





AEKJIAPALIA O COOTBETCTBHA
O6mectso ¢ orpannyeHHoii oTBercreennocteid "Mexrponnx''; 000 "Mearpounux"

(HaHMEHOBALHE OPTARKM3ANNH HIIH (QAMUIHA, HMS, OTICCTBO HHAMBHAYANSHOTO MPEANPUHHMATERE, [PHHABILINX ASKNAPALIMIO O COOTRETCTBHIH)
Mexxpaifonnas uncnexins OenepansHoit Hanmorosoi cnyxds1 Ne 46 no r.Mockse , 30.01.2008

CRCUCHUA O PETHCTPALHH CPraHM3aLHH HITH HHIMBUAYATBHOI® HPEANPHHHMATEIA

OI'PH 1087746137247

(HAMMEHOBANIE PErMCTPHPYICHIETO OPraHa, AATa PECUCTPALIHY, PCIUCTPALHONHRIH HOMED)
Anpec: 123317, r. Mocksa, IIpecnenckas wabepexnas, a. 10,
tenedon: +7 (495) 580-73-77, dare: +7 (495) 580-73-78

(anpec, TenedoH, (hakc)
B mune  I'emepanmsnoro gupexropa [Inscynopoit Eneint Bukroposnsr

(AOMKHOCTE, PAMIINA, WMS, OTHECTEO PYKOBOIMTC/S OPTalM3aIii, 0T HMEHH KOTOPOH NPHHUMACTCA IeKNapaLia)
3asBIseT, 94T Haruukn nyascokenmerpudeckne Nellcor ¢ npunajiexnocrsvu

(nanMeRORAHNE, THIL, MAPKA MPOIYKLUHHE (YOIYTH), Ha KOTOPYIO PACIPOCTPAHAETCS ASKITAPalys)

Ko OKII 94 4100 Kog THB2/1 9018 19100 0

ko OK 005-93 w (smrr) TH BOJT CHT v OK 002-93 (OKVYH), ceeaessns O CepHiHOM BBINYCKE WM NAPTHH
CepuiiHbIi BEITYCK

(HOMep NapTHH, HOMEPa HANENHH, PEKBH3HTEL HOTOBOPA (KOHTPAKTA), HAKNAMIEST)

"Kosuguen JLiuc", CIHIA,
Covidien Llc, 15 Hampshire Street, Mansfield MA 02048, USA

HAHMEHOBAHHE H3TOTOBHTENA, CTPGRHEL I T.II.

coorseTcTByeT Tpebopanuam: ['OCT P 50444-92 (p. 3, 4), TOCT ISO 9919-2011, 'OCT P 52770-2007,
I'OCT ISO 10993-1-2011, I'OCT ISO 10993-5-2011, TOCT ISO 10993-10-2011, TOCT ISO 10993-11-
2011

(0Go3HaueHE HOPMATHBHBIX JOKYMEHTOB, COOTRBETCTRHC KOTOPEIM [OATECPMEECHO A0 NEKIApanHei, ¢ YKATAHMEM NYHKTOB 3THX HOPMATHRHEIX
JIOKYMEHTOR, COAepRalinx TpedOBaNML I JaHHCH npouykueH (yenyru))

Jex1apanus DpHHATA HA OCHOBAHMW: HPOTOKoJNa ucmeranmit Ne 2015.TD-28.09CD or 15.09.2015 000
W "MenTecrlIprbop", per. Ne POCC RU.0001.2IMII26 or 22072015, saxIroueHAT
TOKCHKOJIIOTHYeCKHX HenbITaguit Ne 3262.014 or 18.09.2014 UJI] ®T'BVH "HHUH OXM" OMBA Poccun,
per. Ne POCC RU.0001.211M33, 16.07.2010 — 16.07.2015.

Perucrpanuonnoe ynocropepenne OeepanbHoi ciy)Obl o HaA30py B cdepe 3ApaBoOXpaHeHus

Ne @C3 2012/11628 or 16.03.2012

(HHq]O]JMﬂ]_lHSl 0 NOKYMENTAX, ABJAIOIIEXCA OCHOBAHWUEM ANA TIPHHATHS HGKHB]JEU_[HH)

Hara npunsitus nexnaparuu — 03.06.2016

Jlexnapaims 0 COOTBETCTBHH ACHCTBHTEILHA 110 03.06.2019

IlssicynoBa Fiena BukropoeHa

(HHATHATTEL, haMUITHS )

3APCTHCTRHPORABIIETO ASKIIAPATIIC)

POCC US.MIM41.]106564 or 03.06.2016

(nata pErHCTPALIHE H PETHCTPAUHOHHBIFN HOMED REKTAPALHH)

AN, loxo

(nOANMCT, WHHIMATE], GaMETHIL pyKOBOANTENS OPTAN 10 CepTHHOHKAIIMH)




JlaTumkw mynecokcumerprueckue Nellcor ¢ mpHHAIEKHOCTIMMU:

Jarumky mynecokcumerprudeckue Nellcor, BapuanThr HCHOTHEHUS:

- naryuky SpO2 Ui OHOTO MMAKREHTA KICHKHE.

- natuakye SpO2 And 0AHOTO NAIHEHTA HEKIEHKHE,

- natauknd SpO2 Mg OHOTO MAITHCHTA JTOOHEIC.

- JatgakH SpO2 MHOTOPA30BOrO B YaCTHIHO MHOTOPA30BOTO UCHONL30BATINS.
- JIATYHKH JJISE HOBOPOIK/IEHHBIX.

- JIATHAKH JUTA TeTel.
- JATYHUKH JJ15 B3POCBIX.

[IprHamIeKHOCTH:

1. Kimariest yunsie, ne Somee 20 mr.

2. Kimanickl nepmarpuyueckue, He donee 20 nrr.

3. Kabenu nynecoxcumeTpudeckne, ve Gomee 20 1T,

4, JlenTr! anst hUKCAIUHN TATUAKOB € 3aCTeXKOH THIA "Benkpo", He Gosnee 20 mT.

5. JIenTol JUtst QUKCAIIMK JATYMKOB € a/IF€3MBHAIM clroeM u Oe3 Hero, He donee 20 wmT.

6. Knesruiics guxcarop ans nyabCOKCHMETPUUISCKUX JaTIMKOB, He 6osee 20 nrr,

7. OukcaTopbl U3 BCIEHEHHOTO MaTepraia AT MYyNLCOKCHMETPUICCKHX AaTUMKOB, He Donee 20 mr.

8. CMeHHBIH pyKaR JUisl KIHIICH! TefHaTpudeckoi, He Oostee 20 1ur.

9. Kabenu nynbCOKCHMETPHYECKHE COCIHHMATENbHEIC, He Oonee 10 1T,

10. Kabeiu nynbcoOXcHMeTpAYECKHe Y/UTHHATEIRHBIE, He Oostee 10 it

MecTo DpOU3BOJACTRA,

1. Covidien Llc, 37 Boulevard Insurgentes, Libriamento a la P, .a Mesa Tijuana, B.C., Mexico.

2. LHI Technology (Shenzhen) Co., Ltd., Bang Ling Cun Xiao Zu (Cun Bei), Gui Hua Cun, Guan Lan Guan
Lan, 518110, China.

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

Ilasncynosa Enena Bukroposua
(MHHUIAATLI, QaMUIHST)

CBe/IcHHS O PETUCTPAIIMH JSKAAPAIMH O COOTBETCTBHH
000 "IIEHTP CEPTHOUKAITN 1 HEKHAPHPOBAHI/I}I” Ne POCC RU.0001.111M41

3apCTUCTPHPOBABHICIO ACKTapal H/HD)

POCC US.MM41.J]106564 ot 03.06.2016

(dara perHeTpaliin 1 pechpaLmom]:mi HOMCP nelcnapamm}

P AL Joko

(noAMCh, MHELMAEY, HaMITHA PYKCBOAHTEN OpraBa no cepTuuaLiy)




