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

HU3r0TOBJIEHHE MeIUIIUHCKUX U3/1eJIUil, 10 cocTosiHuIo Ha 17:04 25.12.2025 1.

(cdopmupoBana Ha uHTEpHET-TIOpTaie Poc3apaBHam30pa)
1. YHukanbHbIM HOMEP peecTpoBoii 3anucu: 193452;

2. Peructpanmonusiii Homep Menuiackoro m3aenus: P3H 2020/11884 (EPYJI - '004-00110-
00/02938568);

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

4. CpoK IeCTBUS pETUCTPALIMOHHOTO YAOCTOBEPEHUA: beccpouHo;

5. HaumeHoBaHME MEIUIIMHCKOTO u3senus: OTKpPBIThIN nHCTpyMeHT LigaSure s
AIICKTPOJIMTUPOBAHUS M Pa3/ICIICHUs TKaHEH, C N30THYTHIMH MajibIMu OpaHtmamu, 16,5 MM - 19 cm. B
COCTaBe:

1. OTkpeITHIT HHCTPpYMEHT LigaSure 1uis 27IEKTPOJIMTUPOBAHUS B Pa3/ICICHUs TKAaHEH, C N30THY THIMH
MasbIMu OpaHiaMu,16,5 MM - 19 cMm.

2. IHCTpyKIHMs O IPUMEHEHHIO - | mmiT.

6. HanmeHnoBaHue opraHu3anuu - yrmoJHOMOUYEHHOTO TIPEACTaBUTEINS POU3BOIUTENS (M3TOTOBUTEIIS)
MmeaunuHckoro u3nenns: OBIIIECTBO C OI PAHUYEHHON OTBETCTBEHHOCTBIO
"MEJITPOHUK";

7. MecTo HaXO0XACHHUS OpTraHU3AINH - YIIOJTHOMOUYEHHOTO MPEACTABUTENS TIPOU3BOIUTEIIS
(w3roroBurenst) meauiuHackoro m3aenus: 123112, . MOCKBA, BH.TEP.T". MYHULIMITAJIBHBIN
OKPYT IIPECHEHCKUI1, HAB IIPECHEHCKAS, /1. 10;

8. FOpunnyeckuii agpec OpraHu3aIiy - YIIOTHOMOYEHHOTO TPEICTABUTEIIS TPOU3BOIUTEIS
(w3roroBurenst) meauiuuackoro m3aenus: 123112, . MOCKBA, BH.TEP.T". MYHULIMITAJIBHBIN
OKPYT IIPECHEHCKUI1, HAB IIPECHEHCKAS, /1. 10;

9. HaumeHoBaH#Me OpraHU3aIlUuK - TPOU3BOUTEIIST METUIIMHCKOTO U3ICITUSI MIIA OPraHnu3aI[iu
usroroButens MmeauimHckoro m3nenus: Covidien lle ("KoBuguen mic");



10. MecTo HaxOXICHHS OPraHU3aliH - POU3BOIUTEISI METUITTHCKOTO H3/ICITHUS WIIH OPTaHU3aIHH
u3rotoBuTesst MmeaunuHckoro usnenus: Covidien llc, 15 Hampshire Street, Mansfield, MA 02048,
USA;

11. FOpuandeckuit aipec opraHu3aliy - MPOU3BOIUTEIIS METUITMHCKOTO H3ICITUS HIIA OPTaHU3aIHH
u3rotoButesst MmeaunuHckoro usznenus: Covidien llc, 15 Hampshire Street, Mansfield, MA 02048,
USA;

12. OKII/OKII/2: 32.50.13.190;

13. Kitacc noTeHInanbHOro pucKa MPUMEHEHUS MEAULIMHCKOTO U3/ENINs B COOTBETCTBUU C
HOMEHKJIATypHOU Kaccu(uKanuei MeMIMHCKIX U3ACIIHH, yTBepKaaeMoii MUHHCTEPCTBOM

3npaBooxpanenus Poccuiickoit deneparuu: 20;

14. HaznaueHre MEAMIIMHCKOTO U3/IENNS, yCTAHOBICHHOE MPOU3BoAUTEeM: [ ncronbp30BaHus ¢
ANEKTPOXUPYprudeckumMu reaeparopamu Covidien ¢ GyHKIHEH 3JEKTPOJIMTHPOBAHUS COCY/IOB;

15. Bux MeIUIIMHCKOTO M3/ENHsI B COOTBETCTBHH C HOMEHKIJIATYPHOU KJTaCCH(PUKAIMEH METUIIMHCKUX
U3JIeNNH, yTBepkK1aeMoil MuHucrepcTBoM 3apaBooxpaHenus Poccuiickoit denepanuu: 279160;

16. Anpec mecta IpOU3BOICTBA WITU U3TOTOBICHUs MeaumHcKoro uznenus: 1. Covidien llc
("Kouamen mnc"), 6044 Longbow Court, Boulder, Colorado 80301, USA. 2. Covidien Medical
Products (Shanghai) Manufacturing L.L.C./KoBunuen Menukan [Ipomaxtc (Lllanxaif)
Manydaxaypusr 21.9m1.Cu., Building #10, 1st Floor of Building#6, 789 Puxing Road, 201114
Shanghai, People's Republic of China;

17. CBengeHus 0 B3aMMO3aMEHSIEMBIX MEIUITMHCKAX U3ACTHIX: |

18. Moaean MEOUIINHCKOTO U3AEITH:

Koa Buga HaumenoBanue Mmojaeu

279160 OTkpbITHI HHCTpYMEHT LigaSure muis
ANIEKTPOJIMTUPOBAHMS U pa3/ieeHus TKaHeH, ¢

M30THYTHIMU MaJIbIMU OpaHmamu, 16,5 mm — 19 cm

Beinucka Beitana @enepanbHOl ciry»k00ii 1o Haa30py B cdepe 3ApaBOOXPAaHEHUS U HOCUT
MH(GOPMaLIMOHHBIN XapaKTep.



AOKYMEHT ITOAIIMCAH
SJIEKTPOHHOU ITOAIINCBIO

Cepruduxar: F671E30B77AF3D7D9AS51F071091F24FAC690FB4A

Komy seinan: ®EJEPAJIBHAS CJYKBA 11O HAZI3OPY B COEPE 3IPABOOXPAHEHUS

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




