





JAEKJIAPAIIA O COOTBETCTBUH

O01ecTBO ¢ OrpaHUYEHHOIT 0TBeTcTBeHHOCTHIO ""Menarponuk'; 000 "MearpoHuk'

(HaHMeHOBaHPIC OpraHH3alHHy WIH CbaMHJ'lPlﬁ, MM, OTYECTBO HHAWBHUAYAJIbHOIO NMPEANPUHUMATEISA, MPUHABIINAX ACKIIapalHxio O COOTBCTCTBHI/I)
MexpaitonHas nHcneknus DenepanpHoit Hamorosoit ciyk6s1 Ne 46 o r. Mockse 30.01.2008

CBEIICHHUA O PErUCTpalu OpraHU3aluuy WIM HHAUBHUAYAJbHOTO NMPEANPUHUMATEIIA

OI'PH 1087746137247

(HAaHMEHOBAHHE PErUCTPHPYIOLIErO OPraHa, JaTa PeruCTPaLiy, PErHCTPALMOHHBIN HOMED)
Anpec: 123317, r. Mockga, [Ipecuenckas HabepexxHas, 1. 10, Tenedon: +7 (495) 580-73-77,
dakc: +7 (495) 580-73-78

(ampec, TenedoH, dakc)
B mune  I'enepanpHOro gupexropa Ilnscynosoii Enensl BUKTOpOBHEI

(ZlOJI)KHOCTL, q)aMHHHSl, HMs, OTYECTBO PYKOBOAUTENA OpraHn3aunu, OT UMEHH KOTOpOﬂ NPpUHHAMACTCA IleKﬂaan,l/IX)
3asBIISIET, YTO TenepaTop aust paguovyactoTHoii abasimuu ClosureRFG:
B koMIuIeKTE: ‘
- CeTeBOM KaleJIb;
- PYKOBOACTBO N0 YKkciuryaTanun Ha CD nucke.

(HauMEHOBaHKe, THII, Mapka NPOAYKLHH (YCITyTH), Ha KOTOPYIO PACMpOCTPAHAETCs JEKIaparLus)

Kox OKIIJ2 26.60.13.130 Koa TH B2/1 9018 90 840 9

kox OKIT/I2 u (un) TH B3] CHI™ unu OK 002-93 (OKYH), cBeneHUst 0 CepHitHOM BBITYCKE MM NApTHH
CepuitHbIii BHITYCK

(HOMep mapTHH, HOMEpa U3AENHiA, PEKBU3UTHI J0roBopa (KOHTPAKTa), HAKJIAAHAs)

"Menrponuk Uuk.", CIIA,

Medtronic Inc., 710 Medtronic Parkway, Minneapolis, MN 55432, USA

MecTo Npou3BOACTBA:

1. Covidien Llc, 15 Hampshire Street, Mansfield MA 02048, USA.

2. Sparton Medical Systems Colorado, LLC, 4300 Godding Hollow Parkway, Frederick, Colorado
80504, USA.

3. Plexus Corp., 2400 Millbrook Drive, Buffalo Grove, IL 60089, USA.

HaAaWMEHOBAHHE U3rOTOBUTENIA, CTPAHLI U T.II.

cootBercTByeT TpeboBanusamM: ['OCT P 50444-92 (Pazn. 3, 4), TOCT P M3K 60601-1-2010, 'OCT P
MDOK 60601-2-2-2013, TOCT P M3K 60601-1-2-2014

(0603HaYeHHE HOPMATHBHBIX JOKYMEHTOB, COOTBETCTBHE KOTOPHIM MOATBEPKIACHO JAHHOI JeKIapalueii, ¢ yka3aHHEM MyHKTOB 3THX HOPMATHBHBIX
JOKYMEHTOB, COAepIKALIUX TpeGOBaHUs IS JAHHOM NPOAYKLMH (YCIyrH))

Jlexnmapanus OpHHITA Ha OCHOBAHHUHU: IPOTOKOJIOB UcmbITaHui NelNe 2015.TD-09.11CD, 2015.D-09.11CD
ot 09.11.2015 OO0 WJILI "MenTectIIputop", per. No POCC RU.0001.21MI126 ot 22.07.2015
Peructpammionnoe ymoctoBepenne DenepanbHOM CiIyXObl 1O Ham3opy B cdepe 3IpaBOOXpaHEHHUS
(POC3IPABHAJI30OP) Ne P3H 2015/2956 ot 22.08.2017

(qu)opmaul«m 0 JOKYMEHTaX, ABJIAIOLINUXCA OCHOBAHUEM JUIA TIPUHATHA nexnapam«m)

Jpanuu - 06.09.2017

BUH JEUCTBUTENIHHA O 06.09.2020

IlasicynoBa Enena BukroposHa
UCh) (wHAIHAITEI, (HaMUTTH)

CBenieHUs O PETHCTPalUy JEKIIapaliid O COOTBETCTBUU
P CEPTUOUKAIIMN U NEKJIAPUPOBAHUS", Ne RA.RU.11MII18

(HauMEHOBAHHE U aIPec OpraHa 1o cepTUhUKALMHY,

HEBHUKH, oM Ne 3, kopnyc 1 Tenedon: +7 (495) 783-42-17

3aperHCTPHPOBABLICTO ACKIApaLHIO)

POCC US.MIT18.7101490 ot 06.09.2017

(nata perucTpaLHy U perucTpaloHHbI HOMEp AeKIapaLuH)

P Al Toko

(moanuce, MHULMANBL, (paMHIIHS PYKOBOJMTENS OpraHa 1o cepTH(HKaLnn)




EBPAZUNCKUN DKOHOMUYECKHM COIO3
NEKJAPAIIUS O COOTBETCTBHUH

3asBHTedb, OOIIECTBO C OTPAHUYEHHON OTBETCTBEHHOCTRIO «MeATpOHHUK (YIIOJTHOMOYEHHOE
n3rotoutenem auno). OI'PH:1087746137247

MecTo HaXOXKIEHHUS U aIpec MeCTa OCYIIECTBICHUS TeaTebHOCTH: Poccuiickas Demeparus.
ropoa Mocksa. 123317, [Ipecnenckas Hab., 1.10, Tenedon: §4955807377, Anpec 3meKTpoHHOMH
nmoutkl: OXana.sapunova@medtronic.com

B JHue ['enepanbHoro nupexktopa [lnsicynoBoit Enensl BuktopoBHbI

3agBJIsIeT, 4To [ eHeparop ans paauodactoTHoi admsamuu ClosureRFG. - ceteBoif kabensb. -
PYKOBOJICTBO 10 3kcmuyaranuu Ha CD mucke.

m3roroBuTeNab "Medtronic Inc.", MecTo HaX0KIEHUS U aIpec MecTa OCYIIeCTBICHHUS
JeSTeTBHOCTH 110 H3rOTOBIeHHUIO Mpoaykimu: Coennnennsle [taTer, Medtronic Inc.. 710
Medtronic Parkway, Minneapolis MN 55432, USA. @unuansr:CornacHo npuiokeHnto Ne 1 Ha
1 nucre

Kox TH BOJI EADC 9018908409, Cepuiinblii BBITYCK

COOTBETCTBYET TpeﬁOBaHHHM

TP TC 020/2011 "DnekTpoMarHuTHas] COBMECTUMOCT TEXHUYECKHX CPEICTB"

I[eKJIapallllﬂ 0 COOTBETCTBHUH NPHHATA HA OCHOBAHHH

npotokomna ucneitanuii Ne 2017.D-121.11KE ot 25.10.2017 OOO HcnbITaTenpHbIi
nabopartopusli neHTp "MeaTectlIpubop", per. No POCC RU.0001.21MI126 ot 22.07.2015,
Cxema JexJIapipOBaHUs COOTBETCTBUSL: 11

JMonoaHuTe bHAsE HHPOPMATHA

Cpox cayx65s1 10 et yka3an U3roTOBHTENEM B TOKYMEHTAIIUK Ha MPOIYKIIHIO. Venopus
XPaHEHHUs CTaHAapTHBIE IIPYU HOPMAJIbHBIX 3HAYEHMSX KIMMaTHYecKuX (pakTopoB BHEITHEH
cpenbl. Cpok XpaneHus w3aenus He ycraHosneH. Tpedosanus TP TC 020/2011
"DNeKTpOMarHuTHas COBMECTUMOCTD TEXHUYECKHUX CPeICTB" COOM0Iat0TCS B Pe3yIbTaTe
npuMeHeHus Ha 106poBonpHON ocHOBe [[OCT P 51522.1-2011 (MBOK 61326-1:2005)
COBMECTUMOCTh TEXHUYECKUX CPEACTB JIEKTPOMArHUTHAs. DIEKTpUUYecKoe 000pyI0BaHUe IS
U3MEpeHHs, yIpaBieHus u nabopatoproro npumerenus. Yactes 1. O6mue TpeboBanus u
METO/IbI UCIIBITAHHH.

[InsacynoBa Enena BukropoBHa
(®.1.0. 3asBuTENN)

Perncrpanuonnslii Homep gekaapanun o coorsercTBun: EADC N RU JI-US.PII01.B.02912

HMaTa perucTpanun Jexkjgapanuu o coorsercreuu: 04.12.2017

T TR IIOG Y, e = e S 2o




TAMOXEHHbIA COO3
MPUITOXEHWUE N2 1 nuct 1

K OEKJTAPALIMM O COOTBETCTBWMM EA3C N RU O-US.PL|01.B.02912

CBefeHMA 0 AeKnapaumu O COOTBETCTBUM

1. Covidien Llc, 15 Hampshire Street, Mansfield MA 02048, USA.

3. Plexus Corp., 2400 Millbrook Drive, Buffalo Grove, IL 60089 USA.

2. Sparton Medical Systems Colorado, LLC, 4300 Godding Hollow Parkway, Frederick, Colorado, 80504, USA.

[MnscyHosa Enexa
BukTtopoBHa

noanunchb MHuumanbl, cbamvmvm




