OEAEPAABHAA CAYKBA T1I0 HAA3OPY B COEPE 3APABOOXPAHEHWA
(POC3APABHAA, OP)

 PETUCTPALIMOHHOE Y OCTOBEPEHUE
HA MEAWLIMHCKOE U3 EJIME
ot 09 uroas 2020 roga Ne P3H 2019/8046

Ha MemunuHcKoe u3nenue
Ilnatdopma sneprernueckan cepun FX Valleylab FX8

“ii Hacrosmee perncTpaniioHHOE YIOCTOBEPEHHE BHIIAHO
O0mecTBO ¢ OrpaHH4eHHOI 0TBETCTBEHHOCTHIO ""MeATpOHNK'"
(000 "Mearponuk"), Poccnsi, 123112, Mocksa, Ipecnenckas Hab., 1. 10, 5T. 9,
nomemt. 111, xom. 41 .

(4| TIpoussoanTens

"Kosuauen JIJIC", CIIIA,
quidien LLC, 15 Hampshire Street, Mansfield, MA 02048, USA

1 |l Mecro IIPOHU3BOJICTBA METUIIUMHCKOTO H3AEIUA
Covigiien LLC, 5920 Longbow Drive Boulder, Colorado, 80301, USA.

h Homep perucrpamuornoro gocke Ne PJ1-33928/41074 ot 18.06.2020
Krnacc nmoTeHIuanbHOro prucka npuMeHeHHs MEJUIMHCKOrO M3/€e/Ius 2a

Kozx O6mepoccuiickoro kiaccudukaropa NpoAyKIHMH [10 BHAaM SKOHOMHYECKOM
JeatenbHocTH 26.60.13.130

Hacrosinee perucrpalidOHHOE yOOCTOBEPEHHE UMEET MIPUIIOJKEHHE Ha | nHcTe

nprkasoM Poc3apasuaz3zopa ot 09 mons 2020 roxa S
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| OEAEPAABHAS CAVIKBA 110 HAASOPY B COEPE 3APABOOXPAHEHNA
= PHJIOKEHHE .
~ RPETUCTPALIHOHHOMY YZIOCTOBEPEHHUIO

-~ HAMEAMUHUHCROE USAEJNIME

ot 09 mioas 2020 roxa Ne P3H 2019/8046
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- Ha MemuumHcKoe H3ieue
ILnargopma sneprerudeckas cepun FX Valleylab FX8:
B COCTaBe:
1. Ilnardopma suepretndeckas cepun FX Valleylab FX8.
2. CeteBoit kabes.
3. DKcIuTyaTaMOHHAs JOKYMEHTAlMs Ha U3JEIue.
4, TInaBkuit IpeOXpaHUTEND (IIPH HEOOXOTUMOCTH).
- 5. Kabenb-aiantep /15 HOXKHOTO HepeKiodaress (IpH HE00X0JUMOCTH).
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~ 3amectuTennb pykoBoauteis PexepaanHoi CIIYKOBI
1o Hajg3opy B cdepe 31paBo0OXpaHeHAN
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AEKJIAPALIMS O COOTBETCTBHUH

OfmecTBo ¢ orpanuenHoii 0TBETCTBEHHOCTHIO "Mearponuk'; 000 "Mearponnk"

(HanMeHOBaHIE OpraHH3aliie K ¢aMH.'lHl, HMH, OTHECTBO HHAMBIIYAILHOMO NpeaAnpHHiMaTens, NPHHABLINX ACKAapaLUTIO O COOTBECTCTBHH)

Mesxpaitornas macnekums QenepansHoii Hanoropoii enyx6 Ne 46 o r. Mockse , 30.01.2008

CBEACHNA O PErucCTpALHN OPraHInalsm nan HILIMBIIY I HOTO NpEeANnpIHHMATEIA

OI'PH 1087746137247

(HAHMCHOBAHHE PETHCTPHPYIOUIErD OPraua, 1aTa PerHcTpaLuiM, pericTpaiutonnLii nosmep)
Aznpec: 123112, r. Mocksa, ITpechenckas Ha6., 1. 10, 51.9, nom.III, kom. 41, tenedon: +7 (495) 580-73-77,
dakc: +7 (495) 580-73-78

(anpec, Tenedon, axc)
B anne _ T'enepanbHoro mupektopa ITnscynoBoii Enens BUKTOpPOBHEI

(RODKHOCTS, GAMILTHA, HMA, OTYCCTBO PYKOBOTENN OPFAHI3ALILH, OT HMEHH KOTOpO# MpHHHMACTCA ACKNApaLiA)
3asBiser, 4T [Lnardopma sueprernueckas cepuu FX Valleylab FX8

(HAHMEHOBAHNE, THI, MapKa MPOAYKWNI (YCTYTH), HA KOTOPYIO PACNPOCTPAHACTCA ACKIApALLiA)

Koa OKIIJA2 26.60.13.130 Koa TH B3/ 9018 90 400 0

01 OK 005-93 u (wan) TH BOJT CHI uan OK 002-93 (OKVH), ceeachis o CepHiiHOM BBIMYCKE HIH NapTHH
CepuiiHblii BBITyCcK

(Homep napTuH, HOMEpa H3AEIHI, PEKBH3HTBI 20roBopa (KOHTPAKTa), HaK/IaaHas)

"Kosumuen Jlnc", CILIA,
Covidien Llc, 15 Hampshire Street, Mansfield, MA 02048, USA

HaHMCHOBAHHC H3MOTOBHTEJIA, CTPAHBI M T.IN.
cooTBeTCTBYeT TpeboBanusamM: ['OCT P 50444-92 (Pasx. 3, 4), TOCT P MK 60601-1-2010, TOCT P
MOBK 60601-2-2-2013

(0603Ha‘ICHH¢ HOPMAaTHBHBIX AOKYMCHTOB, COOTBETCTBHE KOTOpBIM MNOATBEPXKAECHO NaHHOf ncxnapauueﬁ, C YKa3aHHEM ITYHKTOB 3THX HOpMAaTHBHBIX
JIOKYMEHTOB, COACP KaLIMX TpeOOBaHHA [UIA AaHHOIT NPOAYKLIH (ycnyru))

Jlexnaparus NpuHSTa Ha OCHOBAHHH: IIPOTOKOJIa TEXHUYECKUX UucnbITagui Ne 2018-434.1 ot 26.06.2018 1.

W1 AO "HesaBucuMBIf WHCTATYT WCIBITAHHH MeIUIHHCKOI TexHukn", arr.akk. Ne POCC
RU.0001.517966 ot 15.04.2015 .

Perucrpanuonnoe ynocrosepenue DenepaibHolt CITyKOBI 10 Ha30pY B chepe 3ApaBOOXPAHEHHS
_(POC3IPABHAT30P) Ne P3H 2019/8046 ot 09.07.2020 T.

(HHQ)OpMaluUI 0 IOKyMCHTaXx, ABJIAIOLIHXCA OCHOBAHHEM IUIA NPHHATHS AEKJ1apaLMH)

Hata npunstus nexknapammn  14.07.2020

Jlexnapanys o COOTBETCTBHM NeHCTBHTENHHA 10 14.07.2023

Ilnsicynora Enena Bukroposua
(MHULHATBL, haMuTHs)

KALIMW ¥ TEKJTTAPUPOBAHHUSI», Ne RA.RU.11MIT18

(HAMMCHOBAHHE H AIPEC OPTAHA 110 CCPTHOHKALLIN,
HHKH, oM Ne 3, kopryc 1, atax 3, mom. 1, kom. 26 Tenedon: +7 (495) 783-42-17

3apericTpHpOBABLICTO ACKAAPALIIIO)

(nara perucTpawun 1 perucTpaLHoblil HOMEP JICKIApaLuit)

AL loxo

(MoANHee, HUHUANLL, GaMILIIA PYKOBOMLITSAN Oprata no ceprudurati)
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| [LaaTOpMA JHEPreTHYECKas cepan FX Valleylab FX8

8 cOCTaBC:

1. [T7arPOpMa JHEPreTHYCCKas cepun FX Valleylab FXS.
. Cerenoit kabens.

3. DKCIUTYaTalMOHHAY IOKYMeHTalHg Ha H3eHe.
. [InaBkufl DpeaOXpaHHTEDb (npn HeoOxoauMocTH ),
. Kabeap-ananrep s HOXHOO nepexmoyarens (rmpu HeodXoAHMOCTH).

-

AW S 5N

MecTO TPOM3BOACTRA!
Covidien LLC, 5920 Longbow Drive, Boulder, Colorado, 80301, USA

IInsicynoBa Esiena Bukroposua

(MHMLUAITB], (DaMHUITHS)

TP CEPTUOUKAIINU U IEKJIAPUPOBAHU S », Ne RA.RU.11MIT18

Z €.gxaa%061m\.(~/j (HaMMCHOBAHME 1 a[PEC OpraHa 1o cepTHdUKaLuiL,

< MuéBHuKH, oM Ne 3, kopryc 1, atax 3, mom. 1, koM. 26 Tenedon: +7 (495) 783-42-17

N

% 3aperHCTpHpPOBABLICTO ACKIIAPALIIO)

S.MI118.B.03083/20 ot 14.07.2020 geicTByeT 00 14.07.2023

(nata perucTpauni u perHCTPaLHORHBII HOMep JICKNapaLtii)
/  — AL loxo

(moanicy, HHULMANBI, (haMIIHS PYKOBOANTENS Oprana no cepTiduKkaLum)




EBPASUINCKUN DPKOHOMHAYECKHUN COI03
NEKJIAPALIASI O COOTBETCTBUU

3asBuTtenn OOIIECTBO C OrPaHUUEHHOI OTBETCTBEHHOCTHEO « MeATPOHHKY, (YIONMHOMOYEHHOE H3TOTOBHTENEM
JIMLO HAa OCHOBAaHWH JIOrOBOPA Ha BHIMOHEeHHe QYyHKUHMIT HHOCTpaHHOTrO H3roToBHuTeNs Ne2019/01 ot
10.01.2019 rogna).

MecTo Hax0XKIeHHUs U aJpec MecTa OCyLUecTBIeHHUs aeaTenbHocTH: 123112, Poceuiickas @enepanus, ropoa
Mocksa, [IpecHeHckas Hab. goM 10, 31. 9, momemt. 111, komuata 41, OcHOBHO# rocy 1apCcTBEHHBIN
peructpaunoHHbIi Homep: 1087746137247, Tenedon: +74959336469, anpec 31eKTPOHHOM MOYTHL:
info.russia(@medtronic.ru

B auue ['edepansHoro aupexropa [nscynoroit Enensl BUKkTOpOBHBI

3asBJseT, uTo [Inatdopma snepretuyeckas cepuu FX mozens Valleylab FX8

IMponykuus H3roToBieHa B cooTBeTcTBHY ¢ JJupektiBoit 2014/30/EU Esponefickoro napnamenta 1 CoBeTa oT
26 ¢espanms 2014 roma "O rapMOHM3aLMM 3aKOHOJATENBCTB rocyaapcTB-wieHoB EC B obmactu
3J1eKTPOMarHUTHOH COBMECTUMOCTH"

HNsrorosuTens "Kosuauen JIJIC"

MecTo HAX0KIAEHHS U a[Ipec MeCTa OCYILECTBICHHS NEATETbHOCTH 110 H3TOTOBJIEHHIO MPOIYKIHH:
Coeaunennste IItatel AMepuku, Covidien LLC, 15 Hampshire Street, Mansfield, MA 02048, USA. ®unuan
usrotosutens: Covidien LLC, 5920 Longbow Drive Boulder. Colorado. 80301. USA.

Kox THBO EADC 9018 90 400 0, cepHiiHbIH BbIMTYCK

CoorsercrByeT TpeboBanusam TP TC 020/2011 "DnekTpomMarHuTHas COBMECTHMOCTb TEXHHUECKUX CPEJCTB"

Jexaapauus 0 COOTBETCTBHH NPHHATA HA OCHOBAHHM NpoTokoa ucrbitanuit Ne2020.D-321.11CP ot
26.11.2020 r. OO0 UcnertatensHslit tadopatophsiit ieutp "MenTectlIpubop”. per. Ne POCC
RU.0001.21MI126 ot 22.07.2015 Cxema feKknapupoBaHus: 31

JonoauuteabHaa nuopmauus OGo3HaueHue 1 HaumeHoBaHue ctanaaptos: [ OCT 30324.1.2-2012 (IEC
60601-1-2:2001) M3nenus MeauuuHCcKHe snekTpuyeckue. Yacts 1-2. O6uue TpeboBaHHs 6€30MaCHOCTH.
DneKTpOMarHuTHas COBMeCTUMOCTB. TpeboBanust 0 MeToAb! HenbITaHiH. Cpok cnyskOel 10 et ykasan
H3rOTOBHTENIEM B IOKYMEHTALIMH Ha MPOAYKUHIO. Y CJIOBUS XpaHEHHs CTAHAAPTHBIE [TPH HOPMAIbHBIX

[Inscynosa Enena BuktopoBHa
(®.1.0. 3asBuTENS)

PerucrpauuoHHbIii Homep aexaapanun o coorBercTBun: EA93C N RU JI-US.AXK47.B.15731/20

JlaTa perucTpauun aekjaapanuu o coorserctsuu 04.12.2020



