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

HU3r0TOBJIEHHE MeIUIIUHCKUX U3/1eJIUil, 10 cocTostHUIO Ha 12:55 19.12.2025 1.

(cdopmupoBana Ha uHTEpHET-TIOpTaie Poc3apaBHam30pa)
1. YaukanbHbIM HOMEP peecTpoBoii 3anucu: 193477;

2. Peructparnmonusiii Homep Meautmackoro u3aenus: P3H 2019/8109 (EPYJI - 1'004-00110-
00/02934443);

3. JlaTta rocy1apcTBEHHOM perucTpaliui MEIUIIMHCKOTO U3/eN1s/BHECEHUS U3MEHEHUH B
MmeauiuHckoe n3nenue: 04.12.2025;

4. CpoK IeCTBUS pETUCTPALIMOHHOTO YAOCTOBEPEHUA: beccpouHo;

5. HauMeHOBaHME MEUIIMHCKOTO U3/ienusi: THCTpYMEHTHI TSl SIEKTPOIMTUPOBAHUS U pa3/IeTICHHS
TKaHell LigaSure ¢ HaHOMOKpBITHEM. B BapuaHTax UCIIOTHEHHUS: - ¢ OONBIIMMH U30THYTHIMU
OpaHIamu 111 OTKPBITHIX oneparuii LigaSure Impact, 18 cM; - ¢ TynbIM KOHIIOM JJIs1 OTKPBITBIX
onepaunuii, 23 cM; - ¢ TylbIM KOHIIOM JJIsl JIallapOCKONIUYECKUX onepanuii, 37 cM; - C TyIIbIM KOHLIOM
JUISL JTallapOCKONIMYECKUX onepaluid, 44 cM; - ¢ Opanmamu tuna Maryland Uit OTKpPBITBIX Oneparuid,
JUIS OJTHOSTAITHOTO 3aBapuBaHus, 23 cM; - ¢ OpaHmamu tuna Maryland i nanapocKonuyeckux
orepauui, Ui 0JTHOITAITHOTO 3aBapuBaHus, 37 cM; - ¢ Opanmamu tuna Maryland s

JIAImapoOCKOIMNMYCCKUX onepaunﬁ, JAJI1 OAHOSTAITHOI'O 3aBapuBaHud, 44 cm.

6. HaumeHoBaHue opraHu3aIiy - YIIOJTHOMOUYEHHOTO MPEACTABUTENS POU3BOAUTENS (M3TOTOBUTEIS)
MenumnuHckoro uzaenus: OBLLIECTBO C OI'PAHUYEHHOM OTBETCTBEHHOCTBIO
"MEJATPOHUK";

7. MecTo HaXO0XACHUSI OpraHU3alMK - YIOJTHOMOUYEHHOI'O PEACTaBUTENS IPOU3BOIUTENS
(u3roroBurenst) meauimuckoro m3aenus: 123112, ' MOCKBA, BH.TEP.T". MYHMULIMITAJIBHBIN
OKPVT IIPECHEHCKHH, HAB IIPECHEHCKAS, 1. 10;

8. FOpuanueckuii agpec OpraHu3aluu - ynoIHOMOYEHHOTO IPEICTaBUTENS IPOU3BOIUTEINS
(u3roroBurenst) meauimuckoro m3aenus: 123112, ' MOCKBA, BH.TEP.T". MYHMULIMITAJIBHBIN
OKPVT IIPECHEHCKHH, HAB IIPECHEHCKAS, 1. 10;



9. HaumeHOBaHME OpTaHU3aIUH - IPOU3BOIUTEIS MEAUIIMHCKOTO U3JICIHSI HITH OPTaHUu3aIin
usroroButens meauimHckoro u3aenus: Covidien llc ("KoBuguen mic");

10. MecTo HaxOKICHHs OPraHU3alluH - IPOU3BOIUTENS METUITTHCKOTO U3/ICTIHUS WIIK OPTaHU3aIHH
W3TOTOBUTENS MeauIMHCKOTO M3nenust: 15 Hampshire Street, Mansfield, MA 02048, USA;

11. FOpuanyeckuit aipec opraHu3aliiy - MPOU3BOIUTENS METUITMHCKOTO M3ICIUS UIIH OpTaHU3aliH
M3rOTOBUTENSI MeaumHCKOTO M3nenust: 15 Hampshire Street, Mansfield, MA 02048, USA;

12. OKII/OKII/2: 32.50.50.190;
13. Kitacc noTeHInanbHOro pucKa MPUMEHEHUS MEAULIMHCKOTO U3/ENINs B COOTBETCTBUU C

HOMEHKJIATypHOU Kaccu(uKanuei MeIMIMHCKIX U3ACIIHH, yTBepKaaeMoii MUHHCTEPCTBOM
3npaBooxpanenus Poccuiickoit deneparuu: 20;

14. HaznaueHne MEAMLIMHCKOTO U3/IENINs, YCTAHOBIEHHOE IPOU3BOANTEEM: IHCTPYMEHT 3aBapuBaeT
COCYZIUCTBIE CTPYKTYPHI (COCYIBI M TUM(ATHIECKHE TTPOTOKH) U TPSAIN TKAaHEH C TTIOMOIIBIO

PaZo4YacTOTHOM 3JIEKTPOXUPYPTrUUECKOM SHEPTUH, IT01aBaeMON MEX Ty OpaHIIaMU HHCTPYMEHTA. ;

15. Bua MeIuIIMHCKOT0 U3AETUsl B COOTBETCTBUH C HOMEHKJIATYPHOH Kiiaccudukanuein MequImHCKUX
W3AeNui, yTBepxkaaeMoi MuHuctepcTBoM 3apaBooxpanenust Poccuiickoit deneparuu: 279160;

16. Anpec mecTa MpOU3BOJICTBA WU U3rOTOBIICHUS MeauimHCKoro usnenus: Covidien llc ("KoBunuen
wic"), 6044 Longbow Court, Boulder, Colorado 80301, USA;

17. CBeeHUS 0 B3aMMO3aMEHSIEMBIX MEIUIIMHCKUX U3ICIUAX: ;

18. Moaean MeIUIIMHCKOTO U30CIIHS:

Kona Buga HanmeHoBaHHe MoaeIH

279160 HNHCcTpyMEHTBI U1 3JIEKTPOIIMTUPOBAHUS U
pa3znenenus TkaHel LigaSure ¢ HAHOMTOKPBITHEM -
¢ OONBIIMMU M30THYTHIMHU OpaHIIIaAMU JIJIS

OTKpBITHIX oneparuii LigaSure Impact, 18 cwMm;

279160 WHCcTpyMEHTBI AJ1s1 2JIEKTPOJIUTUPOBAHUS U
pasneneHus TkaHei LigaSure ¢ HAHOIOKPHITHEM -
C TYITBIM KOHIIOM JUTS OTKPBITBIX onepanui, 23

cM;

279160 HNHCcTpyMEHTBI U1 3JIEKTPOIIMTUPOBAHUS U
pazznenenus TkaHel LigaSure ¢ HAHOMTOKPBITHEM -

C TYIIbBIM KOHIIOM IJIS JIAIIApPpOCKOIMMYCCKUX

onepauui, 37 cm;




279160

I/IHCTPYMeHTI)I AJIA BJICKTPOJIMTUPOBAHUA U
pasneneHus TkaHew LigaSure ¢ HAHOIOKPHITHEM -
C TYIBIM KOHIIOM JUJISI JTATAPOCKOMHUYECKHIX

onepauuii, 44 cm;

279160

WHCTpYMEHTBI 7151 3JEKTPOJIUTUPOBAHUS U
paznenenus TkaHer LigaSure ¢ HAHOTTOKPBITHEM -
¢ Opanmamu tumna Maryland ais OTKpBITBIX
orepanui, Ui 0JTHOITAITHOTO 3aBapuBaHus, 23

cM;

279160

WMHCTpYMEHTBI JJIs DJICKTPOJIUTHPOBAHUS H
paznenenus Tkanei LigaSure ¢ HAHOMIOKPBITUEM -
¢ Opanmamu Tuna Maryland st
JIANapOCKOIMYECKHUX OTIePAL|id, IS

OIHO3TAITHOTO 3aBapruBaHUs, 37 CM;

279160

WHCcTpyMEHTBI AJ1s1 2JIEKTPOJIUTUPOBAHUS U
pasneneHus TkaHei LigaSure ¢ HAHOTIOKPBITHEM -
¢ Opanmamu Tuna Maryland ans
JIAIIapOCKONMYECKUX Ollepanui, s

OJIHOATAITHOTO 3aBapuBaHus, 44 cm.

Brimucka Beiiana @enepalibHOM cTy>k00ii 110 Haa30py B cepe 31paBOOXPaHEHUS K HOCUT

nH(GOPMaIIMOHHBIN XapaKTep.

Cepruduxar: F671E30B77AF3D7D9A51F071091F24FAC690FB4A

Komy Bbinan: ®EJEPAJIBHASL CJ1YKBA 110 HAZI3OPY B COEPE 3JIPABOOXPAHEHUS

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

JOKYMEHT IIOJIITUCAH
DJIEKTPOHHOM MTOITICHIO




