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

M3roTOBJICHME MeIMIIMHCKMX M3Ae/Inii, o cocrossauio Ha 10:55 14.08.2026 r.

(chopmupoBaHa Ha MHTepHeT-TIOpTasie Poc3apaBHan3opa)
1. VaukanpHbI HOMep peecTpoBoit 3amicu: 195203;
2. CKBO3HOM UAeHTUDUKATOP peecTpoBoi 3anucu: 149644;
3. Cratyc: [leiicTBYyeT;

4. PeructpauyoHHbIii Homep meauiimackoro nsgenust: P3H 2020/11927 (EPYJI - '004-00110-
00/02938462);

5. laTa mepBUYHOIN IOCYAAPCTBEHHOM perucTpaumnmu MeguumuHckoro nsgeas: 15.09.2020;
6. JlaTa BHeceHMs M3MeHeHM B MeauLyHckoe usgenne: 23.01.2026;

7. Ilepuon meiictBust Bepcum: ¢ 23.01.2026;

8. Cpok mencTBuUSI permcTpalOHHOrO yIoCcToBepeHns: beccpouHo;

9. HaumeHOBaHMe MeIUIIMHCKOTO m3aesust: [lepskaTesib 371eKTPOJOB 3JIEKTPOXUPYPIUUECKIU
Valleylab omHOpa30BbIN, CTEPUIIBHBIN, IJISI XMPYPIUIECKUX OTeparmia

B BapMaHTaX MCIIOJTHEHMS:

1. lepskaTenb 3J1eKTPOAOB 3yeKTpoxupyprudeckuin Valleylab ogHopa3oBblii, CTEpUIIbHBIN, [IJIST
XUPYPruuecKux oneparuii, ¢ Tymosaepom, kabenb aamHoi 10' (3 m), B cocrase:

- IepsKaTesib 3JeKTPONOB deKTpoxupyprudeckuit Valleylab ogHOpa3oBbliA, CTEPUIIBHBIN, IJIS
XUPYPrudecKux oreparmuii, ¢ Tym6aepom, kabenb giunaon 10' (3 m) - He 60stee 50 miT.;

- MHCTPYKLMSI TIO TPUMEHeHuIo - 1 1miT.

2. [lepskaTtesb 3JIEKTPOJOB 3JIeKTpoxupypruveckuit Valleylab omHOpa3oBbIi, CTEPUIIbHBIN, JIJISI
XUPYPrUveCcKMUX oreparuii, ¢ KHOTIOYHbIM BbIK/TFOUaTesieM, Kabesb gimuHon 10' (3 M), B cocTaBe:
- IepsKaTesb 3JIeKTPOIOB deKTpoxupyprudeckuit Valleylab ogHOpa3oBblit, CTEPUIBHBIN, IJIS
XUPYPruvecKux orepariuii, ¢ KHOIIOYHbIM BbIK/IIOUaTeseM, Kabesb aauHoi 10' (3 m) - He 6ostee 50
IIT.;

- MHCTPYKLMS TIO TPUMEHeHuIo - 1 1iT.



10. HaumeHoBaHMe opraHnu3aiuu - YIoJJHOMOYEHHOTO TIPeICTaBUTEIS ITPOU3BOANTEIIS
(usrorosurens) mepuiHckoro musgenus: OBILIIECTBO C OTr'PAHUYEHHOU
OTBETCTBEHHOCTBIO "MEJITPOHUK";

11. MecTo HaxOKIeHMs OpraHn3aIi - YIIOJJTHOMOYEHHOTO TIPeICTaBUTEIST IPOU3BOAUTEIS
(usroroButesnst) meauiHckoro usgenus: 123112, . MOCKBA, BH.TEP.T'. MYHULUITAJIBHBIN
OKPVYT ITPECHEHCKUI, HAB ITPECHEHCKAS, 1. 10;

12. FOpunnyueckmii ampec OpraHmsanym - YIoJHOMOYEHHOT'O TIPeICTaBUTEISI ITPOU3BOIUTEIIS
(us3roroButesns) meguiHckoro usgenus: 123112, . MOCKBA, BH.TEP.T'. MYHULUITAJIBHBIN
OKPVT ITPECHEHCKU, HAB ITPECHEHCKAS, [I. 10;

13. HamMmeHoBaHMe OpraHmM3aniy - IPOU3BOAUTEISI MEIUIIMHCKOIO U3IeINs UM OpraHu3aium
nsrorosurests memuiHckoro usneaus: Covidien LLC ("Kosuguen JIJIC");

14. MecTo HaxXOKIEeHUST OpraHu3aly - IPOU3BOAUTEIISI MEAUIMHCKOTO U3AEe/IMS VI OpraHu3aLyn
M3TOTOBUTENS MeauuuHcKoro musmenans: 15 Hampshire Street, Mansfield, MA 02048, USA;

15. FOpuanueckuii agpec opraHmusanmm - IPOU3BOAUTENSI MEIUIIMHCKOTO U3AEJs UM OpraHu3ain
M3TOTOBUTENS MeaunyuHcKoro musmenns: 15 Hampshire Street, Mansfield, MA 02048, USA;

16. CtpaHa opra"usaiiuy - IpOU3BOAUTENI MEeIUIIMHCKOTO U3He/IMs IV OPraHu3alyi - USTOTOBUTEJIS
MeguimHckoro usgenus: Coegunennbie 1ITarTor;

17. OKII/OKITA2: 32.50.50.190;

18. Knacc moreHIMaapHOTO pyCKa MPUMEHEHMST MEOUIIMHCKOTO U3HENSI B COOTBETCTBUM C
HOMEHKJIATYPHOM KJ1accuduKalmeii MeIUIMHCKUX U3AENINIA, YTBEp)KIaeMori MMUHIMCTEPCTBOM

3apaBooxpaHenus Poccuiickoin @enmepain: 26;

19. Hasnauenmne MeIMIIMHCKOI'O M13aeins, YCTaHOBJIEHHO€E ITPOU3BOAUTE/IEM: HpenHa3Haqu JJIsd

BBITIOJTHEHMSI OTIEpAIViA Pe3aHMsT M KOaryJIsILnm;

20. Bug MmeauumMHCKOTO U3eus B COOTBETCTBUM C HOMEHKJ/IATyPHOM Kaaccuduramyen MeIuImHCKIX
usnennn, yreepskaaemor MuHuctepctsoM 3apaBooxpanenus: Poccuiickoin ®@enepanyn: 332440;

21. Agpec MecTa mMpoU3BOACTBA MJIM U3TrOTOBJIeHMS MeguuyHckoro usnennst: 1. Covidien, Boulevard

Insurgentes, 19030 Libramiento, 22225 Tijuana, B.C., Mexico. 2. Covidien LL.C ("Kosumguen JIJIC"),
6044 Longbow Court, Boulder, Colorado 80301, USA;

22. CBe,I[eHI/IH O B3aMMO3aMeHsIeMbIX MeOULIMHCKUX U3OeJIUSIX: ;

23. Mogenu MegUIMHCKOTO U3IeIs:



Kop Buga HaumeHnoBaHnme mopgeiin

332440 2. [lepskaTesib 3JIEKTPOZIOB 3JIeKTpoxupyprudeckmii Valleylab ogHOpa3soBbli,
CTePUIbHBIN, AJIS1 XMPYPrudecKux orepalnii, C KHOIMOYHBIM BbIK/IIOUaTeeM, Kabesib
nuHoit 10' (3 m) B cocTaBe:

332440 1. lepskaTesib 2JIeKTPOMIOB 3jieKTpoxupyprudeckuin Valleylab ogHopasoBbiit,

CTEPWIbHBIN, IJIT XMPYPIUUECKUX omepaluit, ¢ Tym6aepoM, Kabesb aimuuon 10' (3 m) B

COoCTaBe:

Brimicka chopmupoBana Ha oduiaabHoM caitTe PegepasbHONM CTYKObI IO HAaA30py B cdepe
3npaBooxpaHeHus B cetu MuTepHer: https://roszdravnadzor.gov.ru/.

JOKYMEHT IIOAITMCAH
SJIEKTPOHHOM TOITUCHIO

Cepruduxar: F671E30B77AF3D7D9AS51F071091F24FAC690FB4A
Komy Boiman: ®EJEPAJIBHAS CJIVIKBA ITO HAI30PY B COEPE 3TIPABOOXPAHEHUS

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



https://roszdravnadzor.gov.ru/

