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JTEKJAPAIIUSI O COOTBETCTBUH

OO6mecTBO ¢ OrpaHHYEHHOH 0TBETCTBEHHOCTDLIO "Mearponuk"; 000 "MeaTpoHuk'"
(uuumcuouauue oprasisauin i (I)ﬂ)\lllﬂllﬂ, HMS, OTHECTBO HHAHBHAYAILHOTO npeanpHHUMaTENs, NPHHABLWINX JAcKnapanmio o COOTBC’TCTBHH)

Mexpaiionnas nHcnekuus ®e/iepanpHOM HATOrOBOA CIyKOEL Ne 46 1o r. Mockse, 30.01.2008
CBeAeHHA 0 perucTpauuy oprasun3au i HHAWBHAYANLHOFO npeanpluMMaTens
OI'PH 1087746137247
(HaNMEHOBANIE PETMCTPHPYIOLLErO OPratia, AaTa PETHCTPALLI, PErHCTPALHOHHEIA HOMeEp)
Anpec: 123317, r. Mocksa, [TpecHenckas HabepexHas, A. 10, Tenedon: +7 (495) 580-73-717,
dakc: +7 (495) 580-73-78

(aapec, Tenedon, pakc)
Banue Ienepampaoro aupexropa IlnacyHopoi Enensl BUKTOPOBHEL
(llOJl)KHOCTb, (l)amumm, 1M, OTHYCCTBO PYKOBOANTES opraiusauts, oT HMEHII KOTOpO“ NpHHAMAETCA neKnapawm)
3asBniseT, 4TO CucTeMa MOHHUTOPHHIA IIyOHHBI HADKO03a U Celaliii, BAPHAHTDI HCITOTHCHMSL:
BIS, BIS VISTA ¢ npuHaf/Ie;KHOCTAMH

(HauMenoBalKe, THI, MAPKa NPOAYKILII (YCIYTH), Ha KOTOPYIO PacnpoCTpaHieTes JeKnapauns)

Kox OKIIJ2 26.60.12.129 Koa TH B9/1 9018 19 900 0

ko OK 005-93 u (iau) TH B CHI 1t OK 002-93 (OKYH), caeaenist 0 cepiiinoM BBINYCKe 1AM napThit
CepuiHBIH BBITYCK

(1HOMEp NapTHi1, HOMEPA HIZIEILTT, PEKBI3IITLI OroBOpa (KOHTPAKTA), HAKNAHAA)

"Kosnauen Jliuc", CLIA,
Covidien Llc, 15 Hampshire street, Mansfield MA 02048, USA

HAHMEHOBAHWE H3roTOBUTENA, CTPaHbl B T.M.

cootBerctByeT Tpebosanusam:  ['OCT P 50444-92 (Pasn. 3,4), TOCT P 50267.0-92 (MIK 601-1-88),
F'OCT P 50267.26-95 (MDK 601-2-26-94), TOCT IEC 60601-1-1-2011, TOCT 30324.0.4-2002 (MOK
60601-1-4:1996)

(06o3IAtEHNE HOPMATHBHEIX JOKYMEHTOB, COOTRBETCTBIE KOTOPHIM MOATBEPKAEIO AaNHOI ACKNApaLLIe, C yKAIAHIEM NYHKTOB 3THX HOPMATIBHBIX
JOKYMEIITOB, COAEMKALLMX TpeBoBalIs Uit AalHOf npofykLun (yenyri))

Jexnapalldss NpUHATA Ha OCHOBAaHMM: IPOTOKONA TEXHHYCCKHUX ucnprranuit Ne 2019.TD-68.04CD ot
30.04.2019 000 UJILT "MenTectIIpu6op", per. Ne POCC RU.0001.21MI126 ot 22.07.2015
PerucTpaunoHHoe ypocToBepenue @enepanpHoH CiyxObBl MO HAI30py B cepe 3IpaBOOXPAHEHUS
(POC3JIPABHAJI30P) Ne ®C3 2011/11005 ot 11.06.2014

(um])opmaulm 0 JOKYMEHTAX, ABAAIOWNXCA OCHOBAHIEM AN NPUHATHA nexnapauuu)

Jata npunatus gexinapauun 30.04.2019

Jlexnapanust 0 COOTBETCTBHH JEHCTBUTENIBHA 10 30.04.2022
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/;@ TR CGEPTUOUKAIINU U TEKJIAPMPOBAHU I, Ne RA.RU.1 1MIT18
._!13}',; ( \(’2\";\ (HaMEHOBAHIE H AAPEC OPrana no cepTH(uKauny,
5/z KRa! 1. Muésnuxy, 1oM Ne 3, kopryc 1 Teneon: +7 (495) 783-42-17
< "l

3aperncTPHPOBABLICTO AEKNAPALILIO)

-US.MIM18.8.00898/19 ot 30.04.2019 geicTByeT A0 30.04.2022

(naTa pericTpaLNI 1 PErHCTPALIIOHHbLT HOMED AeKNapaLLIL)
. Al Toxo

(noanuce, HHNLMAAL], Gamimia pykoBoAuTeNs oprana no cepTidhukalii)
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CucTema MOHMTOPHHTa ITyGHHEI HAPKO32a M CelalliH, BAPHAHTH! HCTonHeHus: BIS, BIS VISTA ¢
MIPHHAJIEXXHOCTAMH:

1. OcHOBHO}#t 6JI0K.

2. Lludposoii mpeoGpazoBaTelb CHUrHana ¢ kabesneM At COSIUHEHHS ¢ OCHOBHBIM 6110KOM KUK LK POBOH
GunaTepansHbIH NpeoGpasoBaTensb CHrHana ¢ kabeyeM 4jis COEMHEHHS ¢ OCHOBHBIM 610KOM.

3. KaGenb ceHCOpOB CHEMHBIH.

4., Kabenp ceTeBOi.

5. 3acuM sl KpEIUIEHUs] MOHUTODA.

6. MHCcTpyKIUs N0 3KCIUTyaTaluy.

7. Kpatkast "HCTPYKIMS 110 SKCILTyaTaluH.

I TpuHagIe)XHOCTH:

. CeHCOpHI 0OTHOPa30BbIE UL B3pOCIEIX, He Gonee 300 wr.

. CeHCOpHI 0IHOPa30BbIe s AeTel, He 6onee 300 wr.

. CeHCOpBI OJIHOPa30BbIe GUIaTepabHEIE IS B3POCHbIX, He Gonee 300 wT.

. CeHCOopH! OHOpa30Bble GunaTepalbHble A1A AeTei, He Gomnee 300 .

. DII3II-KapTHI VIS COXpaHeH s JaHHBIX MOHUTOPHUHTa, He Gonee 10 wr.

. KaGenu mms cBA3M MOHHTOpPA C KOMIIBIOTEPOM, He 6osee 10 wrT.

. IIporpammHuoe oGecrieyenye s 06paboTKH AaHHBIX MOHHTOPHHIA Ha 1K (Ha 3/1eKTpPOHHOM HOCHTEJIE), HE
Oonee 10 wrT.

8. ITudposrie npeobpazoBareny curHana, He 6onee 20 wr.

9. Kabenu cercopos, He bonee 20 .

10. 3a)kuMBl A5 KpeIuIeHHst MOHHTOPOB, He Hoee 20 wr.

11. Kabenu cetesrle, He 6omee 10 wT.

12. KoMIaxT JUCK C PYKOBOJCTBOM II0JIE30BATENS.

I'lpousBoaurenu:

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

2. Jabil Circuit Singapore Pte. Ltd., 16 Tampines Industrial Crescent, Singapore 528604.

Mecto npou3BOACTBA!

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

2. 16 Tampines Industrial Crescent, Singapore 528604.
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 CBejieRus P\RCI‘I/ICTpaHI/II/I JeKJIapaliy 0 COOTBETCTBUH
y/ QOO HERTPCEPTHONKAIIN Y JNEKJAPUPOBAHHUSI», Ne RA.RU.11MIT18
j % 4 (HallMCHOBEHHC H aapec oprana no cemel)nKauHu
( 93"398 Mo\gs\a gyn Muéprukn, zoMm Ne 3, xopryc 1 Tenedon: +7 (495) 783-42-17
i\:} A |5); 3aperncTpHPOBABLLEro AEKNAPaUHio)
QU | -US.MIN18.B.00898/19 ot 30.04.2019 gevicTByeT A0 30.04.2022
_ v (nata perucTpausi i pericTpaLIMOHHLIA HOMED Aeknapauii)
Moy e Y - A.JL. Joxo

s (NOANNCH, 1IBLMATIBL, (aMIUA PYKOBONITENS OPraua 1o cepTH(hHKaLLI)



