AEKJTAPAIIASA O COOTBETCTBHHA

O6mecTBo ¢ OrpaHUeHHOH 0TBeTCTBeHHOCTLIO "Mearponnk"; 000 "Menrponnk"

(HaMMEHOBAHHE OPTAHUIALMH MM (GaMUTHA, UMS, OTYECTBO HHIANBHIYANLHOTO NIPEANPUHHMATENS, OPHHSBIINX JEKAaDALHIO O COOTBETCTBHH}
Mexpaitoanas uncnexnys OereparbHoi HAIOToBOi ey k6uI Ne 46 o 1. Mockee , 30.01.2008

CBEJCHHA O PErHCTPALHM OPraHH3alHHE MW HHIMBHAY ATLHOTO NpeAnprHAMAaTEes

OI'PH 1087746137247

(HaHMGHOBaHHE perHCTpprml.uero QPT"aHa, Jara perucrpaum{, peruc’rpaul‘lo I-IHl:lﬁ HDMEEP)
Anpec: 123317, r. Mocksa, [Ipecnenckas Ha6., 1. 10, Tenedon: +7 (495) 580-73-77, daxc: +7 (495) 580-73-
78

(anpec, Tenedon, daxe)
B JIUIIE FeHepaJIbHOFO JHPEKTOpa HIISICYHOBO]E Enenn BHKTOpOBHE{

{ROMKHOCTH, hamilius, MM, OTUECTBO PYKOBOAKTENS OPraHH3alid, OT HMEHH KOTOPOH ApUHUMAETeA Aekiapauns)

3asBisier, 4To DJEKTPOKAPAUOCTHMYASITOP HMILTanTHpyembIii Ensura DR MRI SureScan ¢
IPHHANICKHOCTAMHI

(HauMeHOBatHe, THTI, MapKa TIPOJYKIIN (YCNYTH), HA KOTOPYIO PACHPOCTPAHACTCA JCKIIapaLus)

Kox OKITA2 26.60.14.110 Kox TH B3I 9021 50 000 0

ko OK 005-93 u (unu) TH B3] CHI" unu OK 002-93 (OKYH), cBe/ienun 0 ceprifHOM BHITYCKE WU MAPTHH
CepuitHbI BRITYCK

(HOMep napTHH, HOMEPa U3e i, PEKBHIHTE ZOTOBOPA (KOHTPAKTA), HAKITAAHAL)

"Menrponnk Uuk.", CIIIA,
Medtronic Ine., 710 Medtronic Parkway N.E., Minneapolis, MN 55432, USA

HAHUMCHOBAHHE H3TOTOBHTEN, CTPAHBI H T.0.

coorBercTByer Tpebopanuam: I['OCT P 50444-92 (Pa3n.3,4), 'OCT P 50267.0-92 (M3OK 601-1-88),
I'OCT 31212-2003, T'OCT P 52770-2016, T'OCT ISO 10993-1-2011, TOCT ISO 10993-4-2011,

I'OCT ISO 10993-5-2011, T'OCT ISO 10993-6-2011, 'OCT ISO 10993-7-2016, TOCT ISO 10993-10-2011,
I'OCT ISO 10993-11-2011, 'OCT ISO 10993-12-2015

(oBoznauenue HDpMd‘mBHbIX ZOKYMEHTOB, COOTBETCTEHE KOTOPLIM MOATBEPHCACHO AGHHOM JEKIapaineii, ¢ YKaIaHHEM NYHKTOB 3THX HOPMATHBHEIX
JIOKYMEHTOB, COAepKaIX TpeGoBaHus A JaHHOI npoayKumy (yenyru))

Jlexnapanus TpHHSATA HA OCHOBAHMM: IPOTOKONA TexHMYeckux ucenpitanmii Ne 2020.TD-19.06CD ot
29.06.2020 r. OO0 M "MenTectlIpuGop", arr.akk, Ne POCC RU.0001.21MI126 ot 22.07.2015 r.;
MPOTOKOJIA TOKCHKONOrMueckux Mcnbiranuii Ne 504-0611 ot 29.06.2020 r. MUJI OO0 "LKK Buonaitg",
arT.akk. Ne RA.RU.211[KO01 or 22.07.2015 r.

Perucrpanuonnoe ynoctosepenue @enepansHoi cayxObl 1o Hajzopy B cdepe 3apaBoOXpaHeHMs
(POC3IPABHAJI30P) Ne P3H 2014/2270 ot 17.04.2017 r.

(mld:opmamm O NOKYMEHTax, ABAAIOIINXCA OCHOBAHHEM JUTA [PHHATHA nexnapaunu)

Jara npusstas gexnapanun  29.06.2020
Hexnapaiys 0 COOTBETCTBUM JSHCTBHTEIbHA 10 29.06.2023

ILnsicynoBa Enena BukTopoaa
(wHANHAIEL, (aMIITH)

CBe//HLm 0. PETHCTPALIMH JEKIapAlii O COOTBETCTBAM

Ky L, CEPTUOUKAIIAN U JEKJIAPUPOBAHM ST, No RA.RU.11MII18

B/ e, 7D% 8, (HaNMEHOBAHUE M APEC OPraHa N0 CepTHHKALILM,
e oicha . Muéramky, oM Ne 3, kopnye 1, stax 3, mom. 1, kom. 26 Tenedon: +7 (495) 783-42-17
fa ;\;» 3APErUCTPHPOBABILIEND AEKNAPALHIO)
\e! J/0-US.MIM18.B.03033/20 ot 29.06.2020 gencreyeT o 29.06.2023
& NG 5 (maTa perucTpAL 1 PETHCTPALIMOHHbLI HOMEp Jeknapalmi)

2,
: “
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A . loxo

GO IIe 100
\Mf/ (noanucek, HHHUHANbL, GAaMUNUG PYKOBOANTENA OPraHa Mo cepTHhHKaLIL)



t~2

DNEKTPOKApIUOCTUMYIIATOP UMILTaHTHpYeMbli Ensura DR MRI SureScan ¢ npiHauiexHOCTIMHU:
Momnens ENIDROI.

ITpuHanneKHOCTH:

1. K04 ¢ TapupOBaHHBIM YCHIIAEM.

2. MHCTpY KIS IO DKCILTY aTaIliH.

3. MUmerpykmma no oxemmyaranuy #a CD-ROM.

MecTto npou3BozcTBA!

1. Medtronic Puerto Rico Operations Co., Juncos, Road 31, Km. 24, Hm 4, Ceiba Norte Industrial Park,
Juncos, PR 00777, USA.

2. Medtronic Europe Sarl, Route du Molliau 31, Case Postale, 1131 Tolochenaz, Switzerland.

3. Medtronic Inc., 8200 Coral Sea St., Mounds View MN 55112 USA.

4. Medtronic Singapore Operations Pte. Ltd., 49 Changi South Avenue 2, Nasaco Tech Centre, Singapore
486056, Singapore.

ILisicynosa Esiena BuxkToposha
(vHMLMANB], (aMUIIHs)

CBeneHml 0 PErHCTPALHMH ACKIIAPAIIEH O COOTBETCTBUHU
) (LTEITP. CEPTUOUKALIMA U JEKJIAPUPOBAHMSI», No RA RU.11MITI8

(HaHMEHOBAHME M APEC OpraHa no cepridurarmm,

yo1. Muésumkw, gom Ne 3, kopryc 1, atax 3, mom. 1, koM. 26 Tenedon: +7 (495) 783-42-17
OencTByeT

33PErHCTPHPOBABLIETO ASKIApPALHIO)
0o 29.06.2023
(naTa perneTPalyy A PErHCTPALMOHHEIT HOMED JeKnapatim)

-US.MMN18.8.03033/20 ot 29.06.2020
s AJ. oxo

(noAnmcE, MHHURATH, GAMHANS PYKOBOANTENA OPraHa No cepTuduxalmn)

ia




