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

HU3r0TOBJIEHHE MeIUIIUHCKUX U3/1eJIUil, 10 cocTOsTHUIO Ha 12:46 25.12.2025 1.

(cdopmupoBana Ha uHTEpHET-TIOpTaie Poc3apaBHam30pa)
1. YHukanbHbIM HOMEpP peecTpoBoii 3anucu: 194032;

2. Peructparnmonusiii Homep Meautmackoro u3aenus: P3H 2016/4982 (EPYJI - 1'004-00110-
00/02930031);

3. JlaTta rocy1apcTBEHHOM perucTpaliui MEIUIIMHCKOTO U3/eN1s/BHECEHUS U3MEHEHUH B
MeauIHcKoe n3nenue: 17.12.2025;

4. CpoK IeCTBUS pETUCTPALIMOHHOTO YAOCTOBEPEHUA: beccpouHo;

5. HaumeHOBaHME MEAUIIMHCKOTO U3JIEHsI: Y CTPOWCTBO MOBOPOTHOE KacceTHOE (PUKCHpYIoIee
ReliaTack ¢ kacceramu ¢ rOIETOBBEIMH PacCaCHIBAOIIMMUCS CKOOKaMU. BAPUAHTOB UCIIOTHEHUSI:
1. YcrpoiicTBo moBopoTHOE KacceTHoe pukcupytomee ReliaTack ¢ 3 kaccetamu ¢ puoneroBbiMu
paccachIBalOLIMMHUCS CKOOKaMH CTaHAapPTHOIO 3aXBaTa.

2. YcTpoicTBO MOBOPOTHOE KacceTHoe ¢pukcupyromee ReliaTack ¢ 4 kacceramu ¢ proOIETOBEIMU

paccachIBaIOIIMMHUCS CKOOKaMU TIIyOOKOTO 3aXBarta.

6. HanmeHnoBaHue opraHu3anuu - yrmoJHOMOUYEHHOTO TIPEACTaBUTEINS POU3BOIUTENS (M3TOTOBUTEIIS)
MmeaunuHckoro u3nenns: OBIIIECTBO C OI PAHUYEHHON OTBETCTBEHHOCTBIO
"MEJITPOHUK";

7. MecTo HaXO0XACHHUS OpTraHU3AINH - YIIOJTHOMOUYEHHOTO MPEACTABUTENS TIPOU3BOIUTEIIS
(w3roroBurenst) meauiuHackoro m3aenus: 123112, . MOCKBA, BH.TEP.T". MYHULIMITAJIBHBIN
OKPYT IIPECHEHCKUI1, HAB IIPECHEHCKAS, /1. 10;

8. FOpunnyeckuii agpec OpraHu3aIiy - YIIOTHOMOYEHHOTO TPEICTABUTEIIS TPOU3BOIUTEIS
(w3roroBurenst) meauiuuackoro m3aenus: 123112, . MOCKBA, BH.TEP.T". MYHULIMITAJIBHBIN
OKPYT IIPECHEHCKUI1, HAB IIPECHEHCKAS, /1. 10;

9. HaumeHoBaH#Me OpraHU3aIlUuK - TPOU3BOUTEIIST METUIIMHCKOTO U3ICITUSI MIIA OPraHnu3aI[iu
usrorosutens meguimHckoro m3aenus: Covidien LLC ("Kosumnuen JIJIC");



10. MecTo HaxOXICHHS OPraHU3aliH - POU3BOIUTEISI METUITTHCKOTO H3/ICITHUS WIIH OPTaHU3aIHH
W3TOTOBUTENS MeTuITMHCKOro m3aenus: 15 Hampshire Street, Mansfield, MA 02048, USA;

11. FOpunudeckuii anpec opraHu3alyy - MPOU3BOIUTENS METUITMTHCKOTO U3/ICTHS HIIM OPTaHU3aIHH
W3TOTOBUTENS MeauIMHCKOTO 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
HOMEHKJIATypHOH Kiaccuukanuei MeIUIIMHCKUX U3CIIUNA, yTBEpK1aeMoli MUHUCTEPCTBOM

3apaBooxpanenus Poccuiickoit denepanuu: 3;

14. HazHaueHne MEIMIIMHCKOTO U3/IEHs, YCTAHOBJIEHHOE MPOU3BOIUTENIEM: Y CTPOUCTBO
npeIHa3HayeHo i (PUKCcaluy MPOTE3HOTO MaTepuana K MATKON TKaHU B X0J1€ MUHUMAJIbHO

HWHBAa3HUBHBIX U OTKPBITLIX XUPYPTHUICCKUX onepaunﬁ YCTpaHCHUSA I'PBIKH. ;

15. Bug METUIIMHCKOTO M3/1€HS B COOTBETCTBUH ¢ HOMEHKJIATYpHOU KiIaccu(UKae MeIUuIIUHCKIX
U3JIENIUH, yTBepkKIaeMoil MuHucrepcTBoM 3apaBooxpanenust Poccuiickoit denepanuu: 313220;

16. Anpec mecta mpoOU3BOACTBA WU U3TOTOBIIEHUSI MeauIIMHCKoro usaenus: Covidien, 60
Middletown Avenue, North Haven, CT 06473, USA;

17. CBengeHus 0 B3aMMO3aMEHSIEMBIX MEIUITMHCKAX U3ACTHIX: |

18. Moaean MEOUIINHCKOTO U3AEITH:

Koa Buga HaumenoBanue Mmojaeu

313220 2. YCTpoHCTBO MOBOPOTHOE KACCETHOE
¢ukcupyromee ReliaTack ¢ 4 kacceramu ¢
(b1oNIeTOBBIMHU PaccachIBAIOIIMMHUCS CKOOKaMU

FJIY6OKOFO 3axBara.

313220 1. YcTpolicTBO MOBOPOTHOE KACCETHOE
¢ukcupyromee ReliaTack ¢ 3 kacceramu ¢

(hMOJIETOBBIMHU PACCACHIBAIOIIMMICS CKOOKaMU

CTaHJApPTHOT'O 3axXBaTa.

Brimucka Beinana @enepalibHON CiTy>K001 110 HAI30py B cpepe 3ApaBOOXpPaHEHUS U HOCUT
UH(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




