





JEKJAPAIIAS O COOTBETCTBUHU

O6umecTBO ¢ OrpaHU4eHII0H 0TBCTCTBEHHOCTDIO "Mearponnk''; 000 "Mearponuk"
(HaHMEHOBAHWE OpraHH3auuy HNH d)amunm, UMA, OTYECTBO HHAWBHAYANLHOTO npeanpuHUMarend, MNPHHABLWINX Jieknapauuio o COOTBCTCTBHH)

Mesxpaiionnas nacnekuus PenepansHoit HanoroBo# ciyx6n Ne 46 1o r. Mockse , 30.01.2008
CBEACHHA O perucTpauny opranusaudn WAHY HHAWBHAYANIBLHOIO l'lpClll'llelMMaTCJlﬂ

OI'PH 1087746137247
(HaUMEHOBAHHE PETHCTPHPYIOLLErO Opraka, 1aTa PErHCTPALyH, PErnCTpautoHHbIA HOMED)
Anpec: 123317, r. Mocksa, IpecHeHckas HabepexHas, a. 10,
tenedon: +7 (495) 580-73-77, daxc: +7 (495) 580-73-78
(anpec, Tenedion, haxc)
Bmune I'enepansHoro aupexropa IlnscyHosoit EneHbl BUKTOPOBHBI
(IlOJ'l)KHOCTb, Q)amumm, M3, OTYECTBO PYKOBOAHTENA opranusausy, oT HMCHH KOTOPO“ npHHAMAETCH nexnapaum)

3asBiseT, 4To Annapar MoauTopunra nausenta Nellcor Bedside SpO2 ¢ npunajiexkHOCTIMA

(nanMeHoBaHHe, THM, MapKa NpoAyKumis (YCnyrH), Ha KOTOpYIo pacnpoCTpaHAeTCs JieKAapaums)

Kog OKITA2 26.60.12.129 Kox TH B9/19018 19 1000

ko OK 005-93 u (unu) TH BDJ] CHI s OK 002-93 (OKVYH), ceenenns 0 cepHitHoM BLIMYCKE HIIN NMapTHH
CepuifHBIH BBINYCK
(HoMep napTui, HoMepa u3Aeni, PCKBH3UTH! 10r0BOPA (KOHTpaKTa), HaKIanHas)
“Kosuamen Jlne”, CIIIA,
Covidien Llc, 15 Hampshire Street, Mansfield, MA 02048, USA

HauMeHOBaHHE W3rOTOBHTEAA, CTpaHbl H T.IL.

cootBercrByeT Tpebopanuam: [ OCT P 50444-92 (p. 3, 4),TOCT P 50267.0-92 (MOK 601-1-88), TOCT
30324.2.49-2012 (IEC 60601-2-49:2001), FOCT IEC 60601-1-1-2011, TOCT ISO 9919-2011

(0603HaUEHHE HOPMATHBHBIX IOKYMEHTOB, COOTBETCTBHE KOTOPSIM MOATBEPIKAEHO JaHHOI AckNapaliiei, ¢ ykasaHneM NyHKTOB 3THX HOPMATHBHbIX
ZIOKYMEHTOB, COZepalIX TpeGoBania 1A AaHHOl NpoayKuH (yenyri))

Jlexnapanusi MpUHATA Ha OCHOBAHMH: MPOTOKOJNA TEXHHYECKHX ucnerranuit Ne 2019.TD-43.04CD ot
17.04.2019 000 WJILT "MexTectIIpuGop", per. No POCC RU.0001.21MI126 ot 22.07.2015
Perucrpanuonnoe ymocroBepenne @emepanbHOd CiyxObl 10 Hau3opy B cepe 3apaBOOXPAHEHHSI
(POC3IPABHAJI30P) Ne ®C3 2012/13504 ot 01.12.2014

(Hmbopmamm O AOKYMEHTaX, ABAAIOIIBXCA OCHOBAHHEM s NPUHATHA LleKnapauuu)

Jara npunsTus gexinapaun 29.04.2019

Jlexnapaiisi 0 COOTBETCTBHH JIEHCTBUTENIBHA 10 29.04.2022
P pWl
ol —
Mf‘l SR o /i Ilasicynosa Ejgena BukropoBHa
RN (noxmuce) (uHAIMAIBL, haMUITHS)

i RQLMH JeKIIapaliui O COOTBETCTBHHU
FIOUKAIIMN U TEKJIAPHPOBAHU A, Ne RA RU.11 MIJ18

‘g\ (HaNMCHOBAHHE H AAPEC OPraHa Mo CepTHHKALIH,
Muéruxu, oM Ne 3, kopiyc 1 Tenedon: +7 (495) 783-42-17

3aperHcTPHPOBABUIETO ACKIapauHio)

S.MIM18.B.00891/19 oT 29.04.2019 gevicTByeT

(nata perncTpaLty i PErHCTPAUHOHHBII 1HOMEp ACKNapallii)

no 29.04.2022
A.J1. loxo

(noanck, HHHUHANL!, GaMINA PYKOBOANTENA OpraHa no cepTHdHKaLNK)




Arnmapar mouuTtopunra naunenta Nellcor Bedside SpO2 ¢ npuHaIIeXXHOCTAMH

B KOMIIJIEKTE ¢ KOMIIAKT-AMCKOM C HHCTPYKIMEH 10 3KCILTyaTallii, PyKOBOJICTBOM I10Ib30BATENA U
HHGOpPMalMOHHON HaKIEHKOM.

[IpuHaIeXHOCTH:

1. KabeJb coeMHUTENbHbIH 111 JATINKOB B KOMIUIEKTE C MHCTPYKLMEH O IPUMEHEHHIO U HAKIICHKOH, He
6onee 10 mir.

2. Kabens ceteBoii, He 6onee 10 wrT.

3. Bpouriopa ¢ HHCTPYKIMeH Mo 3KCIUTyaTaluH - | IT.

4. AxkymynsropHas 6atapes B KOMIUIEKTE C HHCTPYKLHed 1O IPUMEHEHMUIO, HE 6onee 10 wrT.

5. JIaT4HKH NMyJIbCOKCUMETPHYECKHE - 4 IIT. B KOMIUIEKTE ¢ GpOIIIOpoi, pyKOBOACTBOM I0JIB30BATELA,
HUHCTPYKIHEH 110 TPUMEHEHHIO.

6. HCTpyKUMs 10 3KCIUTyaTaluy Ha KOMIIAKT-MCKe - 1 1IT.

7. Kpenexusie aneMeHTdl, He 6onee 100 wiT.

8. IToacrasxu-nepxarenu, ve 6onee 10 wr.

9. Croiixa nepenBuxHas - 1 wr.

MecTo Npou3BOJACTBA:

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

2. Mediana Co., Ltd., 132 Donghwagongdan-ro, Munmak-eup, Wonju-si, Gangwon-do, 220-801 Republic of
Korea.

3. Covidien (formerly: Nellcor Puritan Bennet Mexico S.A. de C.V.), 19030 Libramiento, Boulevard
Insurgentes, 22225 Tijuana, B.C., Mexico.

4. LHi Technology (Shenzhen) Co., Ltd., Bang Ling Cun Xiao Zu (Cun Bei) Gui Hua Cun, Guan Lan Zhen,
Bao An, Shen Zhen 518110 China.

5. Covidien (formerly: Nellcor Puritan Bennett Ireland), Michael Collins Road, Mervue, Galway, Ireland.

Uik, 4k
ML.IL ek, Iasicynosa Ejena BukropoBHa
R (noanuce) (MHHLHATEI, (aMUITHs)

(HaiMeHoBaHKe H AAPEC OPraHa no cepTHpHKALII,

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

33pErnCcTPHpPOBABILIETO ACKNAPALMIO)

S.MM18.8B.00891/19 ot 29.04.2019 geitcTByeT A0 29.04.2022

(1aTa perucTpaLLiti M PeriCTPALHONHbII HOMED JeKnapaLi)
AL doxo

(MOAMNCH, HHULNANEL, (JAMMIIIS PYKOBOIUTENA OPraHa no cepTidiKatiti)




