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

HU3r0TOBJIEHHE MeIUIIUHCKUX U3/1eJIUil, 10 cocTosiHuIo Ha 17:34 25.12.2025 1.

(cdopmupoBana Ha uHTEpHET-TIOpTaie Poc3apaBHam30pa)
1. YaukanbHbI HOMEpP peecTpoBoii 3anucu: 194038;

2. Peructpanmonusiii Homep Menuiackoro u3aenus: P3H 2021/14234 (EPYJI - 1°004-00110-
00/02923343);

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

4. CpoK IeCTBUS pETUCTPALIMOHHOTO YAOCTOBEPEHUA: beccpouHo;

5. HaumenoBanue meauuuHckoro nznenust: Kantons ynusepcanpnas VersaOne. B BapuaHTax
WCITOJIHEHHUSL:

1. Kantons yauBepcanpHas ¢pukcupyromas VersaOne, muamerp: S M, qyirHa: 70 MM KOpOTKasi, B
COCTaBe:

1.1. Kanronst ynuBepcanbHas pukcupyromas VersaOne, nuamerp: 5 mm, aiuHa: 70 MM KOpOTKas.

1.2. UHCTpyKIMSI 110 TPUMEHEHHUIO.

2. Kantonsg yauBepcanbHas pukcupytomas VersaOne, auametp: 5 MM, yuHa: 100 MM ctannaptHasi, B
COCTaBe:

2.1. Kantons ynuBepcanpHas ¢pukcupyromas VersaOne, auamerp: 5 mym, iuHa: 100 Mm crangapTHasi.
2.2. IHCTpYyKIMS 10 IPUMEHEHHUIO.

3. Kantons yauBepcanpHas pukcupytomas VersaOne, qauametp: 5 MM, jymHa: 150 MM 1iiuHHas, B
COCTaBe:

3.1. Kantonsa yausepcanbHas pukcupytomas VersaOne, quamerp: 5 MM, JutnHa: 150 MM JuIHHHASL.
3.2. UHCTpyKIMA 110 IPUMEHEHUIO.

4. Kanronst yauBepcanpHas pukcupyromas VersaOne, quamerp: 11 mm, qymaa: 100 MM ctangapTHas,
B COCTaBE:

4.1. Kanrons yauBepcaiibHas pukcupytomas VersaOne, auametp: 11 mwm, nimuna: 100 mm
CTaH/apTHAsL.

4.2. HCcTpyKIMs 0 NPUMEHEHHUIO.

5. Kantons yauBepcanbHas pukcupytomas VersaOne, auametp: 12 mm, nimuna: 100 MM ctangapTHas,



B COCTaBeE:
5.1. Kantonsg yausepcanbHas pukcupytomias VersaOne, quamerp: 12 mm, anuna: 100 MM
CTaHapTHAs.

5.2. HCTpyKI1IMS IO TPUMEHEHHUIO.

6. Kantons yauBepcanbHas pukcupytomas VersaOne, quametp: 12 mwm, anmuHa: 150 MM qyinHHAS, B
COCTaBe:

6.1. Kanrons yauBepcanbHas pukcupyromias VersaOne, nuamerp: 12 mm, mymra: 150 MM niuHHAaS.
6.2. UHCTpyKIMA 110 IPUMEHEHUIO.

7. Kantons ynuBepcanbHas riajakas VersaOne, quamerp: 12 mm, jymna: 100 MM cranaapTHasi, B
COCTaBe:

7.1. Kantonsg yHuBepcanbHas riaakas VersaOne, nuametp: 12 mm, niounHa: 100 Mm crangapTHas.

7.2. IHCTpYKIIUS IO TPUMEHEHHUIO.

6. HanmeHnoBaHMe OpraHu3aliuy - YIoJHOMOUYEHHOTO TIPEICTaBUTEINS IPOU3BOINUTENS (M3TOTOBUTEIIS)
MenunuHckoro uzaenus: OBIIECTBO C OI'PAHUYEHHOM OTBETCTBEHHOCTbBIO
"MEJITPOHUK";

7. MecTo HaXO0XACHHUS OpTraHU3aIHMH - YIIOJTHOMOYECHHOTO MPEACTABUTENS TIPOU3BOIUTEIIS
(m3roToButens) meauimackoro m3aenus: 123112, T MOCKBA, BH.TEP.I". MYHMULIMITAJIBHBIN
OKPYT ITPECHEHCKUI1, HAB IIPECHEHCKAS, /1. 10;

8. FOpuanyeckuii agpec OpraHu3aIiy - YIIOTHOMOYEHHOTO TIPEICTABUTEIIS TPOU3BOIUTEIS
(m3rotoButens) meauimuckoro m3aenus: 123112, T MOCKBA, BH.TEP.I". MYHMULIMITAJIBHBIN
OKPYT ITPECHEHCKUI1, HAB IIPECHEHCKAS, /1. 10;

9. HauMeHOBaHWE OpraHU3aIyy - TPOU3BOIUTEIS METUITMHCKOTO H3/ICIHS WIH OPTaHU3aIuH
usrotoputesst MmeaunuHckoro usnenus: Covidien LLC ("Kounuen JIJIC");,

10. MecTo HaxOKICHHS OPraHU3aIlH - POU3BOIUTEIS METUITTHCKOTO H3/ICITHUS HIIH OPTaHH3aIHH
W3TOTOBUTENS MeTUITMHCKOTo m3aenus: 15 Hampshire Street, Mansfield MA 02048, USA;

11. FOpunudeckuii apec opraHu3aliy - MPOU3BOIUTENS METUITMTHCKOTO U3/ICTHUS HIIM OPTaHU3aIHH
W3TOTOBUTENSI MeauIMHCKOTO M3nenus: 15 Hampshire Street, Mansfield MA 02048, USA;

12. OKII/OKII/2: 32.50.13.190;

13. Kitacc moTeHIIMaIbHOTO prUCKa MPUMEHEHHSI MEAUIIMHCKOTO U3/IeNIHs B COOTBETCTBUHU C
HOMEHKJIATypHOH Kiaccuukanue MeIUIMHCKUX H3CIIHNA, yTBEpK1aeMoli MUHUCTEPCTBOM

3npaBooxpaneHusi Poccuiickoit @enepanuu: 2a;

14. HazHaueHne MEIUIIMHCKOTO U3/IEHs, YCTaHOBJIEHHOE Mpou3BoauteneM: [Ipeanaznaueno ams
CO3aHUS SHAOCKOMUYECKOT0 HHCTPYMEHTAIBHOTO MOPTA MPU THHEKOJIOTUYECKUX, OOLITIX

3.6,Z[OMI/IH8.JIBHBIX, TOPAKaJIbHBIX U YPOJIOTHUYCCKHUX OIICPAILUAX;



15. Bun MeIuIMHCKOTO M3/ENIHsI B COOTBETCTBHH C HOMEHKJIATYPHOU KJIaCCH(PUKAIMEH METUIIMHCKUX
U3JIENNH, yTBepkKIaeMoil MuHucrepcTBoM 3apaBooxpanenus Poccuiickoit ®denepanun: 268040;

16. Anpec mecTta MPOU3BOACTBA 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/UI O B3aMMO3aMCHACMBIX MCIUITMHCKUX U3ACIIUAX: |

18. Moaean MeIUITMHCKOTO U30CIIHS:

Kona Buaa HanmeHoBaHHE MoIeIH

268040 7. Kanrons yHuBepcaibHas riaakas VersaOne,
muamertp: 12 mm, juna: 100 MM crangapTHas, B

COCTaBcE:

268040 6. Kantonsa yauBepcanbHast pukcupyromas
VersaOne, nuametp: 12 mm, amuna: 150 MM

JJINMHHAasA, B COCTaBEC:

268040 5. Kantons yHuBepcasibHas (GUKCHpYOIIast
VersaOne, quamertp: 12 mMm, qyuna: 100 mm

CTaHJapTHas, B COCTaBC:

268040 4. Kantons yHuBepcaabHas (GUKCUPYIOIIast
VersaOne, quametp: 11 mm, anuna: 100 MM

CTaHOapTHas, B COCTaBC!:

268040 3. Kantonsa yauBepcanbHast pukcupyromas
VersaOne, nuametp: 5 MM, jymmHa: 150 Mmm

JJINMHHAasA, B COCTaBEC:

268040 2. Kanrons yHuBepcangbHas GUKCUPYIOLIAs
VersaOne, nuametp: 5 mm, ainuna: 100 mm

CTaHJdapTHas, B COCTaBC!:

268040 1. Kantons yHHBepcalibHasE GUKCHPYIOIIIAs
VersaOne, quametp: 5 MM, JuinHa: 70 Mm

KOpOTKas, B COCTaBC:

Brimucka Beiiana deepalibHOM CITyk00ii 10 HaI30py B chepe 3MpaBOOXPaHEHUS K HOCUT
nH(GOPMAIIMOHHBIN XapaKTep.



AOKYMEHT ITOAIIMCAH
SJIEKTPOHHOU ITOAIINCBIO

Cepruduxar: F671E30B77AF3D7D9AS51F071091F24FAC690FB4A

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

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




