JEKJAPALINA O COOTBETCTBHH

(bmectso ¢ orpaantdeHHoH oTBeTcrBeHHocThI0 "Kopuauen Espasua'; 000 "Kopuauen Eppazun’

(HH.PIMCHOBHHHC OPrann3alHa HIn q}aMPU'IHFI, HMA, OTYECTRO HHAMBMAYAABHOTO NpESANPHHUMATENA, NPHHABEIMX JEKAAPALHIe O COOTBCTCTBI/EH)

Mexpationnas racriekims DeiepaibHOM HATOroBoi ciry: 056l Ne 46 mo r.Mockee , 23.07.2001

CBEACHHA 0 peruCTpautli OpraHM3alvi HIIH HHIHBHAYANbHOTO fIPEATIpHHUMATEE

OI'PH 1027739579284

(HAHMMEHOBAHHE PETHCTPUPYIOLIETO OPrana, JaTa perucTpaiy, perucTpauHoHHBIH HOMED)
Anpec: 105120, r. Mocksa, nepeynok CreipoMaTaudeckuii 2-i, gomM 1, Tesedon: +7 (495) 933-64-69
{(azipec, Tenedon, daxe)
B auue  T'emepanbHoro pupexropa bokosoit Mapuu JIsBoBHB

(,H.O}E)KHOCTL, CIJaMHJ'[HS{, HMA, OTYCCTBC PYKOBOZWTCHA OpranM3allilii, 0T HMCHU KOTOpOﬁ TPUHHEMACTCA mmapaum)
Jassister, uaTo I'enepaTop Aaa paguovacTorHoii abnaune MATKHX TkaHel Barrx Flex, B cocTase:
1. I'enepatop — 1 mT.
2. PykoBojACTBO 10 3KCAIyaTANMA Ha OyMaskHoM HocuTene u/man C/1 mucke —
lmr.
3. Kadenn cerenoii - 11T,
4, KaOeap coeuHuTeILHBIH — 1 HiT,
5. HoxuHoii nepexnawuatens — 1 mr.

{HauMeHOBANHE, THIL, MAPKA RPOAYKLUMH (YCAYTH), HA KOTOPYIO PACPOCTPAHACTCS CKAApaLNg)

Kox OKTI 94 4420 Koa TH B3/1 9018 90 8409

xon OK 005-93 u (unw) TH B3I CHE wnu OK 002-93 (OKYH), cBeaenns 0 cepriiHOM BRIETYCKE WiTH apTHA
Cepnitaniit BHITYCK

{HOMEp NMAapTHK, HOMEPA H3NENWIT, PEKBUINTEL AOreBopa (KOHTPAKTA), HAKITAAHAS )}

"Koeuguen Jlnc", CIHA,
Covidien Llc , USA, 15 Hampshire Street, Mansfield MA 02048, USA;
Covidien, formerly BARRX Medical Inc., 540 Oakmead Parkway. Sunnyvale, CA 94085, USA.

HAHMCHOBAHHC H3MOTOBHUTCILA, CTPAHE] I T.11.

cooteerctByer TpeboBanusm: [OCT P 50444-92 (p. 3, 4), TOCT P M3K 60601-1-2010, 'OCT P MOK
60601-2-2-2013, I'OCT P M3K 60601-1-2-2014

(ofo3naucHHE HOPMATEBHEIX JOKYMEHTOB, COOTBETCTBHE KOTOPLIM [OATBEPHCISHO AAHHON ASKIapalyel, ¢ YKa3aHKEM ITYHKTOB 3THX HOPMaTHBHBIX
LOKYMEHTOB, COAEPAAHX TpedoBaHya ANA JaHHOH NPOIYKIHH (YCIyrH))

Jexnapanys NpHUHATA HA OCHOBGHUA: NPOTOKONOB Hcneiranuii NoNe 2015, TD-02.09CD; 2015.D-02.09CD
ot 02.09.2015 OO0 HUJII "MenTectlIpubop", per. Ne POCC RU.0001.21MI126 ot 22.07.2015
Peructpanuonsoe ynocrosepenue Gegepanbuoi ¢iayx0bl 0 HAX30PY B chepe 3ApaBOOXPAHECHUS

Ne P3H 2015/2944 ot 11.08.2015

(RQopMaLlid 0 JOKYMSHTAX, ABNAOIIUXCA OCHOBAHUEM LAA DPUHATAS JCKIIApALMH)

JHata npunarus gexnapanva - 04.09.2015

04.09.2016

boxosa Mapus JIboBHA
(MHUIIEATE], aMUITHS)

LS00 e{HCTpauHH JEKJapaiyii O COOTBETCTBHH
8 R CEPTUOHKAIINN U JEKJIAPHPOBAHM A », Ne POCC RU.0001.111M41
.Zi,EKnAPAumﬁ

K APA %?a;‘\ (HAMMEHOBAHHE 1 A7IPEC OPFAHA TIO CepTHOUKALINH,
08 SEEMo y1. MEeBHEKH, goM Ne 3, xopryc 1 tenedon: +7 (495) 783-42-17

Ir? = i] 38PETUCTPHPORABILETD JCKIAPALMIO)

,gé‘b/f POCC US.MM41.]105572 ot 04.09.2015
‘@“? {AaTa perHCTpalUE U PErHCTPALLHIOHHEIH HOMep Aekilapalni)
Zim-—f A, Moko

{TIOANMKECh, HHALMANDL, hAMHTIA PYKOBORHTENSR CPraHa 110 CepTHHMKAIMN)



