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

HU3r0TOBJIEHHE MeIUIIUHCKUX U3/1eJIUii, 10 cocTosiHUIO Ha 13:23 25.12.2025 1.

(cdopmupoBana Ha uHTEpHET-TIOpTaie Poc3apaBHam30pa)
1. YHukanbHbIN HOMEP peecTpoBoii 3anucu: 194042;

2. Peructparnmonusiii Homep Meauimackoro u3aenus: P3H 2018/7387 (EPYJI - 1'004-00110-
00/02934663);

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

4. CpoK IeCTBUS pETUCTPALIMOHHOTO YAOCTOBEPEHUA: beccpouHo;

5. HaumenoBanue MmeauuuHckoro uznenus: Tpoakap VersaOne. B BapuaHTax UCIIOIHEHHUS:

1. Tpoakap VersaOne c Jie3BHEM U C TJIAIKON KaHIONEH: - 5 MM KOPOTKHUH, 5 MM CTaHIApTHBIN; - 11
MM CTaHJAPTHBIN; - 12 MM CTaHIapTHBIN, 12 MM JUIMHHBIN.

2. Tpoakap VersaOne ¢ 1e3BueM U ¢ GUKCUPYIOIIEH KaHIOJICH: - 5 MM KOPOTKHUH, 5 MM CTaHJIapTHBINH;
- 11 MM cTannapTHbIi; - 12 MM cTaHAApPTHBIN, 12 MM JUIMHHBII.

3. Tpoakap VersaOne TynokOHEUYHBIN C pe3b0OBBIM AKOpEM, 12 MM.

4. Tpoakap VersaOne 0e311e3BUHHBIN ¢ GUKCUPYIOIIEH KaHIONEH: - 5 MM KOPOTKHA, 5 MM
CTaHJAPTHBIN, 5 MM JJTMHHBIN; - § MM CTaHAAPTHBIN; - 11 MM cTanAapTHBIN; - 12 MM KOpOTKHil, 12 MM
CTaHJAPTHBIN, 12 MM JUTMHHBIN; - 15 MM cTaHIApTHBINA, 15 MM JITTHHHBIH.

5. Tpoakap VersaOne 0e3ne3BHITHBIN C ITaIKON KaHIoeH, 12 MM cTaHIapTHBIN.

6. Tpoakap VersaOne ontuyeckuii ¢ GUKCUPYIOMICH KaHIOJIEH: - 5 MM KOPOTKHM, 5 MM CTaHAapTHBIH,
5 MM JUHHBIN; - 11 MM ctanaapTHeiid, 11 MM 1nuHHBIE; - 12 MM KOpoTKHii, 12 MM cTaHaapTHBIH, 12
MM JJIMHHBIN; - 15 MM CTaHIapTHBIN.

7. Tpoakap VersaOne onTUYECKU € TJIaJIKOU KaHIOJEH, 12 MM cTaHAapTHBIN.

8. Tpoakap VersaOne ¢ ne3BreM U GUKCUPYIONIEH KaHIOJICH NIl CUCTEMBI 3aKphITHS dacuuid, 12 MM
CTaHJapTHBIN.

9. Tpoakap VersaOne onTuyeckuii ¢ PUKCUPYIOIICH KaHIOJICH ISl CUCTEMBI 3aKPBITHs (aciuid, 12 Mm

CTaHJapTHBIN.

6. HanmeHnoBaHme OopraHn3aluvu - YINOJJHOMOYCHHOTO MMPEACTABUTECIISA ITPOU3BOAUTCIIA (I/I3F OTOBI/ITeJ'IH)



MmeaunuHckoro u3nenus: OBIIIECTBO C OI PAHUYEHHOM OTBETCTBEHHOCTBIO
"MEJITPOHHUK";

7. MecTo HaXO0XACHHUS OpTraHU3AIHMH - YIIOJTHOMOYECHHOTO MPEACTABUTENS TIPOU3BOIUTEIIS
(m3roToButens) meauimuckoro m3aenus: 123112, T MOCKBA, BH.TEP.I". MYHMULIMITAJIBHbBIN
OKPYT ITPECHEHCKUI1, HAB IIPECHEHCKAS, /1. 10;

8. FOpuanyeckuii agpec OpraHu3aIiy - YIIOTHOMOYEHHOTO TPEICTABUTEIIS TPOU3BOIUTEIS
(m3roToButens) meauimackoro m3aenus: 123112, . MOCKBA, BH.TEP.I". MYHMULIMITAJIBHbBIN
OKPYT IIPECHEHCKUI1, HAB IIPECHEHCKAS, /1. 10;

9. HauMeHOBaHWE OpraHU3aIyiy - TPOU3BOIUTEIS METUITMHCKOTO H3/ICIHS WIH OPTaHU3aI[IH
usrotoutesst Mmeaunuackoro usnenus: Covidien LLC ("Kounuen JIJIC");,

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

11. FOpunudeckuii apec opraHu3alyy - MPOU3BOIUTENS METUITTHCKOTO U3/ICTHUS HIIM OPTaHU3aIHH
M3TOTOBUTENS MeauIMHCKOTO M3nenust: 15 Hampshire Street, Mansfield, MA 02048, USA;

12. OKII/OKII/2: 32.50.13.190;

13. Kitacc moTeHIIMaibHOTO prUCKa MPUMEHEHHUS] MEAUIIMHCKOTO U3/IeNIs B COOTBETCTBUU C
HOMEHKJIATypHOH Kiaccuukanuen MeTUIMHCKUX U3CIIUNA, yTBEpK1aeMoli MUHUCTEPCTBOM

3npaBooxpaneHusi Poccuiickoit @enepanuu: 2a;

14. HazHaueHne MEIMIIMHCKOTO U3/IEHs, YCTAHOBIEHHOE MPOU3BOIUTENEM: MEeTUIIMHCKOE U3/IeNne
MpeHa3HAYEHO JIJIS1 UCTIOJIB30BAHUS B X0/1€ Pa3HOOOPa3HBIX MUHUMAILHO HHBA3UBHBIX
TMHEKOJIOTHYECKUX, YPOJIOTHUECKUX OIepaliuii ¥ mpoleayp o0Iero xapakrepa ¢ mejibio CO3IaHus 1

MOAACPIKKHU ITOPTa BBOJA JIAMMAPOCKOIMNYCCKUX HHCTPYMCHTOB,

15. Bua MeIuIIMHCKOr0 U3/EUsl B COOTBETCTBUM C HOMEHKJIATYPHOH Kiaccudukanuein MequmHCKUX
U3JIENNUH, yTBepkIaeMoil MuHucrepcTBoM 3apaBooxpanenust Poccuiickoit @denepanun: 282980;

16. Anpec mecTa MPOM3BOACTBA MIIM U3TOTOBJICHUS MenuimHckoro m3aenust: Covidien (Davis & Geck
Caribe, Ltd.), Zona Franca de San Isidro, Carretera San Isidro Km 17, Santo Domingo, Dominican

Republic;

17. CBGIICHI/IH O B3aMMO3aMCHACMBIX MCIUITMHCKUX U3ACIIUAX: |

18. Moaean MeIUITMHCKOTO U3ACIIHS:

Koxa Buaa HanmeHoBaHHE MoaeIH




282980

Tpoakap VersaOne B pa3nu4HbIX BapuaHTax
ucnosHenus: 9. Tpoakap VersaOne onTHYECKHil C
¢bukcupymolen KaHioIeH s CUCTEMBI 3aKPBITUS

dacruii, 12 MM cTaHIapTHBIN

282980

Tpoakap VersaOne B pa3inyHbIX BapUAHTAX
ucnonHenus: 8. Tpoakap VersaOne ¢ ie3BueM u
(buKcHpyIOIIel KaHIOJICH ISl CHCTEMBI 3aKPBITHS

(dacumii, 12 MM cTaHIapTHBIN

282980

Tpoakap VersaOne B pa3nu4HbIX BapuaHTax
ucnonHenus: 7. Tpoakap VersaOne onTuyeckHii ¢

IJIaJIKOM KaHioneH, 12 MM cTaHJapTHBIN;

282980

Tpoakap VersaOne B pa3IM4HbIX BapraHTax
ucnonHeHus: 6. Tpoakap VersaOne onTu4eckuii ¢

¢bukcupymole KaHomei: - 15 MM cTaHIapTHBII;

282980

Tpoakap VersaOne B pa3iu4HbIX BapuaHTax
ucnionHeHus: 6. Tpoakap VersaOne onTUYECKHit C

¢bukcupymoien KaHwomnei: - 12 MM JTUHHBIN;

282980

Tpoakap VersaOne B pa3nu4HbIX BapuaHTax
ucnonHenus: 6. Tpoakap VersaOne onTuyeckuii ¢

¢bukcupyromei kanronei: - 12 MM cTaHIapTHBIN

282980

Tpoakap VersaOne B pa3IM4HBIX BapraHTax
ucnonHeHus: 6. Tpoakap VersaOne onTudeckuii ¢

¢bukcupymomei kaHomnei: - 12 MM KOpoTKuit

282980

Tpoakap VersaOne B pa3nu4HbIX BapuaHTax
ucnionHeHus: 6. Tpoakap VersaOne onTUYeCKHii ¢

¢bukcupymomen kaHomnei: - 11 MM ATUHHBIN;

282980

Tpoakap VersaOne B pa3nu4HbIX BapuaHTax
ucnonHenus: 6. Tpoakap VersaOne onTuyeckuii ¢

¢bukcupyromei kanronei: - 11 MM cTangapTHBIN

282980

Tpoakap VersaOne B pa3IM4HBIX BapraHTax
ucnonHeHus: 6. Tpoakap VersaOne onTudeckuii ¢

¢buKkcupymolen KaHoen: - 5 MM JUTHHHBIH,

282980

Tpoakap VersaOne B pa3nu4HbIX BapuaHTax
ucnionHeHus: 6. Tpoakap VersaOne onTUYECKHI C

¢bukcupymolen KaHioel: - 5 MM CTaHIapTHBIH,

282980

Tpoakap VersaOne B pa3nu4HbIX BapuaHTax
ucnonHenus: 6. Tpoakap VersaOne onTuyeckuii ¢

(buKcUpyroei KaHioei: - 5 MM KOPOTKHUH,

282980

Tpoakap VersaOne B pa3IM4HbIX BapraHTax
ucnonHenus: 5. Tpoakap VersaOne
OC3IIe3BUIMHBIN C TTIaJKOH KaHoieH, 12 MM

CTaHJIapTHBIN;




282980

Tpoakap VersaOne B pa3nu4HbIX BapuaHTax
ucnosuenus: 4. Tpoakap VersaOne
0e3ne3BUiHbIN ¢ PUKCUpYIOLIEeH KaHIomei: - 15

MM JJIUHHBIN,

282980

Tpoakap VersaOne B pa3InuHbIX BapHaHTaxX
ucnonHenus: 4. Tpoakap VersaOne
0e3ne3BUiHBIN ¢ (PUKCHpYIOIIer KaHIoIen: - 15

MM CTaHJApTHBIMH,

282980

Tpoakap VersaOne B pa3nu4HbIX BapuaHTax
ucnosuenus: 4. Tpoakap VersaOne
0e31e3BUHBIN ¢ PUKCUpYIOLIEH KaHIoe: - 12

MM JJIUHHBIN,

282980

Tpoakap VersaOne B pa3nu4HbIX BapuaHTax
ucnonHenus: 4. Tpoakap VersaOne
0e3JIe3BUIHBIN C PUKCUPYIOMIEH KaHIOIeH: - 12

MM CTaHJapTHBIMH,

282980

Tpoakap VersaOne B pa3nu4HbIX BapuaHTax
ucnosuenus: 4. Tpoakap VersaOne
0e311e3BUHBIN ¢ PUKCUPYIOLIEH KaHIoe: - 12

MM KOpPOTKUH,

282980

Tpoakap VersaOne B pa3InuHbIX BapHaHTaX
ucnonHenus: 4. Tpoakap VersaOne
0e3ne3BUiHBIN ¢ (puKcHpyromel kaHtonen: - 11

MM CTaHJApPTHBIN;

282980

Tpoakap VersaOne B pa3nu4HbIX BapuaHTax
ucnosuenus: 4. Tpoakap VersaOne
0e311e3BUIHBIN ¢ PUKCUPYIOLIEH KaHIOJeH: - 8§ MM

CTaHJapTHBIN;

282980

Tpoakap VersaOne B pa3IuuHbIX BapHaHTaX
ucnonHenus: 4. Tpoakap VersaOne
0e311e3BUIHHBIN C (PUKCHUPYIOLIEH KaHIOJICH: - 5 MM

JUTMHHBIH,

282980

Tpoakap VersaOne B pa3nu4HbIX BapuaHTax
ucnosuenus: 4. Tpoakap VersaOne
0e311e3BUIHBIN ¢ PUKCUPYIOLIEH KaHIOMEeH: - 5 MM

CTaHJapTHBIH,

282980

Tpoakap VersaOne B pa3nu4HbIX BapuaHTax
ucnonHenus: 4. Tpoakap VersaOne
0e3JIe3BUIHBIN ¢ PUKCUPYIOIIEH KaHIOJCH: - 5 MM

KOpPOTKUH,




282980

Tpoakap VersaOne B pa3nu4HbIX BapuaHTax
ucnonHenus: 3. Tpoakap VersaOne

TYTIOKOHEYHBIH ¢ pe3bOOBBIM SKOpeM, 12 MM;

282980

Tpoakap VersaOne B pa3IM4HbIX BapraHTax
ucnonHenus: 2. Tpoakap VersaOne ¢ 1€3BUEM U C

¢bukcupymomen KaHomnei: - 12 MM AJTUHHBIN;

282980

Tpoakap VersaOne B pa3iu4HbIX BapuaHTax
ucnionHeHus: 2. Tpoakap VersaOne ¢ jie3BUeM U €

¢bukcupymoien kaHwomnei: - 12 MM cTaHIapTHBIH,

282980

Tpoakap VersaOne B pa3nu4HbIX BapuaHTax
ucnonaenus: 2. Tpoakap VersaOne ¢ je3BueM U ¢

¢bukcupyromei kanronei: - 11 MM cTaHIapTHHIN;

282980

Tpoakap VersaOne B pa3IM4HbIX BapraHTax
ucnonHenus: 2. Tpoakap VersaOne ¢ 1€3BUEM U C

¢bukcupymolei KaHoel: - 5 MM cTaHAapTHBIH,

282980

Tpoakap VersaOne B pa3iu4HbIX BapuaHTax
ucnionHeHus: 2. Tpoakap VersaOne ¢ ie3BueM U €

¢bukcupymoen KaHwmel: - 5 MM KOPOTKHIA,

282980

Tpoakap VersaOne B pa3nu4HbIX BapuaHTax
ucnonaenus: 1. Tpoakap VersaOne ¢ ne3BueM u ¢

IJIaJKOHN KaHIONCH: - 12 MM JJIMHHBIN;

282980

Tpoakap VersaOne B pa3IM4HBIX BapraHTax
ucnonHenus: 1. Tpoakap VersaOne ¢ 1e3BUeM U C

IIAJIKOM KaHIOJEH: - 12 MM CTaHAapTHBIN;

282980

Tpoakap VersaOne B pa3nu4HbIX BapuaHTax
ucnionHeHus: 1. Tpoakap VersaOne ¢ ie3BueM u ¢

rJ1aJKOM KaHioJel: - 11 MM cTanaapTHBINM;

282980

Tpoakap VersaOne B pa3nu4HbIX BapuaHTax
ucnonaenus: 1. Tpoakap VersaOne ¢ ne3BueM u ¢

[JIAJIKOM KaHIOJEH: - 5 MM CTaHJIapTHBIN

282980

Tpoakap VersaOne B pa3IM4HbIX BapraHTax
ucnonHenus: 1. Tpoakap VersaOne ¢ 1e3BUeM U C

IJ1aJKOM KaHIOJIEH: - 5 MM KOPOTKHU,

Brimucka Beiiana deepalibHOM CITyk00ii 10 HaI30py B chepe 3MpaBOOXPaHEHUS K 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




