c

<DEAEPAAI)HA}I CAVKBA TIO HAA3OPY B COEPE 3A,PABOOXPAHEHV1}I
(POC3APABHAA30P)

PETUCTPALIMOHHOE YAOCTOBEPEHHUE

HA MEAWLUHWHCROE USAEJIUE
ot 20 urons 2016 roaa Ne P3H 2016/4293

Ha meaummackoe uzaenue
Cucrema MoBMTOpPHHTa manuenTa noprarusHas SpO:2 Nellcor, ¢ npuHaIeKHOCTAMH

Hacrosiiee perucTpaliHOHHOE YAOCTOBEPEHHE BBIIAHO
"Kosuauen JLic", CIIIA,
Covidien Llc, 15 Hampshire Street, Mansfield MA 02048, USA

ﬂponzsonmens
"Kosuauen Jliac'", CIIIA,
Covidien Llc, 15 Hampshire Street, Mansfield MA 02048, USA

MecTo Ipou3BOICTBA MEAUIIUHCKOTO H3IEITHS
Mediana Co., Ltd., 132 Donghwagongdan-ro, Munmak-eup, Won;u-sn,
Gangwon-do, Korea

Howmep perucrpanunonaoro nocse Ne P/I-7959/33431 ot 23.07.2015
Bu{ METUIAHCKOTO U3/ICIHS 149980 '

Knacc moTeHnuanbHOro pucka MPAMEHEHUS] METUIIMHCKOTO H3Aenus 20

Koz O6mmepoccuiickoro Knaccupukaropa IPOTYKIHH UL MEUIHHCKOTO u3enus 94 4180 | ’

Hacroginee perucTpanuoHHOE YIOCTOBEPEeHUE HMEET IPUIIOKeHHe Ha 1 jmcre
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npukazom Poc3apaBHaznzopa ot 20 f‘f,, } 2016
JOIYINEeHO K 00OpallleHUIO Ha TEPP FODULE 95070
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- HAMEAWUHHCROE U3JEJHUE
OT 2(_)_moml 2016 roga Ne P3H 2016(42,93 =

Ha Me,nuunncxoe H3zre}114e Estmatanin s\
ST Cncrema MQHuTopmira nalmem"a IIOpTaTHBHaﬂ SpO: Nellcor, c npunanﬂemﬂoc'rﬂmn. A A
~ 1. Basossrit cocras: j STRS TR :
1. Cucrema MOHHTOpHHTA HANKEHTa TOPTATHBHAS SpOz Nellcorz o052 et
2. Jlutuesas Garapes thna AA - 4 wr. SRS TERETEaE Sasa N\
3. KOMIIaKT-JHCK C PyKOBOICTBOM LIS onepaTopa u pYKOBOIICTBOM oo HCIIOJIBBOB‘&HHIOB 3 s

. JIOMAUIHHX YCHOBHSIX. S BES S

el IIpHHalme)KHocm

. 3amuTHBIH 9EX0I i HOPTATHUBHOHN CHCTEMBI MOHHTOPHHIA SpOz (posoasm).i

5o 3aIATHBIH YeX0J1 11 TOPTATHBHON CHCTEMBI MOHHTOpHHT2 SpO; (romyO:
3. 3amuTHBIHA YeXOl [UTS IOPTATHBHON CHCTEMbI MOHHTOpHETA SpO> (TeMHO-cHBHY).

4, 3auuTHETH YeX0J1 JUT NOPTATHBHOM CHCTEMbI MOHHTOPHHIA SPO;. (senem,m)
] amnmﬁm ’I.‘paHCI'IOp’I‘HI:IH 9EXO0J JUIS IOPTATUBHOM CHCTEMBI Monnropnﬁra SpO

6 3amn1‘m:m KeHc mm nopTaTHBHon CHCTEMBI MOHHTOpHHFa SpOz
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AEKJTAPATIUSA O COOTBETCTBHHU

ObmecTBo ¢ orpaHEYeHHACH 0TBeTeTBeHHOCTRIO ""Mearpomnk''; 000 "Megrpounk'
{HAMMCHOBAHNE OPTaNHIAHH HIH QAMITHS, UM, OTYECTBO HHJTMBEIYARBEHOTO NPCUNPHHBMETEN, FPMITSBIINK ASXAAPALHMIO 0 COOTBETCTBIH)

Mexpaitorras uacnexnus OenepatbHON HATOroRoM ciyxopt Ne 46 mo r.Mockse , 30.01.2008

CBEICHH O PErHCTPALHE OPTanU3alHH HIIH HHIUBHAYAILHOTOG MPEANPHHUMATENA

OI'PH 1087746137247

(HAHMEHOBAHKC PETHCTPHPYIOMICTO OPraHa, JaTd PEruCTPalliy, PETHCTPAIHORHEI HOMED )
Anpec: 123317, r. Mockaa, [IpecHenckas wabepesxuas, a. 10,
Tenedon: +7 (495) 580-73-77, daxc: +7 (495) 580-73-78
{ampec, Teuedon, Harc)
Bumie  I'enepansHoro mupektopa I Lsicynosoii Enensl BUKTOPOBHEI
{(IomKHOCTE, (haMUITH, HMS, OTHECTBO PYKOBOAMTENR OPralH3alliy, OT HMCHH KOTOPOH MPUHHMACTCH ACK/Iapans)
3asIser, 4To CHcTeMa MOHWTOpPHHETA aNienTa noprarusHag Sp0; Nellcor,
€ MPHHA1ICKHOCTAMHA
(HAMMEHOBAITHE, THT, MAPKA IPOAYKIMH (YCNYTH), HA KOTOPYIO PaclpocTpaHaeTCed AEKIapariis)

Koa OKII 94 4180 Koa TH B3/E 9018 19 %00 ¢

kom OIC 005-93 u (wan) TH BT CHI amm OK 002-93 (OKVH), cBesiernd © cepHiiHOM BhITIYCKC HIH HADTHA
CepuiiHbni BRITYCK

(HoMEp TIAPTIH, HOMEPA H3UEIUH, PEKRIIHTEL IOr0BOPA (KOHTPAKTA), HAKIIAJHAS )

“Kosmmuen Jine”, CIIIA,

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

MecTo NpOH3BOJCTBA MENHITHHCKOTO H3/IETHSL

Mediana Co., Ltd., 132 Donghwagongdan-ro, Munmak-eup, Wonju-si, Gangwon-de, Korea

HAHMCHOBAHUE H3IOTOBWTENA, CTRUHEL B T.TI,

coorsercTByeT TpeboBanmwsv: ['OCT P 50444-92 (p. 3, 4), TOCT P M3K 60601-1-2010, TOCT ISO
9919-2011, F'OCT [EC 60601-1-8-2011, TOCT P M3K 60601-1-2-2014

(00O3HAUCHHEC HOPMATHEHLIX JCKYMEHTOB, COOTBETCTBHE KOTOPEIM MOATBEPKISHO TAHHON FEKIAPAIRIEH, ¢ YKABAHHEM IMYHKTOR STHX HOPMATHBHEBIX
JOKYMEHTOR, COAEPAAIIMX TPEOOBAHHS AN JAHEOH IpoayKkUuun (Yenyri))

Hexnapaius OpHEATA Ha OCHOBAHMHU: IIPOTOKOIA TeXHUHECKHX Henbrannit Ne 2015-305.1 ot 30.06.2015

1J1 3A0 "He3aBacuMblii HHCTHTYT UCTTBITAHWH MeIUUHHCKOM Texuukn", per. Ne POCC RU.0001.517966

oT 15.04.2015; mporoxona Henbiranuid Ne 564-1258-185-020-15 o1 26.06.2015 OO0 "HJI D11 DMC", per.
Ne POCC RU.0001.21M348 ot 07.10.2014

Perncrpanuonsoe ynoctoBepeane MenepanbHoil ciryxOb: 10 HAX30PY B cdepe 31paBoOXpaHeHHS

Ne P3H 2016/4293 o1 20.06.2016

(nAopMania 0 JIOKYMEHTAX, ABNAKWHXC OCHOBAHKUEM 1 NPHIATHA JEKIapaiHi)

Harta npuaarus gewiapanua - 29.06.2016
Jlexnaparmisi o COOTBETCTBRH JCHCTBUTENRHA 0 29.06.2019

Iascyroa Enena Bukroposaa
(MHMIMATEL, (DAMUTH)

CpefleHHsI 0 PETHCTPAIH ACKIAPaluy O COOTBETCTBHN
OOO "HEHTP CEPTUDOUKATIMA U JEKTAPUPOBAHMA", Ne POCC RU.0001.111M41

: {HANMENOBAHNE H AIPEC OPraHa o ceprudukauni,

___123 08 T MOCKBE[ yit. MaesaukH, noM Ne 3, kopryce 1 Temedomn: +7 (495) 783-42-17
. 5 3APErHCTPHPOBABINETO AEKIAPALMKO)

POCC US.MIM41.J106664 ot 29.06.2016

(naTa peracTpaIle | pemcmauuonﬂbfﬁ HOME] ICKNAPALHH)

= AJ1. Toxo

(IOANKCD, BHUUMANLL, HaAMUITHS PYKOBOJHTENA OPTaHa 10 cepruduKailum)




CucreMa MOHHTOPHHTA TargmenTa noprarusias SpO, Nellcor, ¢ npanasieXHOCTAMA
1. bazoBgrit cocTas:

1. Cucrema MOHUTOPHHATA NTaiAcHTa mopTatueHas SpO; Nellcor.

2. Nuruenas Oatapes tuna AA - 4 mrT.

3. KoMOakT-IuCcK ¢ PYKOBOJACTROM JUIS ONEPATOPA H PYKOBOICTBOM II0 MCIIOIB30BAHMIO B JIOMANIHHUX
YCIOBHAX.

I1. [lpuHamnexuocTu:

1. 3anMTHLIH 9eXO0II LIS MOPTATUBHOI cHCTeMEl MOHATOPHHTA SpO; (PO3OBEIH).

2. 3amuTHEBIH YeXON IS TOPTATHRHOH CHCTEMBI MOHUTOPHHTa SpQ; (roiry6oit).

3. 3auMTHEIA 9eX0 JiF NOPTATHBHOH CHCTeMEI MOHATOPHHTA SpO; (TEMHO-CHHUI).
4. 3aiIUTHBIH YeXOJT JUTSl IIOPTATHBHOM cUCTeMBbl MOHUTOPHHATA SpO;) (3es1eHbIit).

5. 3aUIATHLIA TPAHCIOPTHBIH YeX0J JIisk TIOPTATHBHOM CHCTEMBI MOHHTOPHHTA SpOs.
6. 3aimTHRI KeHe [T TOPTATUBHOHR CHCTEMBI MOHHTOPHHTA SpO),
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Iancynopa Enena BakToposHa
(MHUIOHATRY, (haM¥AITHS)

CeejleH#s 0 PETHCTPAIHH JASKIAPAIHM O COOTBETCTBHH
OOQ "HEHTP CEPTUOUKAITUKM U JTEKTTAPUPOBAHISA", Ne POCC RU.0001.111AM41

{HanMeHOBAHHE | aAPEeC Oprana no Lepmq)mcauﬂn

3apeTACTPHPOBARIIET) glelmapaumo)

POCC US.MIM41./7106664 ot 29.06.2016

(AATA PErHCTPALHI M PETHCTPaIHOHHBIH HOMED AEKIIapalin)

A, doko

(OANHCE, ARHUNANEL, (aMUER PYKOBOZITTENA Opraua no cepruduiaImm)



