®EAEPAABHAS CAVJKBA [10 HAA3OPY B COEPE 3APABOOXPAHEHU
(POC3APABHAA3OP) -

PETUCTPALHUOHHOE YAOCTOBEPEHHME -
HA MEAULIMHCROE U3AEJIUE
ot 28 nexabps 2018 roga Ne ®C3 2012/11628

Ha megunuHCKOE H3JeHe
JIaTYMKA IyJIbCOKCHUMETPHIECKHE Nellcor ¢ npuHALNEKHOCTAMH

Hacrosimee perucTpaiuoHHOE YAOCTOBEPEHHE BBIAAHO
"Kosuauen Jlne'', CIIIA,
Covidien Llc, 15 Hampshire Street, Mansfield, MA 02048, USA

[Tpon3BoAUTEIL
"Kosnauen Jliuc", CIIIA,
Covidien Llc, 15 Hampshire Street, Mansfield, MA 02048, USA

MecTto IIPOU3BOJICTBA MEIHUIUHCKOIO U3ACIIHA
CM.IIPHJIOKCHHE

Homep peracTpaiMoHHOro 1ocke Ne PJI-24884/66543 ot 04.12.2018
Kiacc MOTEHIHAIBHOTO PUCKa IPHMEHEHNS MEUIIMHCKOTO U3/ICIIHA 26

Koz O61mepoccriickoro KiacCH@ukaTopa IpoXyKLHH [0 BUAAM IKOHOMHUYECKOH
nesTenpHOCTH 26.60.12.140

Hacrosmee PErucTpalioHHoe yOOCTOBEPEHHEC BMeEeT NPHJI0KEHHAE Ha 1 mucre
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npuxa3oM PoczapaBHanzopa ot 28 nexabps 2018 roga Ne 90

|| MOMYIIEHo K obpaimenuio Ha Tepputopun Poccuiickoii @enepanng,
< 3aMecTHTEIb pyKoBoauTens PenepanbHoil cayK0b! S

no Haa30py B cdepe 31paBoOXpaHeHNs >, ' JLIO. IlaB/1oKoB
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5| OEAEPAABHASL CAVKBA [TO HAA3OPY B COEPE 3APABOOXPAHEHIS
(POC3APABHAA3OP)

K PETUCTPALIMOHHOMY YOCTOBEPEHHIO S
HA MEAULIMHCROE U3AEJIME

oT 28 aexalps 2018 rona  Ne ®C3 2012/11628
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Ha MegunuHCKOE H3ACIHE
JaTunku myjgscokcumerpudeckue Nellcor ¢ npuHaIeKHOCTAMH:
BapHaHThl HCIIOHEHHA!

ey Y

- natadxy SpO2 j1d OXHOro MALHEHTA KIICHKHE. '.

: - matuukd SpO2 st OJHOTO NAHEHTa HEKIEHKHE.
Zin - matuuky SpO2 i OFHOro HalHeHTa JIOOHEIE. i
= A - matawky SpO2 MHOTOpa3oBOTO H YaCTHYHO MHOrOpa3oBOro MCIOJIb30BAHMUL. &

N - JaTYUKH U1 HOBOPOXKAEHHBIX. &
>)_ % - ATYUKH JUIA JETeH. (&
=% - ATYUKH JUIS B3POCHIBIX. NS

& TIpMHAIEKHOCTH: S
=4 1l 1. Kymnicsr ymngle, He 6onee 20 1T, B
>\f) I 2. Kimuncel nefuarpudeckue, He 6onee 20 mt. ’
- 3. Kabenu myascokcuMmeTpryeckue, He 6onee 20 .

x 4. JlenTs! 11 (EKCALMH JATIHKOB C 3aCTEXKOH THIIA «BEJKPO», He Gonee 20 mT. s
= = 5. JlenTs! [N (UKCAIMM AATIMKOB C aATe3HBHBIM CIIOEM K Ge3 Hero, He 6oiree 20 mrT.
N 6. Knesunuiics ¢uxcarop MIs myabCOKCHMETPAYECKHX JATIMKOB, HE 6omee 20 mTt. ;
>> / 7. ®rKcaTOPE! H3 BCIIEHEHHOTO MaTepHaa s MyJIbCOKCHMETPHIECKIX AaTHHKOB, HE fonee «

+ 20 1T, :
[ 8. CMeHHBIH pyKaB Jjisl KJTAIICHI IeuaTpuyeckoi, e 6osee 20 mr. _-
=N 9. KaGemy my1bCOKCUMETPHIECKHE COEANHUTENbHEIE, He Gostee 10 mT. i
» 10. Kabenu mynTscOKCUMETpHYECKHE Y THHUTETbHEIE, He Gonee 10 mT. _'
4 4 MecTo NpOH3BOACTBA: E&
Z 1. Covidien Llc, 15 Hampshire Street, Mansfield, MA 02048, USA. i ]

2. Covidien, Boulevard Insurgentes, 19030 Libramiento, 22225 Tijuana, B.C., Mexico. , 1
N 3. Carlisle Medical Technologies (Dongguan) Co., Ltd., No. 2, Xinhu Industrial Park, ¥ 7
Qiaolong Road, Dengwu Village, Qiaotou Town, Dongguan, 523533 Guangdong, China. «
A 4. Bluepoint Medical GmbH & Co. KG, An der Trave 15, 23923 Selmsdorf, Germany. L2
)

3amecTaTeab pyKkoBoguTes PenepaibHoil cyxObI
S 10 Hax30py B cdepe 31paBoOXpaHEeHHUS
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JEKJAPAIIMSA O COOTBETCTBUHA

OO6mecTBO ¢ OrpaHAYeHHOI oTBeTcTBeHHOCTHI0 ""Menrponuk';s 000 "Mearponuk'

(HaHMEHOBAHHE OPraHU3ALMH WK GAMHITHSA, MMS, OTYECTBO HHAMBUYAIBHOrO NPEANPHHAMATEIS, PHHABIINX JCK/IApaLHIO O COOTBETCTBHH)
MexpaiionHas uacneknus denepanpbHO HATOroBoi iy k06l Ne 46 mo r. Mockse , 30.01.2008

CBEJICHHS O PErHCTPALMK OPraHu3auly WK HHAWBHAYAJIbHOTO npeanpuHAMaTe/is

OI'PH 1087746137247

(HaNMEeHOBaHUE PETHCTPUPYIOWIETO OPraHa, 1aTa PErHCTPALIIH, PETHCTPALMOHHBIH HOME)
Anpec: 123317, r. Mockaa, [Ipecnenckas HabGepexHas, 1. 10,
tenedon: +7 (495) 580-73-77, dakc: +7 (495) 580-73-78

(ampec, Tenedon, daxc)
B imne  I'enepanpHoro nupekropa IlnsicynoBoit Enensl BUKTOpOBHEI

(IOJDKHOCTB, paMHITHS, UMSI, OTYECTBO PYKOBOIMTEIIS OPraHH3aLMH, OT IMEHH KOTOPOH NPHHHMAETCA JIeKJIapaLys)
3agBisgeT, 4To JaTunku nyjascokcumerpuueckne Nellcor ¢ mpuHAIEKHOCTAMHA

(HaUMEHOBAHME, T, MapKa MPOMYKLMHU (YCITYTH), Ha KOTOPYIO PACIPOCTPAHAETCS AEKIapaLis)

Kog OKIIJ2 26.60.12.140 Kox TH B2/1 9018 19 100 0

ko OK 005-93 u (nnm) TH BOJI CHI" nnmn OK 002-93 (OKYH), cBeieHHs 0 CepHIHHOM BBIITYCKE HJIH MAPTHH
CepwHifHBI BBITYCK

(HOMep NapTHH, HOMePa W3ENHii, PEKBH3HTBI JOroBOpa (KOHTPAKTa), HaKIaaHas)

“Kosumuen Jluc”, CIIIA,
Covidien Llc, 15 Hampshire Street, Mansfield, MA 02048, USA

HaMMCHOBAHWE U3rOTOBUTEIA, CTPAHBI H T.I1.

cootBeTcTByeT TpeboBanusam: ['OCT P 50444-92 (p. 3, 4), TOCT ISO 9919-2011, 'OCT P 52770-2016,
'OCT ISO 10993-1-2011, TOCT ISO 10993-5-2011, 'OCT ISO 10993-7-2016,
['OCT ISO 10993-10-2011, 'OCT ISO 10993-12-2015

(0603HaYeHHEe HOPMATUBHBIX JOKYMEHTOB, COOTBETCTBHE KOTOPBIM MOATBEPIKACHO NAHHOM JCKIapalKei, ¢ yKa3aHUeM IyHKTOB 9THX HOPMAaTHBHBIX
JIOKyMEHTOB, COAEPIKAIUX TPeOOBAHUS JUTA JAHHOH NPOAYKUHH (YCIYTH))

Jlexmapanus NMPUHATA HA OCHOBAHHM: IPOTOKONAa TexHWYeckux wcmbtanuit Ne 2019.TD-09.01CD or
18.01.2019 OO0 UJIIT "MenTecrIIpubop", per. Ne POCC RU.0001.21MI126 ot 22.07.2015; npoTokoina
TOKCHKOJIOTHYECKUX MccienoBanuil Meaumuackoro m3uemast Ne 1638 ot 18.01.2019 JlaGopaTopHslit ieHTp
00O "Lentp Konrpons Kauectsa OHILL", per. Ne POCC RU.0001.21PK75 ot 12.08.2014
Peructparmonnoe ymocroBepenne @DenepanbHOl ClIykObl 10 Hag3opy B chepe 3ApaBOOXpaHEHHS
(POC3JIPABHAJI30P) Ned(C3 2012/11628 ot 28.12.2018

(uHdopMaLys 0 ZOKYMEHTAX, ABJISIOIINXCSA OCHOBAHHEM JUIsl IPUHATHSA JEKIapaLiun)

Jara npunstas gexiaapanun  23.01.2019

Jlexmapaliys 0 COOTBETCTBUH IEHCTBUTENIBHA 1[0 23.01.2022

IlasicynoBa Enena Bukroposua
(vHUIMANEL, haMIITus)

(HaMMEHOBAHHE U AIPEC OPraHa Mo CepTHHUKALMH,

HéBHUKY, oM Ne 3, kopryc 1 tenedon: +7 (495) 783-42-17

3aperHCTPUPOBABIIETO IEKIAPALIHIO)

J/1-US.MIM18.B.00466/19 ot 23.01.2019 genctByeT Ao 23.01.2022

(maTa perucTpaLrn U PeruCTPaLMOHHbIH HOMED JCKIapalyy)
>

— Al Toxo

(NOANKCH, HHMLMAITBL, (PAMHITHS PYKOBOJMTENA OpraHa Mo cepTH(QHKaLHM)



Hatuukn mynbcokcuMerprdeckue Nellcor ¢ mpHHAUIEKHOCTSIME

BApUAHTHI UCIIOJTHEHHUS ;

- gatauky SpO2 178l OIHOTO MaLUeHTa KIeHKHe.

- natauku SpO2 1711 OIHOTO MalUeHTa HeKJIeHKHE.

- patyuku SpO2 A7 OTHOTO ManKeHTa JOOHEIE.

- marguku SpO2 MHOropa30BOr0 M YaCTUYHO MHOTOPA30BOI0 HCIIOIB30BAHHA.

- TATYUKH 11 HOBOPOXKICHHBIX.

- IaTYMKH I JETEeH.

- TATYUKHU JJIS B3POCIIBIX.

[IpuragnexunocTu:

1. Knuncer ymmsle, He 6oiee 20 mr.

2. Kimuncs! nequarpuyeckue, He 60see 20 mir.

3. Kabenu nynscoxcumeTpudeckue, He 0onee 20 mr.

4. Jlents! Ui GHKCALUM JATYMKOB C 3aCTEXKKOM THIa "Benkpo", He Gonee 20 mT.

5. JIenTs! o pukcanuy TaTYMKOB C Are3UBHBIM Cj10eM U Oe3 Hero, He Gostee 20 miT.
6. Kneamuiics ¢puxcarop Uis My IbCOKCHMETPHYECKHX JaTIUKOB, He 6osee 20 miT.

7. dukcaTopsl U3 BCICHEHHOI'O MaTepHaa IS IyJIbCOKCHMETPHYECKHIX TaTYMKOB, He Oosee 20 miT.
8. CMeHHBIH pyKaB AJIsI KJIHUIICHI IIEAHATPUIECKOM, He Ooree 20 mT.

9. Kabenu mynpCOKCUMETPUUIECKUE COeTMHUTENBHEIE, He Goee 10 mmT.

10. KaGenu mysiscOKCHMETpHYECKHE YTTHHATENbHBIE, He Ooiee 10 mmT.

Mecto npousBozacTBa:

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

2. Covidien, Boulevard Insurgentes, 19030 Libramiento, 22225 Tijuana, B.C., Mexico.
3. Carlisle Medical Technologies (Dongguan) Co., Ltd., No. 2, Xinhu Industrial Park, Qiaolong Road,
Dengwu Village, Qiaotou Town, Dongguan, 523533 Guangdong, China.

4. Bluepoint Medical GmbH & Co. KG, An der Trave 15, 23923 Selmsdorf, Germany.

Ilnsicynosa Enena BukropoBna
(vHUIIAIBI, aMIUTHS)

U JEKJIAPUPOBAHMA», Ne RA RU.11 MITI18

(HaMMEHOBAHHKE U aIPEC OpraHa Mo cepTHHUKALIMH,

E\Muésanku, oM Ne 3, kopryc 1 tenedon: +7 (495) 783-42-17

NOUKAINHN

3aperHCTPUPOBABILIErO JCKIIAPALIHIO)

-US.MIM18.B.00466/19 ot 23.01.2019 nencrtByeT Ao 23.01.2022

(nara perucTpaLiy U PErHCTPALMOHHBINA HOMEp JeK/IapaLum)

M.IT. S — AL Toko

(MOANKCH, HHHLMATBI, HAMHIIHA PYKOBOJUTENA OPraHa 110 cepTU(UKaLH)



