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

HU3r0TOBJIEHHE MeIUIIUHCKUX U3/1eJIUil, 10 cocTosiHUIO HAa 14:48 26.12.2025 1.

(cdopmupoBana Ha uHTEpHET-TIOpTaie Poc3apaBHam30pa)
1. YaukanbHbI HOMEpP peecTpoBoii 3anucu: 193904;

2. Peructpanmonusiii Homep Menuiackoro m3aenus: P3H 2022/18418 (EPYJI - '004-00110-
00/02938747);

3. JlaTta rocy1apcTBEHHOM perucTpaliui MEIUIIMHCKOTO U3/eN1s/BHECEHUS U3MEHEHUH B
MeauIHcKoe n3nenue: 12.12.2025;

4. CpoK IeCTBUS pETUCTPALIMOHHOTO YAOCTOBEPEHUA: beccpouHo;

5. HaumeHoBaHNME MEAMIIMHCKOTO U3JIENHSL: DIIEKTPOJL AIEKTPOXUPYPTUUECKUI MOHOIIOSIPHBIN
Valleylab. BapuanTte ucniosHeHus:

1. DnekTpon - ckanpnens (tun "'octpue") 6.5" (16.51 cM) B KOMIUIEKTE ¢ HUHCTPYKIIUEH O
IPUMEHEHUIO.

2. DNEKTPO/I - MAapHUK S MM B COCTaB€ ¢ MHCTPYKIIMEN 10 MPUMEHEHUIO. 3. DIEKTPOJ - CKaJIbIIEIb C
HiecTUrpanHbiM gukcatopom 2,4" (6.2 cM) B KOMIUIEKTE ¢ HHCTPYKIIUEH IO IPUMEHEHHUIO.

4. Uronpyatslii anexktpon 6.5" (16.51 cM) B KOMIUIEKTE ¢ HUHCTPYKIUEHN 10 IPUMEHEHHUIO.

5. Urompuatsrii anektpox 2.8" (7.2 cM) B KOMIUIEKTE ¢ HHCTPYKITUEH TIO MPUMEHEHHIO.

6. DIEeKTpOA - MUKPOUIJIA IPSIMON 2 CM B KOMIUIEKTE C MHCTPYKLUEH 110 TPUMEHEHHUIO.

7. DNEKTPOJ - MUKpOUIJIa IPSMOM 3 CM B KOMIUJIEKTE C MHCTPYKLMEN IO IPUMEHECHHUIO.

8. DNEeKTpOJa - MUKPOUTIIa U30THYTHIN, 3 c¢M ( yrou 45 ), ¢ u3ruéom B 3 MM OT KOHYHKA UTJIbI B
KOMIUIEKTE C MHCTPYKLUEH 110 IPUMEHEHUIO.

9. DIIEKTPOJ - MUKPOUTJIa H30THYTHIN, 3 cM ( yroi 45), ¢ u3rubomM B 1 CM OT KOHYHKA WUTJIbI B
KOMIUIEKTE ¢ MHCTPYKLUEHN 110 IPUMEHEHUIO.

10. WrosnpyaThlii MUKPO3JIEKTPOA U30IUPOBAHHBIA 9 CM B KOMIUIEKTE C HHCTPYKLHUEH 1O

IMPUMCHCHHIO.

6. HaumeHnoBanue opranu3anuu - yrmoJHOMOYEHHOTO TIPEACTABUTEINS POU3BOIUTENS (M3TOTOBUTEIIS)
MmeaunuHckoro u3aenns: OBIIIECTBO C OI'PAHUYEHHOU OTBETCTBEHHOCTBIO
"MEJITPOHUK";



7. MecTo HaXO0XACHUS OPTraHU3AIMH - YIIOJTHOMOYEHHOTO MPEACTABUTENS TPOU3BOIUTEIIS
(m3roroBurenst) meauimuackoro m3aenus: 123112, ' MOCKBA, BH.TEP.T". MYHHHHHAHBHHPI
OKPVYT HPECHEHCKHﬁ, HAB ITPECHEHCKAZ, 1. 10;

8. FOpunnyeckuii aapec OpraHu3aIiy - YIIOTHOMOYEHHOTO TPEICTABUTEIIS TPOU3BOIUTEIS
(m3roroBurenst) meauimuackoro m3aenus: 123112, ' MOCKBA, BH.TEP.T". MYHHHHHAHBHHPI
OKPVYT HPECHEHCKHﬁ, HAB ITPECHEHCKAZ, 1. 10;

9. HaumeHOBaHME OpTaHU3aIUH - IPOU3BOIUTEIS MEAUIIMHCKOTO U3JICIHSI T OPTaHUu3aIin
uszroroButens meaunuHckoro usaenus: Covidien LLC, USA ("Kouauen JUJIC", CIIIA);

10. MecTo HaxOKICHHs OPraHU3alluH - IPOU3BOIUTENS METUITTHCKOTO U3/ICTHUS WIIK OPTaHU3aIHH
M3TOTOBUTENSI MeauIMHCKOTO M3nenus: 15 Hampshire Street, Mansfield MA 02048, USA;

11. FOpunnyeckuit apec opraHu3aliy - MPOU3BOIUTENS METUITMHCKOTO H3ICTUS UIIM OpTaHU3aliH
M3roToBUTENSI MeauuHCKOTO M3nenust: 15 Hampshire Street, Mansfield MA 02048, USA;

12. Ctpana opraHu3amyu - MPOU3BOIUTENS] MEAUIIMHCKOTO U3ICITUS WU OPTraHU3alUH - U3TOTOBUTEIIS
MeaunuHckoro u3naennsa: CoequaeHubie 1ITaThr;

13. OKII/OKIIA2: 32.50.50.190;

14. Kinacc moTeHIIMAIBHOTO pHUCKa MPUMEHEHHS MEAUITMHCKOTO U3/IeNHs B COOTBETCTBUH C
HOMEHKJIaTypHOU Ki1accuuKanue MeIUIIMHCKIX U3IENHiA, yTBepkKaaeMoil MUHHUCTEPCTBOM

3apaBooxpanenus Poccuiickoit deneparuu: 20;

15. HazHauenne MEIUIMHCKOTO U3/IENNs, YCTAHOBJICHHOE pou3BoauTesieM: [IpeqnasHauensl ais
BBITIOJIHEHMSI Pa3pe30B U KOATyJISIUU MATKUX TKAaHEW B XOJ€ MPOBEACHUS TPAAULIMOHHBIX

ANEKTPOXUPYPIUUECKUX ONIEpaLuil.;

16. Bu MeIUIIMHCKOTO M3/ENHsI B COOTBETCTBHH C HOMEHKJIATYPHOU KJTaCCH(PUKAIMEH METUIIMHCKUX
U3JIeNNH, yTBepkKaaeMoil MuHucrepcTBoM 3apaBooxpanenus Poccuiickoit ®denepanuu: 332350;

17. Anpec Mecta mpoOU3BOCTBA MU H3rOTOBIIeHUs Meauimackoro usnenus: 1. Covidien LLC, USA
("KoBumuen JIJIC", CIIIA), 6044 Longbow Court, Boulder Colorado, 80301, USA. 2. Covidien, 60
Middletown Avenue, North Haven, CT 06473, USA. 3. Covidien, Boulevard Insurgentes 19030,
Libramiento, 22225 Tijuana, B.C., Mexico. 4. Venusa de Mexico S. de R.L. de C.V. a Lake Region
Medical Company, Calle Hertz 1525, Parque Industrial Antonio J. Bermudez, Chihuahua, 32470

Ciudad Juarez, Mexico;

18. CBCI[GHI/IH 0 B3aMMO3aMCHACMBIX MCINIIMHCKUX U3ACIIUAX: |



19. Monenn MeTUIIMHCKOTO U30CIIHS:

Kox Buna

HaumenoBanue Moaean

332350

DIIEKTPOJI IECKTPOXUPYPTUUECKUN
MoHomnossipHbIi Valleylab 10. Mronbuatsrii

MUKPO3JIEKTPOJ] U30JIMPOBAHHBIN 9 cM

332350

DNEKTPO. IEKTPOXUPYPrHYCCKUN
MoHonossipHbIi Valleylab 9. Dnekrpos -
MUKPOUIJIa U30THYTHIN, 3 cM ( yroma 45), ¢

H3ruOoM B 1 CM OT KOHYHKA HIJIBI

332350

DNeKTPO IEKTPOXUPYPrUUECKH
MoHomnoJisipHbIA Valleylab 8. Dnexrpor -
MUKPOWTJIa U30THYTHIN, 3 cM ( yrom 45 ), ¢

HA3ruOOM B 3 MM OT KOHYMKA MIJIBI

332350

DJEKTPOJI JICKTPOXUPYPTHUCSCKHI
MoHomoJsIpHbIA Valleylab 7. Dnexrpon -

MHKPOUTJIA MPSIMOI 3 cM

332350

DNEeKTPO IEKTPOXUPYPrUIECKUM
MoHonoJisIpHEIA Valleylab 6. Dnextpor -

MHUKpPOUTJIa MPSIMOH 2 cM

332350

DIIEKTPOJI IECKTPOXUPYPTUUECKUN
MoHonossipHbIi Valleylab 5. Mronpuatsiii
anexktpon 2.8" (7.2 cm)

332350

DEeKTPOJ IIAEKTPOXUPYPrHUECKHHA
MoHonossipHbli Valleylab 4. Uronpuateiii
anekTpon 6.5" (16.51 cm)

332350

DNEeKTPO IEKTPOXUPYPrUIECKUMA
MoHomnoJisipHbId Valleylab 3. Dnexrpon -

CKaJIBIIEJIb C IIECTUTPaHHBIM ukcatopom 2,4"
(6.2 cm)

332350

DNeKTPO. IEKTPOXUPYPrHUECKUT
MoHonossipHbIi Valleylab 2. Dnekrpos - mapuk 5

MM

332350

DNEKTPO dNEKTPOXUPYPTrUICCKHIA
MoHomnoJisipHEIA Valleylab 1. Dnexrpon -

ckainpIens (tun "'octpue") 6.5" (16.51 cm)

Brimucka copmupoBana Ha oduiinaabHoM caiite denepanbHOM ¢iry>kO0bI IO HaI30py B cdepe

3npaBooxpaHeHus B cetn UHTepHeT: https://roszdravnadzor.gov.ru/.



https://roszdravnadzor.gov.ru/

JAOKYMEHT TTOAIIMCAH
OJIEKTPOHHOU ITOAITNCBIO

Cepruduxar: F671E30B77AF3D7D9AS51F071091F24FAC690FB4A

Komy seinan: ®EJEPAJIBHAS CJYKBA 110 HAZI3OPY B COEPE 3JIPABOOXPAHEHUSA

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




