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

HU3r0TOBJIEHHE MeIUIIUHCKUX U3/1eJIuil, 1o cocTosiHuio Ha 17:00 25.12.2025 .

(cdopmupoBana Ha uHTEpHET-TIOpTaie Poc3apaBHam30pa)
1. YHukanbHbIM HOMEP peecTpoBoii 3anucu: 194248;

2. Peructpanmonusiii Homep Menuiuackoro m3aenus: P3H 2020/11528 (EPYJI - '004-00110-
00/02938597);

3. JlaTta rocy1apcTBEHHOM perucTpaliui MEIUIIMHCKOTO U3/eN1s/BHECEHUS U3MEHEHUH B
MeauIuHcKoe n3nenue: 19.12.2025;

4. CpoK IeCTBUS pETUCTPALIMOHHOTO YAOCTOBEPEHUA: beccpouHo;

5. HaumeHOBaHMEe MEAMIIMHCKOTO U3JIENHsI: DIEKTpOXUpyprudeckoe ycrpoiictBo Force TriVerse.
BapuaHTbl UCTIOJIHEHUS:

1. Dnexrpoxupyprudeckoe ycrpoiictBo Force TriVerse ¢ kabenem mumnoii 10' (3 M), B cocTase:
1.1. DnexTpoxupypruueckoe ycrpoiictBo Force TriVerse ¢ kabenem mmnoit 10' (3 m).

1.2. Yexou.

2. Dnexrpoxupypruyeckoe ycrpoiictBo Force TriVerse ¢ kabenem qunoii 15' (4,6 M), B cocrase:
2.1. DnexTpoxupypruueckoe ycrpoiictBo Force TriVerse ¢ kaGenem anunoit 15' (4,6 m).

2.2. Yexom.

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
uszroroputens meaunuHckoro usnenus: Covidien llc, USA ("Kouauen mic", CIIIA);

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 MEAMIIMHCKOIO U3/IENINs, YCTAHOBJICHHOE NIPOU3BOAUTENIEM: [[11s1 0JHOpa30BOro
UCTIOJIb30BAaHUS MPH OTKPBITHIX XUPYPTUUECKUX ONepalusax (Haupumep, Mpu ypoJIoTHIeCKUX,
IUTACTUYECKUX, THHEKOJIOTHYECKUX U PEKOHCTPYKTUBHBIX BMEIIATEIbCTBAX, a TAKXKE ONEPAIUIX Ha
oprasax IpyJHOM MOJIOCTH), @ TAK)KE P MUHUMAaJIbHO HHBAa3UBHBIX APTPOCKONMMYECKHUX ONEpaIHsX,
r7ie XUpypry He00X0AMMO MOHOTIOISIPHOE PAHOYaCTOTHOE AIIEKTPOXUPYPTrUIEeCKOe YCTPOUCTBO ISt

pa3pe3aHus ¥ (WIM) KOaryJsiUuu TKaHEeu. ;

15. Bux MeIuIMHCKOTO M3/ENIHsI B COOTBETCTBHH C HOMEHKJIATYPHOU KJIaCCH(PUKAIIMEH METUIIMHCKUX
U3JIENNUH, yTBepkKaaeMoil MuHucrepcTBoM 3apaBooxpanenus Poccuiickoit denepanun: 332440;

16. Anpec mecta mpOU3BOCTBA WU U3roTOBIeHUs MeauuHckoro uznenus: 1. Covidien lle, USA

("Kouauen mnc", CIIA), 6044 Longbow Court, Boulder, Colorado 80301, USA. 2. Covidien,
Boulevard Insurgentes 19030, Libramiento, 22225 Tijuana, B.C., Mexico;

17. CBGIIGHI/IH O B3aMMO3aMCHACMBIX MCIUITMHCKUX U3ACIIUAX: |

18. Moaean MeIUITMHCKOTO U30CIIHS:

Kona Buaa HanmeHoBaHHE MoaeIH

332440 2. DIeKTpoXupyprudeckoe yctpoicto Force
TriVerse B cocrase:

332440 1. DnexkTpoxupypruyeckoe yctpoictBo Force
TriVerse B cocrase:

Brimucka Beinana denepansHoii cyk00i 1o HaA30py B cepe 3apaBOOXpaHEHHSI U HOCHT
nH(})OPMAITMOHHBIN XapaKTep.



AOKYMEHT ITOAIIMCAH
SJIEKTPOHHOU ITOAIINCBIO

Cepruduxar: F671E30B77AF3D7D9AS51F071091F24FAC690FB4A

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

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




