banus, 2,75” (7,0 cm) B cocTaBe ¢ MHCTPYKILIMEH 110

IMpUMEHEHNIO;

332360 4. DJIeKTPO[, 3JIeKTPOXUPYPriuueckmii MHOropasosbiii Valleylab, B BapuanTax
ucnosHeHus: BosbdpamMoBblit asekTpo-tietsis Valleylab, MHOropasoBoro

MCITO/Tb30BaHMs, 9,5 MM B cocTaBe C MHCTPYKIIMEN IO IPYMEHEHMIO;

332360 3. DJIeKTpOJ, JIEKTPOXUPYPruvYecKuii MHOropasoBbiit Valleylab, B BapmaHTax
ucrosHeHus: TOHKUI UToIbuaThlii 371ekTpos Valleylab, MHOropa3oBoro mMcroJib30BaHMus,

2,6” (6,6 cm) B cocTaBe C MHCTPYKIIMEI 10 IPUMEHEHMIO;

332360 2. ONeKTpo, IEeKTPOXUPYPpruuecKkuii MHOropasoBbii Valleylab, B BapnanTax
ucrnonnenus: Ilaposoii anektpon Valleylab MHOropasoBoro ucIonb3oBaHus, 5,6 MM B

COCTaBe C MHCTPYKIMEN IO TPUMEHEHMIO;

332360 1. Dy1eKTPO[ 3JIeKTPOXUPYPruueckuii MHOropasoBblii Valleylab, B BapuaHTax
ucnosinenust: Lllaposoit asnektpon Valleylab, MHOropasoBoro ucrnosb3oBanus, 3,2 MM B

COCTaBe C MHCTPYKIMEN 10 TPUMEHEHMUIO;

Brimucka copmupoBaHa Ha oduiianabHoM caite DepepaabHONM CIY>KOBI IO HAA30py B cdepe
3apaBooxpaHenys B cetu HTepHeT: https://roszdravnadzor.gov.ru/.

IOKYMEHT ITOAINVCAH
SJIEKTPOHHOM IMOAIIUCHIO

Cepruduxar: F671E30B77AF3D7D9AS51F071091F24FAC690FB4A

Komy biman: ®EJEPAJIBHAS CJIVIKBA ITO HAI30PY B COEPE 3TIPABOOXPAHEHUS

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



https://roszdravnadzor.gov.ru/

