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

HU3r0TOBJIEHHE MeIUIIUHCKUX U3/1eJIUii, 1o cocTostHuio Ha 12:07 20.02.2026 r.

(cdopmupoBana Ha uHTEpHET-TIOpTaie Poc3apaBHam30pa)
1. YaukanbHbI HOMEpP peecTpoBoii 3anucu: 194640;
2. Craryc: [eticTByer;

3. Perucrparnmonnsiii Homep MmeaunuHckoro uznenus: P3H 2021/15070 (EPYJI - '004-00110-
00/02923349);

4. Jlata mepBUYHOM rOCYIapCTBEHHON peructpanuu meauimuckoro m3aenus: 09.08.2021;
5. Jlata BHeCEHHUS U3MEHEHUN B MEAUIIMHCKOE u3acnue: 25.12.2025;

6. [lepuon nevictBust Bepcuu: ¢ 25.12.2025;

7. Cpok IeHCTBUS pErUCTPALIMOHHOIO yAOCTOBepeHusi: beccpouHo;

8. HaumenoBanne menunuackoro uzaenus: Anmnapat cimatonuii ENDO STITCH Auto Suture 10
MM OJIHOPA30BBIil
B coctaBe: 1. Anmapar cumaromuiit ENDO STITCH Auto Suture 10 MM 0HOpa30BbIid. 2.

WNHcTpyKLus 110 IPUMEHEHMUIO.

9. HanmeHnoBaHue OpraHu3any - yIOJHOMOUYEHHOTO TIPEACTaBUTEINS POU3BOIUTENS (M3TOTOBUTEIIS)
Mmeaunuackoro u3nenns: OBIIIECTBO C OI PAHUYEHHON OTBETCTBEHHOCTBIO
"MEJITPOHUK";

10. MecTo Hax0XICHHsI OPTaHU3AIINUH - YIIOJTHOMOYEHHOTO TIPEICTABUTEIS PONU3BOTUTENS
(w3roroBurenst) meauimuackoro m3aenus: 123112, . MOCKBA, BH.TEP.T". MYHULIMITAJIBHBIN
OKPYT IIPECHEHCKUI1, HAB IIPECHEHCKAS, /1. 10;

11. FOpuauueckuit agpec opraHu3alny - YIIOJTHOMOYEHHOTO MPEICTaBUTENS TPOU3BOAUTENS
(w3roroBurenst) meauiuHackoro m3aenus: 123112, . MOCKBA, BH.TEP.T". MYHULIMITAJIBHBIN
OKPVI IPECHEHCKHH, HAB IIPECHEHCKAS, 1. 10;



12. HammeHOBaHWE OPTaHU3AIHMH - IIPOU3BOIUTEIS MEIUIIMHCKOTO U3CIINS WITH OpTraHU3aIlluu
usroroButens meauimHckoro u3aenus: Covidien LLC ("KoBumguen JIJIC");

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

14. FOpuandeckuit aipec OpraHu3aliy - MPOU3BOIUTENS METUITMHCKOTO M3ICIUS IIH OpTaHU3aliH
M3rOTOBUTENSI MeaumHCKOTO M3nenust: 15 Hampshire Street, Mansfield, MA 02048, USA;

15. Ctpana opraHu3amyu - MPOU3BOIUTENS] MEIUIIMHCKOTO U3ICITUS WU OPTaHU3alUH - U3TOTOBUTEIIS
MeaunuHckoro u3naenns: CoequaeHubie 1ITaThr;

16. OKII/OKIIA2: 32.50.50.110;

17. Kinacc moTeHIIMaIBHOTO pHUCKa MPUMEHEHHS MEAUITMHCKOTO U3/IeNHs B COOTBETCTBUH C
HOMEHKJIATypHOU Ki1accuuKanuei MeJUIIMHCKIX U3IENHiA, yTBepkKaaeMoil MUHHUCTEPCTBOM

3apaBooxpanenus Poccuiickoit denepanuu: 2a;

18. HazHauenne MEIUIIMHCKOTO U3/IeNMs, YCTAaHOBJICHHOE TPOU3BOIUTENIEM: ATIMAapaT CIIMBAIOIINI
ENDOSTITCH Auto Suture 10 MM 01HOpa30BbIil IPUMEHSETCS B SHAOCKOIINYECKOW XUPYPTUH s

HAJIOKCHHUA OAVMHOYHBIX U HCITPCPBIBHBIX IBOB HA MATKUC TKAHMU.,

19. Bux MeIuIIMHCKOTO M3/ENHsI B COOTBETCTBHH C HOMEHKJIATYPHOU KJTacCH(PUKAIMEH METUIIMHCKUX
U3JIeNNH, yTBepkK1aeMoil MuHucrepcTBoM 3apaBooxpanenus Poccuiickoit ®denepanuu: 262160;

20. Anpec mMecTta MPOU3BOACTBA MIIM U3TOTOBJICHUS Menuiackoro m3aenus: 1. Covidien (U.S.S.C.
Puerto Rico, Inc.), Building 911-67, Sabanetas Industrial Park, Ponce PR 00731, USA. 2. Covidien, 60
Middletown Avenue, North Haven, CT 06473, USA. 3. Covidien (Davis & Geek Caribe, Ltd.), Zona

Franca de San Isidro, Carretera San Isidro Km 17, Santo Domingo, Dominican Republic;

21. CBG}ICHI/IH O B3aMMO3aMCHICMbBIX MCIUIIMHCKUX HU3ACITHAX:

22. Monenu MeIUILIMHCKOTO U3AEIN:

Konx Buga HaumenoBanue Moaen

262160 Anmnapat cmuBarouuii ENDO STITCH Auto Suture 10 MM ogHOpa30BbIi

Brimucka copmupoBana Ha odpurmaabHoM caiite denepanbHOi ¢iry>k0bI IO HaI30py B cepe
3npaBooxpaneHus B cetu MuTepHert: https://roszdravnadzor.gov.ru/.


https://roszdravnadzor.gov.ru/

JAOKYMEHT TTOAIIMCAH
OJIEKTPOHHOU ITOAITNCBIO

Cepruduxar: F671E30B77AF3D7D9AS51F071091F24FAC690FB4A

Komy seinan: ®EJEPAJIBHAS CJYKBA 110 HAZI3OPY B COEPE 3JIPABOOXPAHEHUSA

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




