®EAEPAABHAS CAYXBA IO HAA3OPY B COEPE 3APABOOXPAHEHMUS
(POC3APABHAA3OP)

PETUCTPALUOHHOE YﬂOCTOBEPEHﬁE
HA MEAHWLUHHCROE H3AEJIME
oT 28 nexa6psn 2018 rona e ®C3 2012/11628

-| Ha MemuuuHCKOE H3fIETHE
' aTUMKH MYJbCOKCHMETPHYECKNE Nellcor ¢ npHAAAICIKAOCTAMHA

Hacrosmee perucTpalHoHHOE YA0CTOBEPEHHE BRIAHO
\|| "KoBuamen JIne", CIIA,
/7|l Covidien Llc, 15 Hampshire Street, Mansfield, MA 02048, USA

[Tpon3BOAKTED
"Kosuanen Jlne", CILA,
Covidien Llc, 15 Hampshire Street, Mansfield, MA 02048, USA

MecTo TPOH3BOZICTBA MEAUIMACKOTO U3ACIHA
CM. IpHJIOKEAHE

HoMep perAcTpalMOEHOI0 Jocke Ne PJ/1-24884/66543 or 04.12.2018
Knacc MOTERLBATLHOT0 pHCKa MPAMEHEHHA MEMITAHCKOT0 H3IETIHA 20

Kon O6mepoccuiickoro KiIacCHprRaTopa TPOAYKUEAH [0 BHAAM HKOHOMHHEECKOH
nestensHocTH 26.60.12.140

Hactosinee perucTpalldoHHOC YAOCTOBEPSHHE HMECT NPHIOKEHAC Ha 1 nucte




A,
7,

e

®EAEPAABHASL CAVKBA [TO HAA3OPY B COEPE 3APABOOXPAHEHNS
(POC3APABHAA3OP)

KRPETHCTPALHUOHHOMY YAOCTOBEPEHHIO
HA MEAULIMHCROE U3AEJIUE

oT 28 aexalpsa 2018 rona N ®C3 2012/11628

Ha MeanuMHCKOe H3ACTHE

JaTankH myabcokcaMerpideckue Nellcor ¢ mpHHagaexXHOCTAMM:
BapHaHTbl HCIOIHECHAA:

- aatauku SpO2 [Ig oHOr0 DAHEHTa KICHKHE.

- gatyukd SpO2 A1a OAHOrC NANHACHTA HEKIICHKHE,

- ratunky SpO2 i OXHOTO HallHerTa JOoGHEIE.

- faTauxd SpO2 MHOrOpa3oBOrc H YaCTHYHO MHOTOPa30BOTO HCIIOIB30BAHAIA.
- JaT9HKH 11 HOBOPOSKICHHBIX.

- AaTYMKY [TA AETEH.

- JaTYMKH U B3POCHEIX.

HpunamieHOCTH:

1. Kimuncer yiaHsie, ve Gonee 20 mr.

2. Knuncel nemaatpugeckne, He 6oaee 20 mr.

H 3. KaGemn nymhcoKcRMETprYecKue, Be Gomee 20 1T.

4. JlenTst s GUKCALMH AATUMKOB C 3aCTEXKOH THIIA «BEJIKPOY», He Gonee 20 morT.
5, JlenThl 1A (UKCALIHH JATIAKOB C AATE3UBHBIM clioeM B Ge3 Hero, He Gonee 20 mT.
6. Knesummiics dpuKcaTop Ais My IbCOKCHMETPAYECKUX JATIAKOB, He Gonee 20 mrT.

20 1.

8. CMeRHBIX pyKaB JUIA KIHIICHI IefuaTpueckol, He Gonee 20 mT.

9. Kafemu my/IbCOKCUMETPHYECKHE COSAHRATENbHEIE, He Gonee 10 wr.

10. Ka6enu nyascokcuMeTprueckne yUTHHUTETbHbIE, He Gonee 10 mT.

MecTo npou3BoAcTBa:

1. Covidien Lle, 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,

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

3amecTaTens pykopoauTens Penepanbnoii cryxonl
nmo Haz3opy B chepe 3apaBooXpaHeHHA

Jucr 1

7. GEKCATOPE! U3 BCIEAEHHOTO MaTepuana [l My IbCOKCHMETPRUECKUX JaTHHKOB, He Goree

Qiaolong Road, Dengwu Village, Qiaotou Town, Dongguan, 523533 Guangdong, China.
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JNEKJAPAIISI O COOTBETCTBUM

O6mecTBO ¢ orpannyennoii orsercrpennocteio ""Mearponuk'; 00O "Mearponnk"

(HAHMEHOBAHHE OPraHM3AUMK HIH GAMUIHS, HMA, OTUECTBO HHAHBHAYATBHOTO NPEANPHHHMATENA, NPHHABLIHX ACKIAPALHIO O COOTBETCTBHH)
Mesxpaitonnas nacnexnus OenepanbHoi Hanorosoii ciyx6sr Ne 46 mo r. Mockse , 30.01.2008

CBEJIGHHMA O PETHCTPALIMN OPraHH3aUMH HIH HHIHBHYAIBHOTO NPEANPHHHMATEA

OI'PH 1087746137247

(HaUMEHOBaHNE PErHCTPHPYIOILETD OPraHa, 1aTa PerHCTpaLH, perHCTpaLMoOHHLII HoMmep)
Anpec: 123317, r. Mocksa, Ilpecnenckas nabepexHas, 1. 10,
tenedon: +7 (495) 580-73-77, dakc: +7 (495) 580-73-78

(anpec, Tencdon, paxc)
B e  I'enepanpaoro gupexropa Ilnscynosoit Enensl BUKTOpOBHBI

(MOIKHOCTS, haMHHSA, UM, OTUECTBO PYKOBOJHTENA OPTAHU3ALIMH, OT HMEHH KOTOPO#i MPHHUMACTCA CKNAPALUA)
3asBIIFET, YTO JaTaukn nyjabcokcumerpuyeckne Nellcor ¢ npHHAaIeKHOCTAMH

(HauMeHOBaNKE, THII, MAPKa MPOIYKLMH (YCAYTH), HA KOTOPYIO PACNpOCTPaHAETCA AeKaapaliis)

Koa OKITA2 26.60.12.140 Kox TH B2/1 9018 19 100 0

kox OK 005-93 u (nnu) TH BOJ CHI" unn OK 002-93 (OKYH), cBenenns o cepuilHOM BBITTYCKE WITH MapTHH
CepuiiHBIH BBHITYCK

(HOMEp NapTHH, HOMEPA H3AENHH, PEKBHINTEL JOTOBOPA (KOHTPAKTA), HaKnaaHas)

“Kosuanen Jlac”, CHIA,
Covidien Llc, 15 Hampshire Street, Mansfield, MA 02048, USA

HAHMCHOBAHHE H3MOTOBHTENA, CTPAHEL H T.0L.

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

(oBo3naueHHe HOPMATHBHLIX IDKYMEHTOB, COOTBETCTBHC KOTOPBIM NOATBEPACIEHO NAHHOM JCKIAPALMEH, C YKA3AHHEM (IYHKTOB 3THX HOPMATHBHBIX
JOKYMEHTOB, COAEPKALLNX TPeDOBaHKA 1A JAHHOM NPOAYKIHH (YCAYTH))

Jlexnapanus NpUHATA Ha OCHOBAHWM: IIPOTOKOJa TexHuueckux ucnbiraHuii Ne 2019.TD-09.01CD ot
18.01.2019 OO0 HIJII "MenTectlIpubop", per. Ne POCC RU.0001.21MII26 ot 22.07.2015; nporokosa
TOKCHKOJIOTHYECKHX HccieaoBanmii meaumuackoro usienus Ne 1638 ot 18.01.2019 JlaGopaTopHeli 1eHTP
000 "Lentp Konrpons Kauecrsa OHII", per. Ne POCC RU.0001.21PK75 ot 12.08.2014
Perucrpaunonnoe ypocroepenne @enepanbHol caykObl 1m0 Ham3opy B cdepe 31paBOOXpaHCHUS
(POC3IPABHAJI30P) Ned(C3 2012/11628 ot 28.12.2018

(HHGOPMALUA 0 AOKYMEHTAX, ABNAIOMIMXCA OCHOBAHHEM JUIA TIPHHATHA ICKTAPALIHH )

Jlara npunsTus fexnapamun  23.01.2019

Jlexnapaius 0 COOTBETCTBUH JICHCTBUTEILHA J10 23.01.2022

ILasicynoBa Ejiena Bukroposna
(uHUIMATE, haMuITHs)

FERH Dy Tpalmn JIeKJIapAHH O COOTBETCTBHH
_’ ‘g TI/I(I)HKAL[I/II/I U NEKJIAPUPOBAHMWA», No RA RU.11 MIT18

(HAUMEHOBAHNE H aIpec OpPraHa no ceprTH(hHKaLMH,

népHuKH, A0M Ne 3, koprye 1 Tenedon: +7 (495) 783-42-17

3aPerHCTPHPOBABIIETD NEKIAPALIHIO)

) -US.MIM18.B.00466/19 ot 23.01.2019 pewncrtayeT oo 23.01.2022

(naTa perHcTpailni H PErHCTPALMOHHBIH HOMED JACKApAalHH)
-

— A L. loxo

(noANyUCch, WHALHAIBI, (JaMHIHA PYKOBOAMTENS OPIaHa N0 CepTH(HKALLHH)



Jarunku mynscokcumerpuyeckue Nellcor ¢ OPHHAIJIEXKHOCTSIMH:!

BAapHAHTHI HCIIOJHEHHA:

- gaTuuku SpO2 1715 0JHOrO MalHenTa KIeHKHe.

- naruuky SpO2 [UIf 0THOTO NalHeHTa HEKIeHKHE.

- maraukd SpO2 [uIs 0HOTO NaKenTa Jo6HbIE.

- iaTaikd SpO2 MHOTOPA30BOro W YACTHIHO MHOTOPA30BOr0 HCIIOJIB30BAHMS.

- JaTYUKH JJIS1 HOBOPOIKIEHHBIX.

- TaTYUKH IS JeTeH.

- JATYUKH JUIS B3POCIIBIX.

[IpuHaIeKHOCTH:

. Knunce! ymssie, ne 6onee 20 mr.

. Knmunieer nequarpuueckue, ne 6onee 20 mir.

. Kabemn mynbcokcumeTpruyeckue, e 6ostee 20 mr.

. JlenThI U1 PuKcanuyu qaTIHKOB ¢ 3acTeKKOM THIA "Benkpo", He Gosee 20 miT.

. JIenTHI U151 pUKCALMM AATIMKOB C aAre3UBHELIM clloeM u 6e3 Hero, He Gosee 20 wmiT.

. Knesmmiicst pukcarop st myI5COKCHMETPHYECKUX JAaTYHKOB, He Gosee 20 miT.

. DUKCATOPBI U3 BCIIEHEHHOI'0 MaTepHasa JUis IMyIbCOKCHMETPHYECKUX JaTYUKOB, He Oonee 20 mT.
. CMeHHBIH pyKaB JUIs KJIHIICHI IeHaTpH4ecKoil, He Gonee 20 T,

. Kabenu nmynecokcumeTpuyeckue coeTuHATENbHBIE, He 6omee 10 mT.

10. KabGenu myiscokcuMeTpuyecKie yIHHATEIbHbIE, He 60ee 10 mT.

MecTto npou3BoACTBA:

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.
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IlasicynoBa Enena Buxkroposna
(MHAIHANE], haMuITHs)

(HAaMMEHOBAHHE H A/IPEC Oprava no cepruduralmm,

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

3aperHCTPHPOBABILENO ACKIaPALIHIO)

-US.MIM18.8.00466/19 ot 23.01.2019 gencTByeT oo 23.01.2022

(nara perueTPAHA | PErHCTPALMOHHBIH HOMEp ACKNapaiiH)

M.IL /,. AL oko

(noAnuch, HHATMANL!, (PaMHIHA PYKOBOAHTENA OPraHa no cepTH(HKaLIHH)



