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

HU3r0TOBJIEHHE MeIUIIUHCKUX U31eJuil, 1o cocTostHuio Ha 17:09 20.02.2026 r.

(cdopmupoBana Ha uHTEpHET-TIOpTaie Poc3apaBHam30pa)
1. YHukanbHbIM HOMEpP peecTpoBoii 3anucu: 195208;
2. Craryc: [eticTByer;

3. Perucrparnmonnsiii Homep MmeaunuHckoro uznenus: P3H 2021/13715 (EPYJI - '004-00110-
00/02935760);

4. Jlata mepBUYHOM rOCYIapCTBEHHON peTUCTpauu MeauimHckoro m3aenus: 12.03.2021;
5. Jlata BHeCeHUS U3MEHEHUM B MeAUIIMHCKOE u3acnue: 23.01.2026;

6. [lepuon nevictust Bepcuu: ¢ 23.01.2026;

7. Cpok IeHCTBUS pErUCTPALIMOHHOIO yAOCTOBepeHusi: beccpouHo;

8. HanmeHoBaHMe MEAMIIMHCKOTO U3ENus: JepiKaTenb 3JeKTPOIOB AIEKTPOXUPYPTHIESCKHIHA
Valleylab MHOTOpa30BBIH, U1l XUPYPTUUECKUX ONEpaIHid

BapHaHThI UCTIOTHEHHUS:

1. lepxatens 3JIEKTPOIOB deKTpoxupyprudeckuii Valleylab MHOTOpa30BBIi, 17151 XUPYPTHUECKUX
omepanuii, kabenpb JiuHou 15' (4.6 M).

2. Jlepxatenb 31eKTpo10B ekTpoxupyprudeckuit Valleylab ¢ konnexkropom Erbe, MHOTOpa3oBbIi,

JUISL XUPYPTUYECKUX oneparuii, kabeab JuHoi 15' (4.6 m).

9. HaumenoBaHue opraiu3aluu - yroJIHOMOUYEHHOTO MIPEACTABUTEINSI IPOU3BOUTENS (M3TOTOBUTEIIS)
MenunuHckoro u3aenus: OBILIIECTBO C OI'PAHUYEHHOM OTBETCTBEHHOCTBIO
"MEATPOHUK";

10. MecTo Hax0X/I€HHsI OPTraHU3aLMHU - YIIOJTHOMOYEHHOTO IIPEICTaBUTEISI POU3BOIUTENS
(m3roroBurenst) meauimuckoro m3aenus: 123112, ' MOCKBA, BH.TEP.T". MYHI/IHHHAHBHBHX
OKPVYT HPECHEHCKI/Iﬁ, HAB ITPECHEHCKAZ, 1. 10;

11. FOpunnyeckuii anpec opraHu3aluy - yIOJIHOMOYEHHOTO IPEACTABUTENS IPOU3BOAUTENS



(m3rotoButens) meauimuckoro m3aenus: 123112, . MOCKBA, BH.TEP.T". MYHULIMITAJIBHBIN
OKPYT ITPECHEHCKUI, HAB IIPECHEHCKAA, /1. 10;

12. HaumeHOBaHKE OpraHU3aIUIH - TIPOU3BOIUTEIS] MEIUIIMHCKOTO U3/IEIINS WIIK OpTraHU3aIHuu
usrotoputessi Mmeaunuackoro usnenus: Covidien LLC ("KoBunuen JIJIC");,

13. MecTo HaxOKICHHS OPraHU3aliH - POU3BOIUTEISI METUITTHCKOTO H3/ICITHUS HIIH OPTaHU3aIHH
W3TOTOBUTENS MeTuITMHCKOro m3aenus: 15 Hampshire Street, Mansfield, MA 02048, USA;

14. FOpunudeckuit aipec OpraHu3aliy - MPOU3BOIUTENS METUITMTHCKOTO U3/ICTHUS HIIM OPTaHU3aIHH
W3TOTOBUTENS MeauIHCKOTO M3nenust: 15 Hampshire Street, Mansfield, MA 02048, USA;

15. Ctpana opranu3aiyu - MpOU3BOIUTEINS MEAUIIUHCKOTO U3ACIIHS U OpTaHU3alMH - U3TOTOBUTES
Mmeaunuackoro usaenus: Coeannennnie 1TaTer;

16. OKII/OKII/2: 32.50.50.190;

17. Knacc noTeHunanbHOro pucKa MPUMEHEHUS MEAULIMHCKOTO U3/ENINs B COOTBETCTBUU C
HOMEHKJIaTypHOH Kiaccuukanued MeUIMHCKUX U3JIEIUH, yTBepkK1aeMoil MUHHUCTEPCTBOM

3npaBooxpanenus Poccuiickoit deneparuu: 20;

18. HazHaueHne MEUIIMHCKOTO U3JIeNUs, YCTAaHOBJIEHHOE IPOM3BoIuTeNeM: [lepakarenb 3IeKTpoIoB
anekTpoxupypruueckuii Valleylab MHOrOpa3oBblii, 1151 XUpypriuuecKux ornepannii mpeHa3HaueH s
NPUMEHEHHS B X0/I€ XUPYPTUIECKUX BMEIIATEIBCTB OOIIEr0 XapaKTepa, TPeOYIOIIIX MOHOIIOJISIPHOTO

AIIEKTPOXUPYPTUYECKOTO pa3pe3anus U (UM) KoaryJupoBaHus TKaHEeH;

19. Bua MeIUIIMHCKOTO U3AETUsl B COOTBETCTBUH C HOMEHKJIATYPHOH Kitaccudukarmei MeTuImHCKUX
W3AeNHi, yTBepxkaaeMoii MunuctepcTBoM 3apaBooxpanenust Poccuiickoit deneparuu: 332430;

20. Axpec MecTa MPOU3BOJICTBA WM U3TOTOBIICHUS MeauimHCKoTo u3nenus: 1. Covidien, Boulevard

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

21. CBCI[GHI/IH 0 B3aMMO3aMCHACMBIX MCINIITMHCKUX U3ACIIUAX: |

22. Monenu MeIuIIMHCKOTO U3IEIN:

Kona Buaa HanMmeHoBaHHe Moae IR

332430 JlepkaTelib 37IeKTPOA0B deKTpoxupypruuecku i Valleylab MHOropa3oBblit, ais
XUPYPrU4eCKHUX OIepalfii, BApUAHT UCIIOJIHEHUS: 2. JlepxKaTelb 2JIEeKTPOI0B
anekTpoxupyprudeekuii Valleylab ¢ korrekropom Erby, MHOTOpa30BEIH, ISt

XUPYPTHUECKUX Oneparuii, kadenb nauHou 15° (4.6 m).




332430

Jlep>katens JIEKTPOI0B AIeKTpoxupyprudecku i Valleylab MHoropasoBsiid, s
XUPYPruYECKuX oneparui, BApUaHT UcnonHeHus: 1. JlepxaTens 31eKTpoaoB

aneKTpoxupyprudeekui Valleylab MHOrOpa3oBblif, 4151 Xupypruueckux onepanui,

kabenb mHou 157 (4.6 m).

Brinucka chopmupoBana Ha odunnansHoM caiite DenepanbHOii Ciry)0bI IO HAA30PY B chepe
3npaBooxpaHeHus B cetu MHTepHeT: https://roszdravnadzor.gov.ru/.

JOKYMEHT ITOIITUCAH
SJIEKTPOHHOM ITOAIIUCHIO

TRy
Cepruduxar: F671E30B77AF3D7D9A51F071091F24FAC690FB4A

Komy Bbinan: ®EJEPAJIBHAS CJIYKBA 110 HAZ3OPY B COEPE 3JIPABOOXPAHEHUSA

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