JAEKJAPAIIMA O COOTBETCTBUU

Ob61ecTBo ¢ orpannvenHoi oreercrsennoctsio "Kosuanen Eppasus''s 000 "Kosuguen Espasusa’

(HaP[MCHOBaHHE OpraHH3auHH HIEH q)aMHHP!H, BMA, OTYCTBO UHIHBHIYANLHOMO NPCANPHHHMATENS, NPHBABLEKX ACKIIapaliHio O CODTBBTCTBME‘I)
Mesxpaitonnas nacnexnns OepepanbHOM HATOroBoi ciayxk0bl Ne 46 o r. Mockse, 23.07.2001
CBCACHKA O PerUCTPAUHH OpraHH3alie HIEH HHONBHAYAaNbHOTO BRCANPHHAMATENA

QOI'PH 1027739579284

(HanMeHOBaHHKe PErHCTPHPYIOMIETO OPraHs, AT PErucTpaltii, pericTPaUMOHHBLA HoMep)
Anpec: 105120, r. Mocksa, nepeysiok CeipomarHuueckuil 2-it, jom |, tenedon: +7 (495) 933-64-69
(aapec, TemedoH, daxc)
Bmue  emepansroro nupexropa boxoroit Mapnn JIsBoBHE!

{AOmXHOCTE, (ANMAIA, M, OTUCCTRO PYKOBGRHTEL OPraHH3aLy, OT HMEHH KOTOPOH GPHHUMESTCS ACKNapailis)
3agBngerT, 9T0 Jaruuku nyancokcumerpadeckue Nellcor ¢ npuHagae:xkHocTAMH

(HAHMEHOBAHHE, THIT, MAPKA NPOAYKLUYU (YCAYIH), HA KOTOPYIQ PACMPOCTPAHAETES JeKIapating)

Ko OKII 94 4100 Koag THB2/ 9018191000

xoa OK 005-93 p (unu) TH B3 CHI unn OK 002-93 (OKYH), ceeigHHA O CePHITHOM BHITYCKE MW HapTHH
CepHHHBII BEITYCK

(HOMe]p MapTHH, HOMEPA H3ZEIHH, PEKBHIHTEL A0r0BCpa (KOHTPaKTA), HaKNaIHAT}
"Koeuanen Jlne", CIIA,
Covidien Lle, 15 Hampshire Street Mansfield MA 02048, USA;
Covidien Llc, 37 Boulevard Insurgentes, Libriamento a la P, La Mesa Tijuana, B.C., Mexico;
LHI Technology (Shenzhen) Co., Ltd., Bang Ling Cun Xiao Zu (Cun Bei), Gui Hua Cun, Guan Lan

Guan Lan, 518110, China
HAWMEHOBAHHE HIOTOBUTEIS, CTpaHsl H T.IE

cootsercryer TpeGosarmam: TOCT P 50444-92 (p. 3, 4), TOCT P 50267.0-92 (MK 601-1-88), TOCT P
52770-2007, TOCT ISO 10993-1-2011, FOCT 1SO 10993-5-2011, TOCT ISO 10993-10-2011, TOCT ISO
10993-11-2011

(ofio3saueHHe HOPMATHBHEIX AOKYMEHTOB, COOTBETCTBHE KOTOPRIM NOATBEPACISHO AaHHON ASKIapaliel, ¢ yKa3aH#eM IIYHKTOB 3THX HOPMATHBHEIX
JOKYMCHTOB, COAEPHAIMMX TpeOOBaH!A ANA BaHHOW MPOAYKIHH (YCIYTH))

Jexnapaing OpHHEATa Ha OCHOBaHMH: IIpoTOKona uembrTanmi Ne 522-P/11 or 13.10.2011 MIITI OOO
"TICA", per. Ne POCC RU.0001.21MM54, 13.04.2011 - 13.04.2016; zaxmoyeHast TOKCHKOJIOTHICCKHUX
ucisrraguit Ne 3262.014 or 18.09.2014 WL ©I'Y "HUM OXM" OMBA Poccun, per. Ne POCC
RU.0001.21MM33, 16.07.2010 - 16.07.2015.

Peructpanmonrnoe ymocropepenne DepepanbHol cayxOBl HO Ham30py B cdepe 3IAPABOOXPAHEHHS T
conranbHoro pazeuTus Ne @C3 2012/11628 or 16.03.2012

(P!Hli]O]JMai.lHH O TOXYMEHTAX, ABNBCUIHXCA OCHOBAHNEM AR IpUHATHR ﬂexﬁapaunn)

Hara npwasras jeximapamun 22.09,2014

Jlexnapalys 0 COOTBETCTBHY JACHCTBHTEBHA 10 22.09.2015

«KopuZucs
‘E,Bpamﬁ»

bokosa Mapus JI-BoBHA
(wHuIMATEL, QaMPTHs )

CaenieHus operHCTpauHH AEKJIAPALUE O COOTBETCTBHH
OQ@@EH‘TP CEPTI/ICDI/IKAHI/H/I U JEKTAPHPOBAHUWA». Ne POCC RU.0001.11KM4]

(HAMMEHOBAHME M BJIPEC OPTaHa N0 cepTHdUKALMH,

s I MueBHHKH, JoM Ne 3, kopirye 1 tenedon: +7 (495) 783-42-17

3APCrHCTPHPOBABLUICTO ,ucxnapal.:mo)

POCC US.FMM41.J104129 or 22.09.2014

{IaTa peruCTPalNK H PerucTPALHOHHBIE HOME] ZEKTapALHH)

Pt AL Joxo

{noAnsCh, BHELMANL, (aMEAHA PYKOBOAMTENS CPraHa N0 CEPTHHKALMK)




1. atuuxy nynscokcumeTprueckie Nellcor, BapHaHTHI HCIOIHCHHA:

- gatumky SpO2 A7g OTHOTO MalMEHTa KICHKIe. '

- gatuuky SpO2 A5t OTHOTO MAlMEHTA HEKICHKHE,

- parauks SpO2 Juia OXHOTO HALHEHTA JTOOHEIE.

- garuuki SpO2 MHOrOpa3oBOro U YACTHYHO MHOTOPA30BOr0 HCIIONL30BAHUS.

- JATYHKH JUIA HOBOPOXKINECHHBIX.

- JATYHKH JUIA JIETCH.

- JATUHKE JUIA B3POCHEIX.

IT. TlpuHEaAIEKHOCTH:

1. Kinicsl yiunste, ve 6onee 20 1T,

2. Knuncsl neguarpugeckne, e donee 20 .

3. Kabenu nynscoxkcuMeTputicckue, He Gosee 20 1mrT.

4. Jents! Ang GHKCAIMY JATYUKOB C 3aCTEXKOH THIIa "BeNKpo", He Oonee 20 1T,

5. Jlewrsl jiia pFKCALlHN JATUHKOB C 8/IT€3HBHBIM CIIOEM H Ges Hero, He Oosee 20 wiT.
6. Kitesmuiicst uxcaTop I MYJECOKCHMETPHYECKHX JaTUHKOB, He Gonee 20 mT.

7. dHKCATOPH B3 BCIEHEHAOT0 MaTepHANA JUTA Iy ThCOKCHMETPHIECKHX AATIMKOB, He Soree 20 mr.
8. CMeHHBIH PYKAB AN KIHIICH Ie/IHaTpUIecKoi, He Oosiee 20 mT.

9. Kabenu myIbcoKCHMETPHIECKEE COeMHHTENEHEIE, He Gonee 10 .

10. KaBenu nynbcoKCHMETPHYECKHE YIUTHHATENbHEIE, He 6oee 10 miT.

Kosujuen
DBp&BHH»

mfldlen 5
Firasi e,

bokopa Mapus JIsBoBHA
(uHHLHANEL, aMUTHS)

CB@,ZLGHI/IH O PErucTpanyy ZSKiapaliy ¢ COOTBCTCTBHH

1P CEPTI/IQDHKAHI/II/I U JTEKJTAPUPOBAHKSA», Ne POCC RU.0001.11HMIM41

(HA¥MEHOBAHHE K AOPEC OPraHa nNe cepTHdKatmy,

Ba, VL MHeBHHKH oM Ne 3, kopriye 1 tenedon: +7 (495) 783-42-17

3aPerHCTPHPOBABIIErO JEIUTAPALIMIO)

POCC US.MM41.J104129 ot 22.09.2014

(AATA PErUCTPAHEMA K PETHCTPAUAOHHEIH HOMED AeKIIapatyse )}

Pt AJL. Doxo

(L50/IIHCh, HHULMANEL, GAMHAKA DYKOBOTENS OPTaHa O cepTHAOMKATHH)




