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

HU3r0TOBJIEHHE MeIUIIUHCKUX U3/1eJIUil, 10 cocTostHuI0 Ha 17:36 25.12.2025 1.

(cdopmupoBana Ha uHTEpHET-TIOpTaie Poc3apaBHam30pa)
1. YHukanbHbIM HOMEP peecTpoBoil 3anucu: 194242;

2. Peructpanmonusiii Homep Menuiackoro m3aenus: P3H 2021/14329 (EPYJI - 1°004-00110-
00/02926249);

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

4. CpoK IeCTBUS pETUCTPALIMOHHOTO YAOCTOBEPEHUA: beccpouHo;

5. Haumenosanue meauuunckoro nznenust: Cremep Appose ULC Auto Suture ogHOpa30BbIii
TOHKOKOPITYCHBIN KOKHBIN. BapuaHThl UCTIOTHEHHUS:

1. Cremep Appose ULC Auto Suture oqHOpa30BbIi TOHKOKOPITYCHBIN KOXKHBIN 35, B cOCTaBe:

1.1. Crennep Appose ULC Auto Suture oJHOpa30BbIii TOHKOKOPITYCHBII KOXKHBIH 35 co
CTaHJapTHBIMU CKOOKamu (35 mit.).

1.2. UHCTpYKIMS IO TPUMEHEHHIO.

2. Cremiep Appose ULC Auto Suture oqHOpa30BbIli TOHKOKOPIYCHBIN KOXKHBINA 35W, B cocTase:
2.1. Cremnep Appose ULC Auto Suture ogHOpa30BbIii TOHKOKOPITYCHBIA KOXHBIN 35W ¢ mImpokumu
ckoOkam# (35 mT.).

2.2. HCTpyKIMs 110 NPUMEHEHUIO.

6. HanmeHnoBaHue opranu3anuu - yrmoJHOMOUYEHHOTO TTPEACTaBUTEINS POU3BOINUTENS (M3TOTOBUTEIIS)
Mmeaunuackoro u3nenus: OBIIIECTBO C OI PAHUYEHHON OTBETCTBEHHOCTBIO
"MEJITPOHUK";

7. MecTo HaXO0XACHHUS OpTraHU3aIMH - YIIOJTHOMOUYEHHOTO MTPEACTABUTENS TIPOU3BOIUTEIIS
(w3roroBurenst) meauiuHackoro m3aenus: 123112, . MOCKBA, BH.TEP.T". MYHULIMITAJIBHBIN
OKPYT IIPECHEHCKUI1, HAB IIPECHEHCKAS, /1. 10;

8. FOpuauyeckuii agpec opraHu3alyy - yIOJIHOMOYEHHOTO MPEACTABUTENS TPOU3BOIUTEIIS



(m3rotoButens) meauimuckoro m3aenus: 123112, . MOCKBA, BH.TEP.T". MYHULIMITAJIBHBIN
OKPYT ITPECHEHCKUI, HAB IIPECHEHCKAA, /1. 10;

9. HauMeHoBaHue OpraHu3alyy - IPOU3BOAUTENS METUIIMHCKOTO M3/1€I1sl WIM OpraHU3aIliuu
usroroButess MeguiHckoro uznenus: Covidien lle, USA ("KoBuauen muic", CIIA);

10. MecTo HaxOXICHHS OPraHU3aIliH - POU3BOIUTEISI METUITTHCKOTO H3/ICITHUS WIIH OPTaHU3aIHH
W3TOTOBUTENS MeTuITMHCKOro m3aenus: 15 Hampshire Street, Mansfield, MA 02048, USA;

11. FOpunudeckuii anpec opraHu3aliy - MPOU3BOIUTENS METUITMTHCKOTO U3/ICTHUS HIIM OPTaHU3aIHH
W3TOTOBUTENS MeauIHCKOTO M3nenust: 15 Hampshire Street, Mansfield, MA 02048, USA;

12. OKII/OKII/2: 32.50.13.190;

13. Kitacc moTeHIIMaNbHOTO prUCKa MPUMEHEHHS] MEAUIITHCKOTO U3/IeNIUs B COOTBETCTBUHU C
HOMEHKJIATypHOU Kiaccuukanue MeTUIIMHCKUX U3CIIUNA, yTBEpK1aeMoli MUHUCTEPCTBOM

3apaBooxpanenus Poccuiickoit denepanuu: 2a;

14. HazHaueHne MEIUIIMHCKOTO U3/IEHs, YCTaHOBJIEHHOE Mpou3BoauTeneM: M3aenve npeaHazHaueHo
JUISl YIIMBAHUS KOKHOW PaHBbI MOCJE Pa3IMUHbIX ONepaliuii;

15. Bua MeIuIIMHCKOTO U3/AETUsl B COOTBETCTBHH C HOMEHKJIATYPHOH Kiiaccudukamein MequImHCKUX
W3AeNui, yTBepxxaaeMor MunuctepctBoM 3apaBooxpanenust Poccuiickoit deneparuu: 107760;

16. Anpec MecTa MPOM3BOJICTBA WU U3rOTOBIICHUS MenuinHCcKoro uzaenus: 1. Covidien, 60
Middletown Avenue, North Haven, CT 06473, USA. 2. Covidien, Boulevard Insurgentes, 19030
Libramiento, 22225 Tijuana, B.C., Mexico. 3. Covidien (U.S.S.C. Puerto Rico, Inc.), Building 911-67,
Sabanetas Industrial Park, 00731 Ponce, Puerto Rico, USA. 4. Covidien (Davis & Geck Caribe, Ltd.),

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

17. CBCI[GHI/IH O B3aMMO3aMCHACMbBIX MCIUIIMHCKUX U3ACIUAX:

18. Moxenn MEeTUITMHCKOTO U30CIIHS:

Kox Buna HaumenoBanue Moaean
107760 2. Cremiep ApposeTM ULC Auto SutureTM
OJITHOPA30BbIil TOHKOKOPITYCHBIN KOKHBII 35W, B
COCTaBe:
107760 1. Crennep ApposeTM ULC Auto SutureTM

OJIHOPA30BbI TOHKOKOPITYCHBIN KOXKHBIN 35

Brimucka Beiana @enepanbHO# ciy»k00ii 1o Haa30py B cdepe 3ApaBOOXPAHEHUS K HOCUT
MH(POPMALIMOHHBINA XapakTep.



AOKYMEHT ITOAIIMCAH
SJIEKTPOHHOU ITOAIINCBIO

Cepruduxar: F671E30B77AF3D7D9AS51F071091F24FAC690FB4A

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

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




