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

HU3r0TOBJIEHHE MeIUIIUHCKUX U3/1eJIUii, 10 cocTOsTHUIO Ha 17:42 25.12.2025 1.

(cdopmupoBana Ha uHTEpHET-TIOpTaie Poc3apaBHam30pa)
1. YHukanbHbIM HOMEP peecTpoBoii 3anucu: 194255;

2. Peructparnmonusiii Homep Menuimackoro m3aenus: P3H 2021/14808 (EPYJI - °'004-00110-
00/02926886);

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

4. CpoK IeCTBUS pETUCTPALIMOHHOTO YAOCTOBEPEHUA: beccpouHo;

5. HaumenoBanue meaununckoro uznenus: Crepxens EEA OrVil Auto Suture onopHslii
OJIHOPa30BOI'0 aBTOMAaTUYECKOI0 IUPKYJISIPHOTO CTEIIepa JJis TPAHCOPAJIbHOTO BBEICHHUS C
YIIy4IIE€HHBIM IPOKCUMAJIbHBIM HAIIPABJISIOIIMM IIBOM, JJISl UCIIOJIb30BAHUS C LIUPKYJISPHBIM
crermiepoMm EEATM XL ¢ texnonorueit DST SeriesTM. BapuaHTsl HCTIOTHEHHS:

1. Crepxenb EEA OrVil Auto Suture onmopHbIi 0JTHOPa30BOTO aBTOMATHYECKOTO ITUPKYJISIPHOTO
cTeruiepa JUisl TPaHCOPAJIbHOTO BBEJCHMUS C YIIyUIIEHHBIM IPOKCUMAaIbHBIM HAIIPABIISIONIUM IIIBOM,
JUISL UCTIONIBb30BaHus ¢ UpKyJIsApHbIM creruiepoM EEA 21 mm XL ¢ texnonorueit DST Series, B
COCTaBe:

1.1. Crepxens EEA OrVil Auto Suture onopHslIif 0JHOPa30BOT0 aBTOMATUYECKOTO IIUPKYJISIPHOTO
cTeruiepa Jyuisl TPaHCOPaJIbHOTO BBEACHMSI € YJIyUIIEHHBIM IPOKCUMAaJIbHBIM HAIPABIISIOLIUM IIIBOM,
JUTSL ICTIOJIb30BaHus ¢ ITUPKYJIsipHbIM cTeriepoM EEA 21 mm XL ¢ Texnonorueit DST Series, ¢ 6enoi
JIOTIONTHUTEIbHON HACaJAKOM - 3 IIT.

1.2. MHCTpYyKIMSI 10 IPUMEHEHUIO - 1 1mT.

2. Crepxkenp EEA OrVil Auto Suture onopHbIi 0JTHOPa30BOTO aBTOMATHYECKOTO ITUPKYJISIPHOTO
cTeruiepa Jyuisi TPaHCOPaJIbHOTO BBEACHMS C YIIyUIIEHHBIM IPOKCHMAaIbHBIM HAIPABIISIOLIUM IIIBOM,
JUISL UCTIONIBb30BaHUs ¢ UPKyJIApHbIM creruiepoM EEA 25 mm XL ¢ texnonorueit DST Series, B
COCTaBe:

2.1. Crepxens EEA OrVil Auto Suture onopHsIif 0THOPa30BOr0 aBTOMATUIECKOTO IIUPKYJISIPHOTO
cTeruiepa Jyuisl TPaHCOPAJIbHOTO BBEACHMSI C YJIyUIIEHHBIM IPOKCUMAIbHBIM HAIPABIISIOLIUM IIIBOM,

JUJIS1 KCTIONIb30BaHMs ¢ UPKYJsipHbIM ctemiepoM EEA25 mm XL ¢



texnoaorueit DST Series, ¢ 0enoii JOMOJHUTEIBHON HACAIKOM - 3 IIT.
2.2. UHCTpyKIIUS IO MPUMEHEHHUIO - | 1IT.

6. HaumeHoBaHue opraHu3aliy - yIoJIHOMOUYEHHOTO MPEACTaBUTENS POU3BOAUTENS (M3TOTOBUTEIS)
memuuuHckoro m3aemus: OBIIIECTBO C OTPAHMYEHHOM OTBETCTBEHHOCTBIO
"MEATPOHUK";

7. MecTo HaXO0XACHHUS OpTraHU3aIMH - YIIOJTHOMOUYEHHOTO MPEACTABUTENS TIPOU3BOIUTEIIS
(m3roToButens) meauimackoro m3aenus: 123112, . MOCKBA, BH.TEP.I". MYHMULIMITAJIBHbBIN
OKPYT IIPECHEHCKUI1, HAB IIPECHEHCKAS, /1. 10;

8. FOpunnyeckuii agpec OpraHu3aIiy - YIIOTHOMOYEHHOTO TIPEICTABUTEIIS TPOU3BOIUTES
(m3roToButens) meauimackoro m3aenus: 123112, . MOCKBA, BH.TEP.I". MYHMULIMITAJIBHbBIN
OKPYT IIPECHEHCKUI1, HAB IIPECHEHCKAS, /1. 10;

9. HanmeHoBaHME OpraHU3alliy - IPOU3BOAUTEIS METUITMHCKOTO M3CIHSI MW OpTraHu3aIiuu
nsrotosutesst Mmeaunuackoro uznenus: Covidien llc, USA ("Kosuauen mnc", CIIA);

10. MecTo HaxOKICHHS OPraHU3alH - POU3BOIUTEISI METUITTHCKOTO M3/ICITHUS HIIH OPTaHU3aIHH
W3TOTOBUTENS MeTuITMHCKOro m3aenus: 15 Hampshire Street, Mansfield, MA 02048, USA;

11. FOpunudeckuii apec opraHu3alyy - MPOU3BOIUTENS METUITTHCKOTO U3/ICTHUS HIIM OPTaHU3aIHH
M3TOTOBUTENS MeauIMHCKOTO M3nenus: 15 Hampshire Street, Mansfield, MA 02048, USA;

12. OKII/OKII/2: 32.50.50.190;

13. Kitacc moTeHIIMaibHOTO prUCKa MPUMEHEHHUS] MEAUIIMHCKOTO U3/IeNIUs B COOTBETCTBUHU C
HOMEHKJIATypHOH Kiaccuukanue MeTUIIMHCKUX U3CIUNA, yTBEpK1aeMoli MUHUCTEPCTBOM

3npaBooxpaneHusi Poccuiickoit @enepanuu: 2a;

14. HazHaueHne MEIMIIMHCKOTO U3/IEHs, YCTaHOBIEHHOE Mpou3BoauteneM: [IpeaHaznauen asis
HCIIOJIB30BaHMUA HAa BCEM MPOTIKCHUN NMUIIEBAPUTCIIBHOI'O TPAKTa KaK B OTKPBITBIX, TadK U B
JanapOCKOMMYECKUX ONEpalUsiX (B TOM YUCIE PU XUPYPTUUECKOM JICUCHUU OKUPEHHUS) LIS

AHAaCTOMO3UPOBAHUA TUIIA KKOHCL-KOHCI», «KOHCI_[—6OK)) u «601(-601(»;

15. Bua MeIuIMHCKOr0 U3/€Usl B COOTBETCTBUM C HOMEHKJIATYPHOH Kiaccudukanyein MequImHCKUX
U3JIENNH, yTBepkaaeMoil MuHucrepcTBoM 3apaBooxpanenust Poccuiickoit ®denepanuu: 337900;

16. Anpec MecTa MPOM3BOACTBA MIIM U3TOTOBJICHUS MenuimHcKoro m3aenus: 1. Covidien, 60

Middletown Avenue, North Haven, CT 06473, USA. 2. Covidien (U.S.S.C. Puerto Rico, Inc.),
Building 911-67, Sabanetas Industrial Park, 00731 Ponce, Puerto Rico, USA;

17. CBGIICHI/IH O B3aUMO3aMCHACMBIX MCIUITMHCKUX U3ACIIUAX: |



18. Moxenn MEeTUIIMHCKOTO U30CIIHS:

Kox Buna

HaumenoBanue Moaean

337900

Crepxens EEATM OrViTM Auto SutureTM
OIIOPHBIN OJJTHOPA30BOr0 aBTOMaTHYECKOIO
LUPKYJISPHOTO CTEIUIEpa ISl TPAHCOPAIBHOTO
BBEJICHUS C YIYUIIEHHBIM MPOKCUMAIIbHBIM
HaIPABJIIOIIUM IIBOM, JJIS1 UCIIOJIb30BaHUS C
uupkKysipHsIM ctemiepoM EEATM XL ¢
texHosorueit DST SeriesTM, BapuaHTsbI
ucnionaenus: 2. Crepxkenb EEATM OrViTM

Auto SutureTM onopHsbIif 0AHOPA30BOrO aBTO

337900

Crepxxenb EEATM OrViTM Auto SutureTM
OTIOPHBIN OJJTHOPA30BOI0 aBTOMATHYECKOIO
LUPKYJISPHOTO CTEIUIepa Il TPAaHCOPAJIbHOTO
BBEJCHUS C YIYUIIEHHBIM IPOKCUMAIbHBIM
HaIpPAaBJIIOIINM IIBOM, JJIs1 UCIIOJIb30BaHUS C
nupkysspasiM cremiepoMm EEATM XL ¢
texHosoruet DST SeriesTM, BapuaHThI
ucnonaenus: 1. Crepxxens EEATM OrViTM

Auto SutureTM onopHbIif 0AHOPA30BOrO aBTO

Brimucka Beinana @enepalibHON CiTy>K00# 10 HAI30py B cpepe 3ApaBOOXpPaHEHUS U HOCUT

UH(POPMALIMOHHBINA XapakTep.

AOKYMEHT ITIOATIMCAH
OJIEKTPOHHOU ITOAINCBIO

Kowmy Beinan: ®EJJEPAJIBHASI CJIYKBA IO HAI30PY B COEPE 3/IPABOOXPAHEHMUSI

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




