AEKJAPAIIUA O COOTBETCTBUH
Ob11ecTBO ¢ OrpaHHYEHHOI 0TBETCTBEHHOCTHIO ""MeaTpoHHK'';
000 "Mearpouuk"

(HanmMeHoBaHie opraHuizaudu Wi q)ilMIUlHﬂ. HMS, OTHECTBO HHANBHAYANLHOTO MpEANPHHHMATE/IA. ITPHHABLIHN ACKAAPALIHIO O COOI'BCTCTBIIII)
MexpaitioHHasa nHcnekuns PepepanbHoii HatoroBoit ciryx0st Ne 46 no r.Mockse , 30.01.2008

CBEIACHHA O perucTpauly opraHH3auii HiAH HHAHBHAYANLHOrO NpeaAnpHHHMaTEIA

OI'PH 1087746137247

(HAaIMEHOBAHNE PErHCTPHPYIOWErO OPraHa, 1aTa perncTpalii, perincTpawoHHelii HOMEp)
Agpec: 123317, r. Mocksa, I'lpecHeHckas HabGepexkHas, 1. 10, Tenedon: +7 (495) 580-73-77, daxc: +7 (495)
580-73-78

(anpec. Tenedon, akc)
B iuue  T'edepansHoro gupextopa IlnsicynoBoii Enenbl BUKTOpOBHBI

{IOMKHOCTD, (bamumm, HMA, OTHECTBO PYKOBOAHTENR OpraHH3auni, 0T HMEHH KOTOPOﬁ NpHHHEMaETCA ,’JCKﬂﬂpalIHﬂ)
3asaBnsieT, 4ToO CeHcop /15 MOHUTOPHPOBaHHA 1J1I0K03bI Enlite ¢ npuHaajiexkHocTAMH

(HauMeHOBaHNe, THI. Mapka NPOAYKUHIT (YCAYTH), HA KOTOPYIO pacnpocTpaHAeTes Aekiapaliis)

Koa OKII 94 4470 Koa TH BJ/1 9018 90 840 9

ko1 OK 005-93 # (uam) TH B3 ACHI™ wnn OK 002-93 (OKYH), cBeaeHnA 0 cepHiTHOM BbINYCKE HAH NApTHH
CepuiiHbiii BEIYCK
(HoMep MapTitk, HoMeEpa H3AENHil, peKBH3NTLI 10T0BOPA (KOHTPAKTa). HaKNaaHaR )
"Mentponnk MunuMen Unk'"', CIIIA, Medtronic MiniMed Inc, 18000 Devonshire Street,
Northridge, CA 91325-1219 USA;
MecTto npousBoacTBa MegHUHHCKOro u3gesus - Medtronic Puerto Rico Operations Co, MedRel
Road#31, KM.24 hm 4 PR 00777 Juncos, USA.

HAMMEHOBAHHE HITOTOBHTEIA, CTPAHbL! H T.iT.

cootBercTBYeT TpeGoBanuam: ['OCT P 50444-92 (p. 3,4), TOCT EN 556-1-2011, TOCT P 52770-2007,
['OCT ISO 10993-1-2011,'OCT ISO 10993-4-2011, TOCT ISO 10993-5-2011, 'OCT ISO 10993-10-
2011, TOCT ISO 10993-11-2011

(ofo3HaueHHe HOPMATHBHLIX JOKYMEHTOB. COOTBETCTBIHE KOTOPBIM NOATBEPHACHO J@aHHOI aeknapauneii, ¢
YKazaHHEM NYHKTOB 3THX HOPMATHBHBLIX AOKYMEHTOB, CONEpKallliX TpCGOBﬂHHﬂ Ui DaHHoi NpoAYKUHH (ycnyru))

Heknapauus npuHsiTa Ha OCHOBAHUK: TPoToKoja ucnbiranuii Ne 2016.TD-32.07CD ot 12.07.2016 OO0
AL "MenTectIIpuGop”, per. Ne POCC RU.0001.21MI126 ot 22.07.2015; npotokosa
ToKkcukonoruueckux ucnbiradiuii Ne 863J1-16 ot 13.08.2016 UJIMU OI'BY OHKI] ®XM OMBA Poccuu,
per. Ne RARU.21MHM25 ot 17.09.2015

Perucrpaunontoe ynocropepenne DenepanbHoii ciiyxObl o Haa3opy B chepe 3npaBooxpaneHus Ne P3H
2013/785 ot 04.07.2013

(qu)opmaum O JOKYMEHTaX. fABIAIOLIHXCA OCHOBAHIEM JUIA NPHHATHA JeKnapaLmii)

SOSECTBIH JEHCTBHTEIBHA 10 14.07.2019

Ilnsacynosa Ejiena BukropoBsHa
(MHAIHAIBL, haMUITHS)

SAINIH JIEKITapALIHT O COOTBETCTBUH
% BUKALNMA U TEKJIAPUPOBAHUA", Ne POCC RU.0001.111MM41

7\= (HanMeHoBaHHe 1 aapec opraxa no cepTudiikauni,

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

3aperiicTpHPOBaBLIEro AEKNapaliio)

POCC US.MM41.]106768 ot 14.07.2016

ATy e
9 h A; 107“1(?‘\ * (mata perucTpaui M pErHCTpauHoOHHbI HOMEpP AEKapaLii)
oc
M.IL S e AJl. oko

(noAnHChL, HHHLHATBI, (bamumm PYKOBOAHTENA OpraHa no CCpTII(l)llKaLlHH)



I. Cencop nast MounTOpHUpOBanus rimoko3s! Enlite MMT-7008, BapuaHThbl HCTIONTHEHHUS:
MMT-7008A, MMT-7008B

II. IIpuragnesxHOCTH:

- Yerpoiicreo anst ycradoBku ceHcopa Enlite Serter, mogens MMT-7510.

IlasicynoBa Enena BukTopoBHa
(MHHUMAITBL, paMuTus)

U JeK/Iapaiyy 0 COOTBETCTBUU
DUKAIVN U JEKJIAPUPOBAHUSA", Ne POCC RU.0001.11MM41

(HanMEHOBaHHe 1 anpec opraxa no ceprudukatmm,

s Muesauky, 1om Ne 3, kopnyc 1 tenedon: +7 (495) 783-42-17

3aperucTpHpoBsasuIero neKnapaumo)

POCC US.MMM41.106768 ot 14.07.2016

(zaTa perucTpaLHit H perucTPaLHoHHbII HOMED AeKNapaLin)

AL, Moko

(moankch, HHyUBansL, Gamunns pykoBOANTENA OpraHa no cepTidHkauiin)



