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

HU3r0TOBJIEHHE MeIUIIUHCKUX U3/1eJIUil, 1o cocTosiHuIo Ha 14:51 20.02.2026 r.

(cdopmupoBana Ha uHTEpHET-TIOpTaie Poc3apaBHam30pa)
1. YHukanbHbIM HOMEP peecTpoBoii 3anucu: 195587;
2. Craryc: [eticTByer;

3. Perucrparnmonnsiii Homep meaunuHckoro uznenus: P3H 2014/1386 (EPYJI - '004-00110-
00/02931242);

4. Jlata mepBUYHOM rOCYIapCTBEHHON PETUCTpAIlMU MeauImHcKoro m3aenus: 27.01.2014;
5. Jlata BHeCeHUs U3MEHEHUM B MeAuIIMHCKOE u3acnue: 31.01.2026;

6. [lepuon nevictust Bepcun: ¢ 31.01.2026;

7. Cpok IeHCTBUS pErUCTPALIMOHHOIO yAOCTOBepeHusi: beccpouHo;

8. HaumenoBanue meaununckoro usnenus: Buneonapunrockon McGRATH MAC ¢
HPUHAAIEKHOCTAMUI

B cocrase:

- Buneonapuarockon McGRATH MAC;

- HHCTPYKIMA IO IPUMEHEHHUIO;

- KpaTKO€ PyKOBOJICTBO 110 Hayasry paboThl.

IIpunaiesxHOCTH:

. LCD XK-nucmneii nseTHo# 2,5 aroima.

. barapes nutueBas 3.6 B.

. Kimunaku n3ornyteie onnopaszoBsie McCGRATH MAC 1 50 mir./ynak. (e 6onee 50 ynak.).
. Kimuaku n3ornyteie ognopaszoBsie McCGRATH MAC 2 50 mir./ynak. (me 6onee 50 ymak.).
. Kimuaku uzornyteie onaopa3zoBbie MCGRATH MAC 3 50 mr./ynak (He 6osee 50 ynax.).
. Kimunaku n3ornyteie onnopazossie MCGRATH MAC 4 50 wit./ynak (e 6osee 50 ynaxk.).
. Kimuuku uzorayteie onnopazoBeie McGRATH X blade X3 10 mt./ynak (He 6onee 50 ymak.).

o0 N N L R~ WD~

. @yTisip 11t BUAeonapuHTockomna (He 6omee 50 ymnak.).



9. HaumeHoBaHue opraHu3aliy - yIIOJIHOMOUYEHHOTO MPEACTaBUTENS] IPOU3BOAUTENS (M3TOTOBUTEIS)
MmeaunuHckoro u3aenus: OBIIIECTBO C OI'PAHUYEHHOU OTBETCTBEHHOCTBIO
"MEJATPOHUK";

10. MecTo Hax0I€HHsI OPTAaHU3AIMH - YIIOJTHOMOYEHHOTO TIPEICTABUTEIS PONU3BOTUTENS
(m3roroBurenst) meauimuackoro m3aenus: 123112, ' MOCKBA, BH.TEP.T". MYHHHHHAHBHHPI
OKPVYT HPECHEHCKHﬁ, HAB ITPECHEHCKAZ, 1. 10;

11. FOpunndeckuii aapec OpraHu3aIliy - YIIOJTHOMOYEHHOTO TPEICTABUTEIIS POU3BOIUTEIS
(w3roroBurenst) meauimuackoro m3aenus: 123112, . MOCKBA, BH.TEP.T". MYHHHHHAHBHHPI
OKPVYT HPECHEHCKHﬁ, HAB ITPECHEHCKAZ, 1. 10;

12. HammeHOBaHWE OPTaHU3AIMH - IIPOU3BOIUTEIS MEIUIIMHCKOTO U3CIINS WITH OpraHU3aIluu
usroroButens meguimackoro u3aenus: Covidien LLC (Kosuauen JUIC);

13. MecTo HaxOKICHHs OPraHU3alliH - IPOU3BOIUTENS METUIITHCKOTO U3/ICTHS WIIM OPTaHU3aIHH
M3TOTOBUTENSI MeauIMHCKOTO M3nenus: 15 Hampshire Street, Mansfield MA 02048, USA;

14. FOpuandeckuit aipec OpraHu3aliy - MPOU3BOIUTENS METUITMHCKOTO M3/ICIUS UIIH OpTaHU3aliH
M3roToBUTENSI MeaunuHCKOTO M3nenust: 15 Hampshire Street, Mansfield MA 02048, USA;

15. Ctpana opraHu3amyu - MPOU3BOIUTENS] MEAUIIMHCKOTO U3ICTUS WU OPTaHU3alUH - U3TOTOBUTEIIS
MeaunuHckoro u3nenus: CoequaeHubie 1ITaThr;

16. OKII/OKIIA2: 26.60.12.126;

17. Kinacc moTeHIIMaIBHOTO pHUCKa MPUMEHEHHS MEAUITMHCKOTO U3/IeNIHs B COOTBETCTBUH C
HOMEHKJIaTypHOU Ki1accuuKanue MeIUIIMHCKIX U3IENHiA, yTBepkKaaeMoil MUHHUCTEPCTBOM

3apaBooxpanenus Poccuiickoit denepanuu: 2a;

18. HazHauenne MEIUIMHCKOTO U3/IET1s, YCTAHOBICHHOE MPOU3BOINUTENIEM: BH1€0IapuHroCKOI
McGRATH MAC u ognopazossle kinHkH gapuHrockona McGRATH npennasHadeHs! 11
MCIIOJIb30BaHUsl 00yUYE€HHBIMU U JIMLIEH3UPOBAaHHBIMU CHELUATUCTAMHU C LENbIO MOTYUYEHHS
n300paKeHMsI FOJIOCOBBIX CBA30K BO BPEMs IIPOBEACHUS MEIULIMHCKUX NIPOLEAYP, OOBIYHO

JIAPUHT OCKOIINH, U I/IHTy6aI_II/II/I Tpaxeu.,

19. Bua MeIuIIMHCKOTO U3AETUsl B COOTBETCTBUH C HOMEHKJIATYPHOH Kiaccudukauein MequImHCKUX
W3AeNHi, yTBepxkaaeMoi MuHUCTEPCTBOM 3ApaBooxpaneHus: Poccuiickoit denepanuu: ;

20. Axpec MecTa MPOU3BOJICTBA WM U3TOTOBIICHUS MeauimHCKOTo u3nenus: 1. Covidien LLC
(Kosunuen JUJIC), 15 Hampshire Street, Mansfield MA 02048, USA. 2. Covidien, Avenue Henequen
No. 1181, Park Industrial Salvarcar, 32573 Ciudad Juarez, Chihuahua, Mexico. 3. Medtronic Sofamor
Danek USA, Inc., 4340 Swinnea Road, Memphis TN 38118, USA. 4. MediConcepts Technology
(Shenzhen) Limited, Bldg. 37, Tong Fu Ind. Estate, DaPeng New District, Shenzhen, 518120, China.



5. Vitaltec Corporation, No. 12, Lane 4-30, Chyuan-Zhou Rd., Hou-Li Dist., 42142 Taichung City,
Taiwan. 6. Plexus Electronica S. de R.L. de C.V., Paseo del Norte No. 4640, Guadalajara Technology
Park, Zapopan, Jalisco, 45010, Mexico. 7. Dongguan Worldtop Technology Co., Ltd., No. 3, Hongda
Street, Qingxi Town, Dongguan City, Guangdong Province, China;

21. CBenmenus o B3aMMO3aMEHIEMBIX MEIUIIMHCKAX U3ACTUIX: |

22. Monenu MeTUIIMHCKOTO U3AEIIN:

Brinucka copmupoBana Ha odunnansHoM caiite DenepanbHOii Cityk0bI O HAA30pY B chepe
3npaBooxpaHeHus B cetu MHTepHeT: https://roszdravnadzor.gov.ru/.

JOKYMEHT ITOIITUCAH
SJIEKTPOHHOM ITOAIUCHIO

Cepruduxar: F671E30B77AF3D7D9A51F071091F24FAC690FB4A

Komy Bbinan: ®EJEPAJIBHAS CJIYKBA 110 HAZI3OPY B COEPE 3IPABOOXPAHEHUS

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