





AEKJIAPAIINSA O COOTBETCTBHAHA
OO0mecTBO ¢ OrpaHHYeHHOM OTBETCTBEHHOCTHIO '"MeaTpoHuk"';
000 "MearpoHuk"

(HauMeHOBaHKeE OpraHHIaLMH WiH GaMUHA, HMA, OTHECTBO HHAHBHAYATEHOTO NPEANPHHUMATENS, MPUHABILUX EKapalMio O COOTBETCTBHH)
Mesxpationnas uncnekius @eaepansHoil Hamoropoit ciyx06s1 No 46 o r. Mockse , 30.01.2008

CBEACHHA O perucTpaurH opraHu3aludd HNH HHAHBHIYaJIbHOIO NPEANPHHUMATENA

OI'PH 1087746137247

(HaHMEHOBAHHE PErUCTPHPYIOILETO OpraHa, AaTa perucTpaLyi, perHcTpauHOHHbI HOMEP)
Anpec: 123317, r. Mocksa, IlpecHenckas HaGepexxHas, a. 10,
TenaedhoH: +7 (495) 580-73-77, dakc: +7 (495) 580-73-78

(anpec, Tenedon, dakc)
B mune I'eHepanbHoro mupextopa [lnscynopoit Enensl BuktopoBHEI

(momkHOCTb, (haMHINA, HMS, OTYECTBO PYKOBOJHTENA OPraHH3aLUHH, OT MMEHH KOTOPOH NPUHHMAETCA eK1apaLus)
3asBIIieT, YTO IInacTeips reMocTaTH4eckHii Veriset, BApHaHTHI HCMOJIHeHHA: -2 X 4 ¢cM; -5 x 10
-8 x 16 cm.

(HanMeHOBaHMe, THM, MapKa NpoAyKuKH (YCAYrH), Ha KOTOPYIO PaclpoCTpaHAeTCa AeKiapatus)

Koa OKIIJ2 21.20.24.160 Koa TH B3 /1 3005 90 990 0

ko OK 005-93 u (mnu) TH B3] CHI s OK 002-93 (OKYH), cBeneHns o cepuiiHOM BBINYCKE HIK MAPTHH
CepHiiHBII BBITYCK

(HoMep mapTHH, HOMEpPa H3AENHil, PEKBH3HTBI A0roBOpa (KOHTPAaKTa), HaKnaaHas)
“Kosuguen Jlnc”, CIIIA, Covidien Lic, 15 Hampshire Street, Mansfield, MA 02048, USA. MecTo
npou3BoAcTBa MeguuuHcKkoro n3geaus 1. Covidien Llc., 15 Hampshire Street, Mansficld, MA 02048,
USA. 2. Covidien, 15 Crosby Drive Bedford, MA 01730, USA. 3. Covidien, 60 Middletown Avenue,
North Haven CT 06473, USA.

HaUMCHOBAHUEC U3TOTOBUTENA, CTPaHb! H T.I.

cootBercTBYyeT TpeboBauusm: I'OCT P 53498-2009, TOCT P 52770-2016, 'OCT ISO 10993-1-2011,
I'OCT ISO 10993-4-2011, 'OCT ISO 10993-5-2011, I'OCT ISO 10993-10-2011, I"'OCT ISO 10993-12-
2015

(0603HaueHe HOPMaTHBHLIX JOKYMEHTOB, COOTBETCTBHE KOTOPLIM NOATBEPKAEHO AaHHOI Aeknapaumeit, ¢
yKa3aHHeM NyHKTOB 3THX HOPMAaTHBHbIX JOKYMEHTOB, COAEPKALMX TpeGOBaHHS ANg AaHHOI npoaykKuuH (YCmyru))

Jexnapauus npuHATa Ha OCHOBaHHH: IPOTOKOJA TexHUYeckux HcnbiTanuii Ne 2019.TD-24.10CD ot
04.10.2019 OO0 WJILI "MenTectIIpu6op", per. Ne POCC RU.0001.21MI126 ot 22.07.2015; npoTtokona
TOKCHKOJIOTHYECKHX HCcCenoBanuii MeguiuHckoro n3aemus Ne 46151 ot 21.10.2019 r. JIabopaTopHbIii
ueHtp OO0 "Llentp Konrpons Kauecrsa OHLY", att. akk. Ne POCC RU.0001.21PK75 ot 12.08.2014
Perucrpannonnoe ynocrosepenue @enepainbHoii ciry 65! o Haa30py B cdepe 3ApaBoOXpaHEHUS
(POC3APABHA30P) Ne P3H 2015/2929 ot 31.10.2016

(MHbopMaLINs 0 AOKYMEHTaX, ABNAIOLMXCA OCHOBAHHEM AN NMPHHATHA AeKNapaLuH)

Hata npunsartus nexnaparuun 08.11.2019

Jexnapanus o COOTBETCTBHH JAEHCTBUTENBHA 10 08.11.2022

M.IL . ) “liscynosa Enena BukroposHa
s CaTpOMMK"  \* (uHUIKANEI, aMUITHS)
LW\
Llabzlltyc mpany
Medtronjce -

HAMMEHOBAHHE 11 ANPEC OPraHa MO CEPTHHHKALNH,

n Muépuuku, oM Ne 3, kopmyc 1, atax 3, mom.1, xom. 26 Tenedon: +7 (495) 783-42-17

3aperHCTpPHPOBABIIErO AEKNAPALMIO)
-US.MIM118.B.01818/19 ot 08.11.2019 no 08.11.2022
P A . doxo

(nara perucTpaunH ¥ perucTpaLHonHbiil HOMED AeknapauiH)
(noanuck, HHKUMANE!, HaMUKA PYKOBOAHTEA OpraHa no cepTudhukaLiu)



