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(POC3APABHAA3OP) o
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PETMCTPALIMOHHOE VAOCTOBEPEHMEW
HA MEAWLIMHCROE U3AEJIME
ot 10 mioas 2020 roga Ne P3H 2019/8103

Ha mMepunyHCKOE H3/ENne
Tounbiii guccextop LigaSure ¢ HAHOIIOKPLITHEM

Z giac"romue_e PETHCTPALIHOHHOE YIOCTOBEPEHUE BBIAAHO
[O6mecTBO € OrpaHUIeHHOil OTBETCTBEHHOCTDLIO "MeaTpoHHK'

1" (000 "Menrponuk"), Poccns, 123112, Mocksa, Mpecnenckas Hab., x. 10,9T1. 9,
il momem, III, xom. 41 '

IpousBoaMTeEIH

&7 J { i "Kosuauen JLIC", CIIIA,
1| Covidien LLC, 15 Hampshire Street, Mansfield. MA 02048, USA

) MeC'ro [IPOM3BOJICTBA MEIUIIMHCKOTO H3CIHs
~ Covidien LLC, 5920 Longbow Drive Boulder, Colorado, 80301, USA.

Homep peructpaiuonHoro focke Ne PJI-33925/41071 ot 18.06.2020
Kracc MOTeHMATIBHOTO PHCKA IPUMEHEHHS MEAMIIMHCKOTO H3ienus 20

Kon O6mepoccuiickoro kiaccupukaropa NpoAyKIMH 0 BAIaM 9KOHOMHUYECKOH
nesrenpaocTH 32.50.13.190

nprkasoM Pocaapasrazsopa ot 10 mroms 2020 roma Ne 59%E %« 75
[IOTILEHO K o6pamienmio Ha TeppuTopuy Poccuiickoit Deneattdnl /.

3

((jl 3amecTHTe]b PYKOBOAUTEJIH ®enepaibHOil CIyKObI X
il mo Ham3opy B cepe 3APaBOOXpPaHEHAA ~ ¥ JLIO. IlaBroxoB

£




AEKJIAPALIAST O COOTBETCTBUHU

O6mecTBO € OrpanNYeHHOIT 0TBETCTBEHHOCTHIO "Mearponnk'; OO0 "Mearponux"

(HAHMCHOBAKNC OpPraHIDAUMN WA ¢a.\um|u, HMA, OTHCCTBO HHAHBIIYANBHOIO npeanpuuiMaTens, npuHABUINX ACKJIApauHIo 0 COOTBCTCTBHH)

Mexpaitonnas nncnexius QesepaibHoii HATOroBoit cyx6s1 Ne 46 o r. Mockse ,30.01.2008

CBCACHUA O PCTHCTPALIMN OPraHu3atiu wnn HHIHBHIAYQNLHOIO npeanpHunMarens

OI'PH 1087746137247

(HAHMCHOBAHNE PETHCTPHPYIOLIErO Opraua, nata pericrpaunn, peructpawsionssiii nomep)
Anpec: 123112, r. Mocksa, [TpecHenckas Ha0., a. 10, 51.9, nom.III, kom. 41, tenedon: +7 (495) 580-73-77,
daxc: +7 (495) 580-73-78

(anpec, Tenedon, (akc)
B imue  Tenepansroro mupexropa ITnsicyroroit Enenbi BukTopoBHbI

(JIOMKHOCTD, (b&\uunm, HMA, OTHCCTBO PYKOBOAMTENS Opranusauuin, oT HMEHH KOTOpOﬁ NnpHHIMAacTCa ncxnapau.lm)
3asBigeT, uTo Tounbrii auccexrop LigaSure ¢ HAHOMOKPBITHEM

(HQUMCHOBAKIE, THT, MAPKA NPOYKLUIN (YCAYTH), HA KOTOPYIO PACIPOCTPAHAETCA JICK/IapaLLis)

Kox OKIIT2 32.50.13.190 Kox TH BT 9018 90 840 9

k01 OK 005-93 u (wan) TH BOJ{ CHI™ wau OK 002-93 (OKVH), ceenenns o cepitiinion BBLINYCKE IUTH MapTiH
CepHiiHblii BBITyCK

(Homep mapTiw, Homepa H3IC/HH, PEKBH3ITEI 10roBOpa (KOHTPAKTA), HAKTaHAA)

"Kosuauen Jline", CIIA,

Covidien Llc, 15 Hampshire Street, Mansfield, MA 02048, USA
MecTo npon3BoaCTBA MEIHIMHCKOrO U3 eI
Covidien LLC, 5920 Longbow Drive, Boulder, Colorado, 80301, USA

HAHMCHOBAHHE H3rOTOBHTEA, CTpaHel K T.M.

COOTBETCTBYET TpeboBanusiM:  ['OCT P 50444-92 (Pasn. 3, 4), TOCT P M3K 60601-1-2010, TOCT P
MD3K 60601-2-2-2013, TOCT P 52770-2016, I'OCT ISO 10993-1-2011, TOCT ISO 10993-4-2011, TOCT
ISO 10993-5-2011, TOCT ISO 10993-7-2016, TOCT ISO 10993-9-2015, TOCT ISO 10993-10-2011,
['OCT IS0 10993-11-2011, TOCT ISO 10993-12-2015, TOCT ISO 10993-13-2016

(o6o3HaueHne HOpMATHBHBIX AOKYMCHTOB, COOTBCTCTBHC KOTOPbIM NOATBEPKIACHO AAHHOI Jleknapaumeii, ¢ yKkasaHueM MyHKTOB ITHX HOPMaTHBHBIX
JOKYyMEHTOB, CoaepKalx TpeGoBanus i aaHHoit npoaykuuu (ycayru))

Jlexnmapanys npuHsATa Ha OCHOBAHHK: IIPOTOKOJIa TEXHHYECKUX UcrbITanuit Ne 2018-688.1 ot 12.09.2018 r.
I AO "HesaBucumsrii UHCTUTYT UCHBITAHHH MEAMLUHHCKON Texuuku". arr.akk. Ne POCC
RU.0001.517966 ot 15.04.2015 I'.; IPOTOKOJIA TOKCHKOJIOTHYECKUX HCCIIEN0BAHUN MEAUIIMHCKOTO U3/Ie/THs
Ne 29345 or 10.09.2018 r. JlaGopatopusiit nertp OO0 "L{entp Kontpons Kauectsa OHIL[", arT.akk. Ne
POCC RU.0001.21PK75 ot 12.08.2014 r.

Perncrpanmonnoe  ynoctoseperue ®enepanbHoll cyx0bl 10 Hamopy B cdepe 3paBOOXPaHEHHS
_(POC3IPABHAJI30P) Ne P3H 2019/8103 ot 10.07.2020 r.

(HH(‘JOPM&[UUI O JIOKYMCHTAX, ABJIAIOIHXCA OCHOBAHHCM JUIS NPHHATHA aex:mpamm)

Hata npuastus nexnapamuu  14.07.2020

BPALTHS. O COOTBETCTBUM JIEHCTBUTEIBHA 10 14.07.2023

Ilnsicynora Enena Buktopoaa
(nHHIMAITBI, haMuITHS)

AC G €
O0OATIEHTR I

(HaHMCHOBAHIIC 1 APEC OpraHa No cepTH(UKALIN,
€BHHKH, 11oM Ne 3, kopryc 1, atax 3, mom. 1. koM. 26 Tesieon: +7 (495) 783-42-17

3apCrucTpHpPOBABLUCIO ACKAAPALINIO)

|
,Q,S.Mn1 8.B.03084/20 ot 14.07.2020 gencTBYeT Ao 14.07.2023
. (naTa perucTpaLuti i peryCTPALONHEIL HOMEp ACKIapaLut)

ﬂ’ AL Toxo

(noamuCE, MHILIATEL, (PAMILTIA PYKOBOTEAS OPraHa 1o cepTiduxatunt)




EBPA3ZUMNCKUIN DKOHOMHUYECKH COIO3
NEKJAPAILIMSI O COOTBETCTBUM

3asgBuTean OOLIECTBO C OFpaHH‘{eHHOﬁ OTBETCTBEHHOCTBIO ((Me,IITpOHHK)), (ynonHomoquHoe H3TOTOBHTECIICM

JHLIO HA OCHOBAHHMH JOTOBOPA Ha BBINOJIHEHHE $YHKLMI HHOCTpaHHOro u3rotosutens Ne 2019/01 ot
10.01.20191.).

MecTo Hax0XAEHHUS U apec MeCTa OCyIIeCcTBIeH s AeaTensHocTH: 123112, Poccuiickas ®enepariiist, ropoa
Mocksa, ITpecuenckas Ha6. gom 10, 51. 9, mome,. III, xomHata 41, OcHOBHO# rocy 1apCTBEHHbIH
perucTpanoHHbI HoMep: 1087746137247, Tenedon: +74959336469, anpec 371€KTPOHHOMN MOYTHL:
info.russia@medtronic.ru

B auue [enepansuoro mupektopa [lnscyHoBoit Enensl BUKTOpPOBHBI

3agBJseT, YTo TOUHBIH qucceKTOp Moaeb LigaSure ¢ HAHOIOKPBITHEM

IIpoxykuus H3roToBneHa B cootetcTBuH ¢ JupekTiBoit 2014/30/EU Epponetickoro napnamenta u Cosera ot
26 ¢espans 2014 roma "O rapMOHH3aLMH 3aKOHOJATENECTB rocynapcte-uwieHoB EC B obnactu
3JIEKTPOMArHUTHOH COBMECTUMOCTH"

Hsrorosurens "Kosuauen JIJIC"

MecTo HaXOXKACHHUS ¥ aIpec MeCTa OCYIIECTBICHHS AEATEIbHOCTH 10 H3TOTOBJIEHHIO IPOAYKIHH:
Coennnennble LItater Amepuku, Covidien LLC, 15 Hampshire Street, Mansfield, MA 02048, USA. ®unuansl
msrotosurens: Covidien LLC, 5920 Longbow Drive Boulder, Colorado, 80301, USA.

Kox THB3JI EADC 9018 90 840 9, cepHiiHbIii BbINYCK

CootBeTcTByeT Tpebopanuam TP TC 020/2011 "DiexTpoMarHUTHAs COBMECTHMOCTb TEXHHYECKUX CPeICTB"

Jleknapamus o COOTBETCTBHH MPHHSITA HA OCHOBAHHH NpoToKona HenbiTanui Ne2020.D-324.11CP ot
23.11.2020 r. OO0 HcnwitaTensHplii nadoparopusiii ueHTp "MeaTectIpudop”, per. Ne POCC
“RU.0001.21MII26 ot 22.07.2015 Cxema AeknapupoBaHus: 31

JNonoauuTeabHas uugopmanua O6o3HaueHue 1 HanMmeHoBaHue ctanaapto: ' OCT 30324.1.2-2012 (IEC
60601-1-2: 2001) I/Immnﬂcme 3ne1\Tquec1<He Yacts 1-2. O6Lune Tpe6013amm 0€e30MacHOCTH.

&3,

[Tnscynora Enena BuktopoBHa

(®.1.0. 3asButena)

PerucrpaunoHHblii Homep aexsapanun o coorsercTBHi: EADC N RU JI-US.A%47.B.15734/20

JlaTa perucTpauuH AeKjapauuu o coorseTcTeun 04.12.2020



