





JEKJIAPAITAA O COOTBETCTBHUA

Obumeerso ¢ orpanmtenHoii 0TBeTcTBeHHOCTEHI0 "Menrponuk'; 000 "Mearponnk"

(HaumeHoBarne OopraHM3aluH Ktk l’l)[lJ\al-Lilllﬂ, HMA, OTHECTBO HHAHBHAYAIBHOIO NPCANPUHUMATENA, MPHUHABIIKX ACKAapaLliio o COOTBETCTBHUM)
MexparionHas uncneknus @enepansHoil HamoroBoit ciryx0sr Ne 46 o r.Mockse , 30.01.2008

CBCUCHHS 0 PETHCTPALMH OpraHH3auHK HIH HHAUBHAYANLHOTO NPeanpHHHMAaTEeA

OI'PH 1087746137247

(HauMEHOBANNE PETHCTPUPYIOLICIO OPraHa, JaTa PerucTPailini, PErucTPaLOHHbIH HOMEpP)
Anpec: 123317, r. Mockea, [IpecHenckas nabepexuas, a. 10,
tenedon: +7 (495) 580-73-77, dbakc: +7 (495) 580-73-78

(anpec, TenedoH, daic)
B e  I'emepanpHOro mapexropa Iliscynosoit Enensl BUKTOPOBHEI

(HOmIHOCTD, (DAMUIHA, HMSL, OTUECTBO PYKOBOAMTENS OPrafiis3aiii, OT HMEHH KOTOPO NPHHHMACTCA ACKIApALLAs)
3asBiger, 4ro MaTrepHan Xupyprudeckuii IoBHBIA paccackiBaromuiics Velosorb Fast
€ ATPABMATHYECKAMHE HIJIAMHU U 0e3

(HanMenoBaHHE, THM, MAPKA NPOLYKUMI (YCIYTH), Hd KOTOPYIO PpAcnpoCTPaHETCs ASKIapaLiis)

Kox OKII 93 9300 Koa TH B2/JI 3006 10 900 0

kon OK 005-93 u (unu) TH B3] CHI" nan OK 002-93 (OKYH), ceengnns o cepriiHOM BhIMYCKE HIN NAPTHH
CepHiiHBII BEITYCK

(HOMEp NapTHH, HOMEPA H3ASTNI, PEKBHINTEI LOTOBOPA (KOHTPAKTA), HAKIAAHAs )

"Kosuguen JLac", CIIIA,
Covidien Lle, 15 Hampshire Street, Mansfield MA 02048, USA

HAHMCHOBAHHE HU3MOTOBUTCIL, CTPAHDI W T.11.

cootsetcTByeT Tpebosanmam: T'OCT 19126-2007 (p. 5), [OCT 31620-2012, 'OCT 26641-85 (mm. 2.3,
24,2.7,2.8,2.11), TOCT P 52770-2007, 'OCT ISO 10993-1-2011, 'OCT ISO 10993-4-2011, 'OCT ISO
10993-5-2011, I'OCT ISO 10993-6-2011, I'OCT ISO 10993-9-2011, TOCT ISO 10993-10-2011, TOCT
ISO 10993-11-2011, I'OCT ISO 10993-18-2011, TOCT ISO/TS 10993-19-2011

(0003HAUCHUE HOPMATHBHLIX IOKYMEHTOB, COOTBETCTBIE KOTOPLIM HOATBCPICACHO TAHNON ASKIapalneii, ¢ yKa3aHeM MyHKTOB STHX HOPMATHBHLIX
JNOKYMEHTOR, COiepIkamuX TpebOBaHHA ANd JaHHOH NPOAYKUMK (YCiyri))

Hexnapanus OpuHsITa Ha OCHOBAHUH: IpoToKoia uctbranuit Ne 2015-349.2 or 13.10.2015 MUJT 3A0
"HesaBucHMBIA HHCTHTYT UCIbITaAHMI MeauinHCKOH Texaukn", per. Ne POCC RU.0001.517966 ot
15.04.2015; 3akiroYeHHH TOKCHKOIOrHIecKrX HenbiTanuil NeNe 1987.013P, 1988.013P ot 13.08.2013
WIIL] ®I'bYH "HHUM GXM" ®MBA Poceuu, per. Noe POCC RU.0001.211MM33, 05.09.2012 - 16.07.2015
Perucrpanmonnoe yjocropepenue ®enepanbHoil ey 051 o Han30py B cdepe 31paBooxXpaHeHust

Ne P3H 2014/1551 ot 29.04.2014

(['III([JUDMHHHH 0 JOKYMEHTAX, ABHHWMXCH OCHOBAHHEM A NPHUHATHS J'{CKJ'IH]]HIH{H)

Hara npunstas gexnapauun  01.06.2016

Jeknapanus 0 COOTBETCTBHHA ACHCTBHTENLHA 110 01.06.2019
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CrezieHHst 0 PETHCTPAIMH JACKIapaiui O COOTBETCTBUH
000 "LIEHTP CEPTUOUKAIIMK U JEKJTIAPUPOBAHMS", Ne POCC RU.0001.11MM41

ZZXeeNHOCThl S (HAMMEHOBAHNE M A7IPEC OpraHa no cepTiduKaLH,
1233081 1C Mot ks, yi. Muesanxu, mom Ne 3, kopnyc 1 tenedon: +7 (495) 783-42-17

3apErucTPHPORARIIEr0 ACKIAPALINIO)

ana 2
AEKNAPALMIA
POCC US.MM41./7106519 o1 01.06.2016
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(MoATHMCH, HHILHANEL, GaMIIIA PYKOBOAWTEIS OPraHa no cepruduKalmm)
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Marepuan xupyprudeckuii IoBHELIH paccacsiBaroiuiics Velosorb Fast ¢ arpapMarnveckuMu uriiamu u 6e3:
BapuanTs! UcTIOTHEHUS

o ~J O\ L B ) —

22,

II.

.SV —1290;
.SV —2251;
.SV —-2252;
.SV —2253;
. SV —2285;
.SV —2286;
.SV —-2287;
.SV —2289;
. SV —-2290;
. SV —-2294;
.SV -2295;
.SV —2296;
.SV —2297;
.SV -2298;
. SV —-2299;
.SV -2910;
. SV —-2920;
. SV —-2930;
. SV —4431;
. SV —4550;
.SV —9926;
SV —-9927.

Mecto npousBoacTRa:

1. Covidien Lle, USA, 15 Hampshire Street, Mansfield MA 02048, USA.
2. Riverpoint Medical Llc, 825 NE 25th Avenue Portland, OR 97232, USA.
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[ows \,_/I(ﬁof;afmﬁ) (MHUIAANE, (PaMUITHS)

(HAMMEHOBAHHC ¥ afipee opraHa 1o ceprudmkanus,

J1. MueBHuku, oM Ne 3, kopnyc 1 teedon: +7 (495) 783-42-17

3apPETHCTPHPOBABIICTO ACK/IAPALIAI0)

POCC US.MIM41./106519 ot 01.06.2016

(DlaTa perncTpaLiy i PEruCTPaLMOHHbI HOMED AeKnapaLmn)

Al Jloko

(noanucn,, HHUIHANTEL, (aMITHA PYKOBOMTEs1 OPIaHa 110 cepTH(pHKaLim)



