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

M3rOTOBJIEHME MeAULIMHCKUX u3aeui, mo cocrossauio Ha 10:30 14.08.2026 r.

(chopmupoBaHa Ha MHTepHeT-TIOpTasie Poc3apaBHan3opa)
1. VaukaapHbI HOMep peecTpoBoit 3amicu: 195410;
2. CKBO3HOI UAeHTU(UKATOP PeecTpoBoi sammucu: 25966;
3. Cratyc: [leiicTBYyeT;

4. PeructpauyoHHbIil Homep meauiimackoro usgenust: ®C3 2011/10147 (EPYJT - '004-00110-
00/02925195);

5. laTa mepBUYHOIN IOCYAApCTBEHHOM perucTpaummu Mmeauumuuckoro nsgeas: 05.09.2011;
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 M3e/us: AMMapaThbl 3JIEKTPOXUPYPTrUUECKIEe C TPUHAIJIEKHOCTSIMM
BapuanTtsi ucnionnenus: Force FX, Force EZ, Force Argon I, Force Triad, Surgistat II, Cool-Tip
RF/Switching Controller.

[Mpuuagneskaoctu: 1. [epexmtouareny negaabHble, pyYHbIie ¥ CEHCOPHbIE MOHO- U OUITOJISIPHBIE - HEe
6onee 2 mT. Kaxkgoro Tuma. 2. Kabenu coegyiuuTeibHbie MOHO- U OUIIOJISIpHBIE - He 60Jjiee 2 IIT.
kakgoro tuma. 3. Kabenn cereBoit. 4. [Tepexomuuku, agantepbl 1 GUKCATOPHI - He 60J1ee 25 1T,
Kaskgoro tuna (1o 1 Hemenmoli yakoBke). 5. @uabTpsl - He 6ostee 3 miT. (110 1 HegenMMon
ymakoBke). 6. TpyOKku coenMHUTEIbHbBIE, IHIMOOTBOIbI - He Gostee 25 1T, (1Mo 1 HemeMmMo
ymakoBke). 7. Kaumncrpa, 6a/uioH, eMKocTb. 8. ITpucrnocobieHnst ajist OUnCTKM MHCTPYMeHTOB - 100
mT. Kakgoro tumna (1 Hemenumas ynakoBka). 9. JIOTOK cTepmiM3aliOHHbI, EMKOCTb JJIS
mHcrpymeHnToB. 10. [TogcraBka-gepykaTesib (B TOM YMCIIe TeIEXKKA) /11 TeHEPaTOPOB, MHCTPYMEHTOB U
BCIIOMOTaTeJIbHOTO 060pyAoBaHus - 1o 1 1mT. Kaskgoro tmma. 11. Hacoc nmepucranbtuyeckmii. 12.

PYKOBO,HCTBO I10 3KCIJIyaTaln 1 O6CJIY)KI/IB8.HI/IIO.



10. HaumeHoBaHMe opraHu3aiu - YIIoJJHOMOUYEHHOTO MIPeICTaBUTE IS TPOU3BOAUTEISI
(usroroButesns) mepuimackoro musgenvs: OBIIIECTBO C OT'PAHUYEHHOU
OTBETCTBEHHOCTBIO "KOBUIWEH EBPA3UA";

11. MecTo HaxoXXIeHWsI OpraHU3aIUy - YIIOJTHOMOYEHHOT'O MPeICTaBUTE IS IPOU3BOANTEIIS
(usrotoBuTesst) MemumHcKoro usgemst: 105120, I MOCKBA,ITEP CBIPOMSTHUYECKUI 2-11,
IOM 1, IIOMELIEHMUE I, KOM. 35;

12. FOpuagnueckuii afipec OpraHu3saiym - yroJHOMOYEHHOT'O TIPeICTaBUTE IS ITPOU3BOIAUTEIIS
(usrotoBuTesst) MemumHcKoro usgemst: 105120, I MOCKBA,ITEP CBIPOMSTHUYECKUI 2-11,
IOOM 1, IIOMELIEHMUE I, KOM. 35;

13. HaumeHoBaHMe opraamsanyy - IpOU3BOAUTEIIS MeIULIMHCKOTO U3Ae/ U I OPraHu3aIun
usrorosurens meaunyHckoro mspenns: Covidien LLC, USA ("Kosupuen JIJIC", CIIIA);

14. MecTo HaxOKAEHMST OpPraHMU3aIY - TPOU3BOAUTES] MEAUIIMHCKOTO U3IENS UV OpraHu3alun
M3TOTOBUTENS MeaunuHcKoro musmennst: 15 Hampshire Street, Mansfield, MA 02048, USA;

15. FOpuandeckuii ampec Opraumsanum - IPpOU3BOIUTEIIS MEAUIIMHCKOIO U3 U OpraHm3ain
MU3TOTOBUTEIS MeauuuHcKoro usmens: 15 Hampshire Street, Mansfield, MA 02048, USA;

16. CtpaHa opra"usaiuy - IpOU3BOOUTES MEIUIIMHCKOTO U3HE/INUS I OPraHu3alyi - USTOTOBUTEJIS
MenuimHckoro usgemmsi: Coeguaennsblie 11ITaThl;

17. OKII/OKIT[2: 32.50.50.190;

18. Kiacc nmoreHImaapHOrO pycka MpMMeHeHUsT MeAUIIMHCKOTO U3AEeNSI B COOTBETCTBUM C
HOMEHKJIATYPHOM Kyaccudukanmein MeIUIMHCKUX U3AENNiA, yTBep)KIaeMori MUHMCTEpCTBOM

3apaBooxpaHenus Poccuitckon Denmeparn: 26;

19. Ha3HaueHne MeIUIIMHCKOTO MU3AeNsI, YCTaHOBJIEHHOE ITpou3BoauTeseM: 111 BHIMOTHEHNS
XUPYPTUUECKUX BMeEIIaTe/bCTB;

20. Bug MegUIMHCKOrO U3Oeaus B COOTBETCTBMM C HOMEHKJIATYPHOM KiIaccuuKauyen MeguIMHCKUX
usnenui, yreepykaaemorn MuHuctepcTBoM 3apaBooxpanenust Poccuiickoir @enepanym: 228980;

21. Agpec mecTa MpOU3BOACTBA MJIM U3rOTOBIeHMS MegumHckoro msnenms: 1. Covidien LLC, USA
("Kosuguen JIJIC", CIIIA), 15 Hampshire Street, Mansfield, MA 02048, USA. 2. Covidien LLC,
USA ("Kosuguen JIJIC", CIIIA), 5920 Longbow Drive, Boulder, Colorado 80301, USA. 3. DeRoyal
Industries, Inc., 1703 Hwy. 33 South, New Tazewell, Tennessee 37825, USA. 4. Bovie Medical
Corporation, 5115 Ulmerton Road, Clearwater, Florida, 33760, USA. 5. Kirwan Surgical Products
LLC, 180 Enterprise Drive, Marshfield, MA, 02050, USA. 6. Buffalo Filter, LL.C, 5900 Genessee
Street, Lancaster, NY 14086, USA. 7. Bernstein AG, Holzhauser Strasse 31, 32479 Hille, Germany. 8.
New Deantronics Taiwan Ltd, 12F, No. 51, Sec. 4, Chong Yang Rd., Tu Cheng Dist., New Taipei
City, 23675, Taiwan. 9. Sutter Medizintechnik GmbH, Tulastrabe 87, 79108 Freiburg, Germany. 10.



SEI MEDICAL S.A. DE C.V. (SEISA MEDICAL INC.), Roberto Fierro #6420 & Francisco Sarabia,
Parque Industrial Aeropuerto, 32695 Ciudad Juarez, Chihuahua, Mexico. 11. Linemaster Switch Corp.,
29 Plaine Hill Road, Woodstock, CT 06281, USA. 12. Covidien, 2824 Airwest Boulevard, Plainfield,
IN 46168, USA. 13. Covidien, Boulevard Insurgentes, 19030 Libramiento, 22225 Tijuana, B.C.,
Mexico. 14. Majestic Metals, LL.C, 7770 North Washington Street, Denver, CO, 80229, USA. 15.
Covidien Medical Products (Shanghai) Manufacturing L.L.C., Bldg. #10, 789 Puxing Road, 201114
Shanghai, People's Republic of China;

22. CBE,ELEHI/IH O B3aMMMO3aMeHsIeMbIX MeOULIMHCKUX U3OeJIUSIX: ;

23. Mognenu MegUIIMHCKOTO U3IeIUs:

Kog Buga HaumenoBauue moaenaun

228980 Anmnapatsl asiekTpoxupypruueckue. Bapmantsl ucnonnenusi: Cool-Tip RE/Switching
Controller

228980 ArnmnapaTbl 2JIeKTpoxupypruueckme. Bapmantsl ucrnoaHenns: Surgistat I1

228980 Anmapatsl asieKTpoxupypruueckue. Bapuanrts! ucronHenust: Force Triad

228980 Anmapatsl asieKTpoxupypruueckue. BapuanTts! ncronHenust: Force Argon 11

228980 AnmapaTsl asieKTpoxupypruueckue. Bapuantsl ncnonnenus: Force EZ

228980 AnmapaTbl 2/ieKTpoxupypruueckue. Bapuants! ucrnonHenusi: Force FX

Brimucka copmupoBaHa Ha oduiinanabHoM caite DepepaabHONM CTY>KOBI IO HAA30py B cdepe
3apaBooxpaHenys B cetu IHTepHeT: https://roszdravnadzor.gov.ru/.

IOKYMEHT ITOAINVCAH
SJIEKTPOHHOM IMTOAIIUCHIO

Cepruduxkar: F671E30B77AF3D7D9AS51F071091F24FAC690FB4A
Komy biman: ®EJEPAJIBHAS CJIVIKBA ITO HAI30PY B COEPE 3TPABOOXPAHEHUS

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



https://roszdravnadzor.gov.ru/

