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

HU3r0TOBJIEHHE MeIUIIUHCKUX U3/1eJIUil, 10 cocTosiHuI0 Ha 17:39 25.12.2025 1.

(cdopmupoBana Ha uHTEpHET-TIOpTaie Poc3apaBHam30pa)
1. YHukanbHbIM HOMEP peecTpoBoii 3anucu: 193463;

2. Peructpanmonusiii Homep Menuiackoro m3aenus: P3H 2021/14716 (EPYJI - 1°004-00110-
00/02926903);

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

4. CpoK IeCTBUS pETUCTPALIMOHHOTO YAOCTOBEPEHUA: beccpouHo;

5. HaumeHoOBaHME MEUIIMHCKOTO U3IeNusi: AHTEHHa yCHIIEHHAas YpeckoxkHast Emprint ¢
npuMeHeHueM TexHonorun Thermosphere. BapuanTtel ucnonnenus:

1. AutenHa ycuneHHas ypeckoxkHast Emprint ¢ npumenenuem texnonoruu Thermosphere, kopoTkas,
15 cm.

2. AntenHa ycuieHHas ypeckoxkHas Emprint ¢ npumenenuem texHonoruu Thermosphere,
cra”zaapTHas, 20 cm.

3. AHrenHa ycuneHHas upeckoxHast Emprint ¢ mpumenenuemM texsonoruu Thermosphere, ninnHas,
30 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 m3aenus: Covidien LLC, ("Kosunuen JIJIC");

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/IENIHs, YCTAHOBJICHHOE NIPOU3BOANTEIEM: AHTEHHA YCUIICHHAS
ypeckoxkHast Emprint ¢ npumenenneM texHosoruu Thermosphere npeanasHadeHa A HCIOIb30BaHUSA
B YPECKOXKHOH, JIATaPOCKONUYECKON U MHTPAOTIEPAIIMOHHON Koarysiuuu (a0isunun) MATKUX TKaHeH, B

TOM YHCJIC YACTUYHOW WJIU TIOJTHOM abJsauu HeorepabeIbHBIX OITyXOJIeH TICYeHH.

15. Bua MEIUIIMHCKOTO U3/1€Hs B COOTBETCTBUH ¢ HOMEHKJIATYpHOU KiIaccu(uKaei MeIuIUHCKIX
W3AeNHi, yTBepxkaaeMoii MunuctepcTBoM 3apaBooxpanenust Poccuiickoit deneparuu: 327010;

16. Aapec Mecta MpOM3BOJICTBA WJIM U3rOTOBIIEHUs MenuiuHcKkoro u3aenus: Covidien Medical

Products (Shanghai) Manufacturing L.L.C./KoBunuen Menukan [Ipomakrc (ILllanxaif)
Manydaxuypunr 3:1.91.Cu., Building #10, 789 Puxing Road, 201114 Shanghai, P.R. of China;

17. CBeI[eHI/IH 0 B3aMMO3aMCHACMBIX MCINIIMHCKUX U3ACIIUAX: |

18. Moaean METUIINHCKOTO U3AEIIH;

Kox Buna HaumenoBanue Moaean

327010 1. AHTeHHa ycuileHHas ypeckoxxHast Emprint ¢
npuMeHeHueM TexHosioruu Thermosphere,

KopoTkas, 15 cMm;

327010 2. AHTeHHa ycuiIeHHas ypeckokHas Emprint ¢
npuMeHeHneM TexHojoruu Thermosphere,

crannaptHas 20 cM;

327010 3. AHTeHHa ycuneHHas ypeckoxkHas Emprint ¢
npuMeHeHneM TexHojorun Thermosphere,

mimHHAaA, 30 cM.

Brimucka Beinana @enepalibHON CiTy>K00# M0 HAaa30py B cepe 31paBOOXpaHECHUS U HOCUT
MH(POPMALMOHHBINA XapakTep.



AOKYMEHT ITOAIIMCAH
SJIEKTPOHHOU ITOAIINCBIO

Cepruduxar: F671E30B77AF3D7D9AS51F071091F24FAC690FB4A

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

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




