JEKJIAPAIIUA O COOTBETCTBHHA

Ob6mecTBO ¢ orpaHYeHHOl oTBeTeTBenHOCTRI0 "Kosuauen EBpazua”; Q00 "Kosuauen Espazusg”
3

(Haumeﬂouauue OpraHd3alse uini (llaMPlJ]}‘lﬂ, UMA, OTHCCTRO HHAHBUHAYANBHOIO NPCANPHHEAMATENA, DPHHABINAX OCKNapaiHio O COOTBCTCTBP[I/!}
Mesxpaiiontas nHcnekims DejepanbHOR HaoroBoi ¢y k6e1 Ne 46 no r.Mockse , 23.07.2001

CBEJEHMA O PETUCTPALIHY OPTAHU3AUMH Hill WHAMBHIYAIBHOTO TIPEATPHHHMATENA

OI'PH 1027739579284

(HaMMEHOBAHHE PErHCTPHPYICUIETO OPraHa, NATa PErHCTPALHH, PETHCTPANMOHHBHT BOMED)

Axpec: 105120, r. Mockea, nepeyiiok CeipoMaTHAYecKuii 2-#, oM 1, Tenedon: +7 (495) 933-64-69

(azpec, TenedioH, dakc)
B mmue  Denepanproro aupekropa Bokosol Mapuu JIsBoBHEL

{EOH)}(HOCTL (;)BMHJIMH HMA, OTHCCTBO PYKOBOOHATE/IA OPrEHU3allH|, OT UMEHH KOT(}]JOH TIPHHEMACTCA ﬂEKﬂap&lﬂdﬂ)
SasBIIgeT, 4T0 AaTauru s gepebpanbHoro/comaruyeckoro okcnmerpa Invos, BapuanTtel
HCHOJIHeHHA: Somasensor, OxyAlert:
- AJISI B3POCIIBIX; '
- AJf gereii;
~ JI/1I1 HOBOPOK/IEeHHBIX,

(HaumeHOBaRKE, THII, MADKA NPOAYKLBH {YCIYTH), Ha KOTOPYIG PACIPOCTPRHACTCA NSKITAPALINA )

Koa OKII 94 4100 Koa TH B3 9018 90 100 0

Koz OK 005-93 n (unu) TH BJ] CHI™ san OK 002-93 (OKYH), cbeagnus 0 CepritHOM BEHTYCKE HITH MAPTHH
CepriiHbIH BEIIYCK

{HOMep MaAPTHH, HOMEPA HIENHI, PEKBH3UTHL AOTOBAPA (KOHTPAKTA), HAKTATHAS)

“Kosuauen JLac”, CIIIA,

Covidien Llc, 15 Hampshire Street, Mansfield, MA 02048, USA;

Covidien Llc, Michael Collins Road Mervue, Co. Galway, Ireland;

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

Covidien Ll¢, 37 Blvd. Insurgentes, Libriamento a la P, La Mesa Tijuana, B.C., Mex1c0

HAHMCHOBAHNE U3TOTOBUTENR, CTPAHBI ¢ T.11.

coorsercrByeT Tpebosarmam: [OCT P 50444-92 (p. 3, 4), F'OCT P 50267.0-92 (MOK 601-1-88), TOCT P
52770-2007, F'OCT ISO 10993-1-2011, TOCT ISO 10993-5-2011, TOCT ISO 10993-10-2011, TOCT ISO
10993-11-2011

(0GO3HAUCHHE HOPMATHBHLIX AOKYMEHTOR, COOTECTCTSHE KOTOPhIM NOATBSMICIEHO JAHHOH AeKTapalHell, ¢ Yka3aHHeM nyHKEOB STHX HODMATHBHAIX
JOKYMEHTOR, COACPIWALINX TReSOBAbNA AL FAKHOI NIPOTYKIMM {YCIyrH))

Hexmapanyis npuHATa Ha OCHOBAHHM: MpoToKona ucopitanuit Ne 521-P/11 or 13.10.2011 HUIII OO0
"IICA", per. Ne POCC RU.0001.21MM54, 13.04.2011 - 13.04.2016; 3axi09eHHES TOKCHKOMOTHUECKHX
ucnbrranuit Ne 3435.014 ot 02.10.2014 WL ®TBYH "HUM OXM" ®MBA Poccum, per. Ne POCC
RU.0001.21MM33, 05.09.2012 - 16.07.2015

Perucrpanmonnoe ypocrosepenne @emepanbHoil CIykObH N0 Hamzopy B cdepe 3IpaBOOXpAaHEHHS H
COLAAIIBHOTO paSBHTPISI Ne @C32012/11625 ot 16.03.2012

{unopMALMA 0 AOKYMEHTAX, ABNAIOWNKCA OCHOBAHHEM AT IPHEATHA ACKIADALLH)

Jlata npusEey e apdiy  01.10.2015
by U, e CTBUTENRHE 0 01.10.2016

COBHyey ,%
bfpa.‘?ﬂg» Y

«Covidie 4

Boxosa Mapus JIbBogHa
(MHUIAANEL, haMUTIT)

(HAHMEHOBANYE U ANPEC OPTaHA 10 CePTHHHKALHH,

KB iy, Muesnuxu, oM Ne 3, kopnye | renedon: +7 (495) 783-42-17

3APErHCTPHPOBARIIICIG ASKITAPAIMED)

§/} POCC US.MIM41./105700 ot 01.10.2015

3 / (aTa perucTpatiuy 1 PErHCTPALIHOHHLIT HOMED ICKRapalun)

P AJl, Hoxo

e C KB P~ e (MOAFTHCE, HHATHMATEL, (JAMWIIMA PYKOBOAKTENA OpraHa 10 cepTHduKaiy)



