





JNEKJAPAIIAA O COOTBETCTBHUHA

OGImecTBo ¢ OrpaHHYCHHOI 0TBETCTBCHHOCTLIO ""MeaTpoHuK"'; 000 "MearpoHuk"

(HﬂlIMCIlOBaHHC opraHi3auHy HIH (l)aMHJIHﬁ, HMA, OTYECTBO KHAHBHAYaANbHOTO npennpnmmaTenﬁ, NPHUABIIHX JeKapauutio o COOTBETCTBHH)
MexpaitonHas uacnexims QenepansHoit HaloroBo# ciyx6sr Ne 46 1o r. Mockae , 30.01.2008

CBEACHHA O perHCTpaLiy Oprali3alUny Hin HHAWBUAYANLHOrO NPEANpHHUMATENA

OI'PH 1087746137247

(HauMeHOBAHIE PEFHCTPHPYIOWIETO OPTana, AaTa PErHCTPALIMN, PErHCTPAIOHHBI HOMEp)
Anpec: 123317, r. Mocksa, IlpecHenckas HabepexHad, a. 10,
tenedon: +7 (495) 580-73-77, dakc: +7 (495) 580-73-78

(anpec, Tenedion, daxc)
Bmue Ienepansnoro aupekropa IlnscynoBoit Enenst BUKTOPOBHBI

(ﬂOﬂ)KHOCTb, q)ﬂMM.mlﬂ, HMS, OTUECTBO PYKOBOAHTEA opraHisauHny, ot HMEHH KOTOpOﬂ NpUHKMACTCA llCKJlapﬂU.ll)l)
3asBiseT, 4To VerpoiicTso aisi 06orpesa nauncnTo Warm Touch 6000 ¢ npuHALJIEKHOCTAMHU

(HauMeHoBaHHe, THIT, Mapka NPOAYKLH (YCIyTH), Ha KOTOPYIO PacTpoCTpaHACTCA neknapauus)

Koa OKIITA2 32.50.13.190 Kox TH B2/1 9018 90 840 9

ko OK 005-93 u (uaun) TH BOJ] CHI™ nim OK 002-93 (OKYH), ceaenia o cepuiiHoM BEIMYCKE WY NapTHH
CepuiiHBII BBITYCK

(HOMep NapTHH, HOMEPA W3NENHl, PEKBH3NTBI 10r0BOPa (KOHTPAKTa), HAKNALHAT)

“Kosuauen Jlac”, CIIIA,
Covidien Llc, 15 Hampshire Street, Mansfield, MA 02048, USA

HaHUMEHOBAHIE H3rOTOBHTENA, CTPaHbI U T.I1.

cootBeTcTBYeT TpebopanusaM: ['OCT P 50444-92 (p. 3,4), TOCT P MOK 60601-1-2010

(0603HAUEHHE HOPMATHBHBIX IOKYMEHTOB, COOTBETCTBHE KOTOPBIM MOATBEPIACHO JaHHOA ACKNApaLEl, C yKa3aHHCM NyHKTOR 3THX HOPMAaTHBHBIX
JIOKYMEHTOB, CONEPKALLMX TPeOOBaHIA 1A JaHHOM NpoayKLuH (yCnyri))

Jlexnapanus NPUHATA HAa OCHOBAaHMM: IIPOTOKOJA TEXHHYECKHX ucnprragnii Ne 2019.TD-08.04CD ot
03.04.2019 000 WJILT "MenTectIIpubop", per. Ne POCC RU.0001.21MI126 ot 22.07.2015
PerucTpanponnoe ypoctoBepenue @enmepansHoi CciyxOsl 10 Hau3opy B cepe 31paBOOXpaHEHHS
(POC3JIPABHA/I30P) NeP3H 2015/3339 ot 15.12.2015

(HH(bOpMaLllm 0 KOKYMEHTaX, ABNAIOLHNXCA OCHOBAHHEM ANA NPHHATHA zleknapauml)

Jlata npunsTas nexnapaund 29.04.2019

Jlexnapalisi 0 COOTBETCTBHH JE€HCTBUTEINBHA 11O 29.04.2022
R\
M.Iﬁ'@_} = o IiasicynioBa Enena BukropoBHa
“o (lonmuC) (MHUIMATE, HAMHAITH)

XU IEKI1apaliy O COOTBETCTBUU
NUKALIMU U JEKJIAPUPOBAHNSI», Ne RA RU.11 MITI8

: ‘ (llmlMCHOBﬂllHC H ajpec oprana no cepm(buxauuu,

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

3aperHCcTPHPOBABILICTO AEKNapaiiio)

*é S.MM18.B.00889/19 ot 29.04.2019 AeitcTBYeT A0 29.04.2022

(1aTa pericTPaLity i perncTpauion bl HOMEp ACKNApaLLHY)
A.Jl. loxo

(noamick, HUHLIANLT, (aMuIna pyKOBOLHTENA Oprakia rno cepridHKaui)



VerpoitcTso mis oborpesa nanuenToB Warm Touch 6000 ¢ npuHaaiexHOCTAMH

Cocras:

1. Kabens ceTeBoif, He Ooyee S5 miT.

2. PykoBoICTBO 10 3KCITyaTal{HH.

IlpuHamIeKHOCTH:

1. ®unsTpel cMeHHEIe, He 6onee 100 .

2. Comiio - nepexoaHuk, He 6onee 100 wrt.

3. Tenexka.

MecTo npon3BOLCTBA:

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

2. Sanmina-SCI Systems (Malaysia) Sdn. Bhd, 202 Lorong Perusahaan Maju 9, Bukit Tengah Industrial Park,
13600 Perai Penang, Malaysia.

3. Mallinckrodt Inc., Liebel-Flarsheim Business, 2111 East Galbraith Road, Cincinnati, OH 45237, USA.

PReonANc A,
1Y~
I :‘
M.IE \ o V4 Iasicynosa Ejnena BUkTopoBHA
%7‘& _ (MOTHCE) (MHMIHATBI, GaMHITHS)

TR

G RALUMH JCKIIapallHyt O COOTBETCTBHU
SRV UOMKALIUU U [IEKJIAPUPOBAHHWS», Noe RA RU.11 MIII18

(HaNMEHOBAHHE 1 AAPEC OPraHa no cepTHHKaiL,
M Ne 3, xopnyc 1 Tenedon: +7 (495) 783-42-17

3apCrHCTPHPOBABLICTO ACKNApaLiio)

no 29.04.2022
(naTa perucTpaLuti it perHcTpaLHoNHLIl 11oMep NeKI1apaUnH)
M.IL P AL Jloko

(NOAMHCH, MHHLIAK, GAMILTHA PYKOBOIHTENA OPratia no CepTuHKalLitiy)



