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OEAEPAABHAS CAVIKBA ITO HAASOPY B COEPE 3APABOOXPAHEHIAS
e (POCSAPABHA.A.SOP)

PEFHCTPAIJ,HOHHOE YAOCTOBEPEHHE
HA MEAULUHCRKOE U3AEJIUE
or 25 anpeas 2016 roga Nal ®C3 2012/13258

Ha meaunuHcKoe H3zenie -
Xupypraveckuii y1bTpa3ByKoBoii 6ecripoBoAHO pexXymuii HHCTPYMEHT Somclsmn
| € IpHHANIEKHOCTAMH

Hacrosmee PErHCTPANHOHHOE YIOCTOBEPEHHE BBIIAHO
"Kopupuen Jlnce", CIIIA,
Covidien Llc, 15 Hampshire Street, Mansfield, MA 02048, USA

¢4 IlIpomssommuTens

"Kosuanen Jlnc", CIIIA,

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

MecTo pou3BOCTBA MEAMLMHCKOTO H3/IETTH
CM.IIPHJIOKEHHE

Homep perscTpansoHHoro nocse Ne PJI-10978/19192 ot 14.04.2016

- Bun mempuumackoro u3zenus 127500

. anicc MOTEHIIHAIIBHOTO PUCKA TIPHMEHEHHS MEUIIMHCKOT0 H3/enus 26
Kon OG1mepoccHitcKoro KiaccH(puKaTopa MPOTYKIHH /IS MEHIMHCKOro H3jemis 94 3120_ :

Hacrosmiee perncTpaliHoOHHOE YAOCTOBEPEHHE HMEET IPHIIOKEHHE Ha 1 jucTe




mEAEPAABHAﬁ CAVKBA [0 HAASOPY B C(DEPE SA,PABOOXPAHEHMEI
_ _ (POC3APABHAASOP) - e

~ TIPHNIOKEHME . N
KPEFHCTPAHHOHHOMY YﬂOCTOBEPEHHIO o
- HAMEAHWLHHCROE HBAEHHE ae o :

 or 25anpens 2016 roma  No ©C3 2012/13258

' Ha MBI[HIIHHCKOB Hz,ue.rme
~ Xupypruyeckuii y.m;rpaanylcosoii ﬁecnposonnon peKy U nnc‘rpymen*r SO]]IClSlO[l <
= "npaﬂanﬂexmocrﬂmu
- B KOMIIIEKTE C PyKOBOACTBOM TOJIb30BaTelIsl HA KOMIAKT-IHUCKE H anmyxuneﬁ o
- OKCIIyaTauMu. -
- HpunaanexHocrn: 2L
- 1. 3apsiHOe YCTPOMCTBO 15l aKKYMYJIATOpA B KOMILIEKTE C CETEBBIM Ka6eneM HE ﬁonee 10 mT._ :
2. AKKyMyJIATOpHAS. Garapes, He Gosiee 20 wr. =
3. TapupoBauHmIii K104, He Gosee 20 T, S o
4. JTuccektop Gecnposonﬂou YIABTPa3BYKOBOH € TapHIJOBaHHBIM KJTKOYOM, He 6onee 20 nrr =
5, Jlotok ana crepuiusaiuy, He Gosee 10 mr. : 5
- 6. KoMnaKT-[uck ¢ pyKOBOJCTBOM MOJTB30BATEIIA.
7. UHcTpyKUMs 110 SKCTTyaTaliH Ha GYMa)RHOM HOCHTEJIE.
8. CereBoii kabenb.
s 9, Apanrep.
~ Mecro npom3Bo/ICTBa: '
1. Covidien Llc, 15 Hampshlre Street, Mansfield, MA, 02048, USA.
2. Covidien LLC, 5920 Longbow Drive, Boulder, Colorado, 80301, USA. : s [
| 3.Greatbatch Medical S. de R.L. de C.V., Calle 5 Norte No. 511 Ciudad Industnal Tuuana BC- S
== EP 22444, Mexxco Sace Seiin

= -Pykﬁnbauj‘ehb'd)enépmj;noﬁ ry K01 b Femnar o
- 1o Haa3opy B cepe 3(paBooXpaneHus: s o - MA. Mypamiﬂ_}




JAEKJAPATIVA O COOTBETCTBUHA

O6mecTBO ¢ orpannvenHoii orBeTcTBeHHOCTHIO "Mearponuk''; 000 "Mearponnk"

(HaHMCHOBaHHe Oopranu3ain nian (E)ﬁM HIHA, UM, OTYCCTBO HHAHBHAYAILHOIO NPEANPHHUMATENA, MPHHABILIHX JACKIapauuio o CODTBCTCTBI‘"‘[)
Mesxpaitonaas urcnexiws QenepanpHol HamoroBoi ey kOsr Ne 46 no r.Mockse , 30.01.2008

CBEJCHH O PErHCTPALMK OPraiu3alui UKl HHAUBHAYAJILHOIC NPEANPHHUMATENA

OI'PH 1087746137247

(HAMMEHOBAHUE PErHCTPUPYIOMIErO OPrand, AaTa PerHeTPaLii, PerucTPaLHOHHbIH HOMEp)
Anpec: 123317, r. Mockga, [1pecHeHckas HaGepexxHad, a. 10,
tenedon: +7 (495) 580-73-77, daxc: +7 (495) 580-73-78

(anpee, TenedoH, daxe)
B nune  T'enepasnbHoro pupextopa Ilmsicynosoii Enensl BUKTOpoBHEL

(,ZlOJT}I(HOCT[:, {bﬂMll.TIHSI, HMA, OTHCCTBO PYKOBOAWTESE OpraHH3alii, OT MMEHH l(OTODOﬁ [IPHHHUMACTCA ,Eel(.l'lﬂ]:lal.!llﬂ)
3asBJIsIeT, UTO Xupypruveckuii yabTpasByKoBoil GecripoBoAHOMN pesKy Uil HHCTPYMEHT
Sonicision ¢ MpHHAAIEKHOCTAMMU

(nanMenoBanue, THI, MapKa NPOAYKLUMH (YCIYTH), HA KOTOPYIO PACTPOCTPaHACICA AeKnapalusa)

Kop OKII 94 3120 Koa TH B3/1 9018 90 840 9

koa OK 005-93 n (unan) TH B3JT CHI™ nnn OK 002-93 (OKYH), cBeneHusa 0 cepHiiHOM BBIMYCKE MIH NAPTHI
CepuiHBIH BEITYCK

(HOMep napTHi, HOMEpA H3IENNH, PEKBUINTLI 0r0BOPA (KOHTPAKTA), HAKNaHas )

"Kopuauen Jlne", CIIIA,
Covidien Llc, 15 Hampshire Street, Mansfield, MA 02048, USA

HAWMCHOBAHHUC M3rOTOBUTENA, CTPAHBI I T.N.

coorsercTByet Tpebosanmsm:  ['OCT P 50444-92 (p. 3, 4), TOCT P M3K 60601-1-2010, 'OCT P M3K
60601-1-2-2014, 'OCT P 52770-2007, 'OCT ISO 10993-1-2011, T'OCT ISO 10993-5-2011, I'OCT ISO
10993-10-2011, TOCT ISO 10993-11-2011

(oB03HaueHe HOPMATHBHBIX IOKYMEHTOB, COOTBETCTRHE KOTOPLIM MOATBEPICICHO AAHHOI ISKMapaiuei, ¢ YKa3aHHEM MYHKTOR 3THX HOPMATHBHBIX
JIOKYMEHTOB, COACPKAMUX TpeOOBaHUA AN JAHHOMH NPeAYKUMH (YCITYTH))

Jlexnapanyst NpUHATA Ha OCHOBaHMM: TpoTokona membiranuit Ne 1401-P/14 or 27.02.2014 KMLITI OO0
"[ICA", per. No POCC RU.0001.21MM54, 13.04.2011 - 13.04.2016; nportoxona ncobrranuii Ne 2015.D-
29.09CD ot 15.09.2015 OO0 WJII "MexaTectllpubop", per. No POCC RU.0001.21MI126 ot 22.07.2015;
3aKJIFOYEHHS] TOKCHKOJOrHIeckux ucnbiTanuii Ne 1740.014 or 21.05.2014 WJIL] ®I'BYH "HHUM OXM"
®MBA Poccun, per. Ne POCC RU.0001.211MM33, 05.09.2012 - 16.07.2015

Peructpannonnoe yaocroBepenne Oeepanbioi ciryk0BI o Haa30py B chepe 31paBooXpaHeHHsT

No ®C3 2012/13258 ot 25.04.2016

(HH(l]()pMﬂLlllSI 0 JOKYMEHTAX, ABJAIOIMXCA OCHOBAHUEM AT MPHHATHA neknapau.uu)

Jlara npunsitus fexnapanpn - 01.06.2016

Jlexnapanus 0-CoOTBETCTBHH NCHCTBUTENLHA /10 01.06.2019

Insicynosa Enena Bukroposna
(MHUTIAATEL, (haMUITHs )

CBeleHHs O PErHCTPALUY JIEKIAPALHA O COOTBETCTBHU
OQQ%’{@WNCEPTH(DHKAHMM U JEKJIAPUPOBAHUKS", Ne POCC RU.0001.11MM41

,\q,t ,‘V\CDWKAQ‘L’;?) (HAMMEHORAHME W APEC OPTAHA 1O cepmc[)mcauml

;ﬁ"m yi1. Muesruky, oM Ne 3, xoprryc 1 tenedon: +7 (495) 783-42-17
e R ?; 3 3aPErHCTPUPOBABLLETO JASKIapaiiio)
' Eie POCC US.MM41.J106526 ot 01.06.2016
T g . : g? (1aTa PErHCTPALMM U PErHCTPALMOHHBIN HOMEP BKNApaLuiL)
ey = AJL. Toxo

Vv,
L4 (noanucy, HEUOHANSL, QaMITIHA PYKOBOJNTENS OpraHa no cepTHdHKalm)
*




XUpypraveckuil yabTpazByKoBOM OecpoBOIHON pexyLInii HHCTPYMEHT Sonicision ¢ NpUHAJUIEHKHOCTIMHE!
B KOMILIEKTE C PYKOBOJICTBOM IOJIL30BATEIISI HA KOMITAKT-JIHCKE U MHCTPYKIHEH 1O SKCILTyaTalHH.
[IpunamieKHOCTH:

. 3aps/IHOE YCTPOHCTBO I aKKYMYJISATOpa B KOMIUIEKTE ¢ CETeBbIM Kabenem, He Oosiee 10 miT.

. Axxymynsitoprast 6arapes, e 6onee 20 mr.

. TapupopanHslit Kinoy, He 6osiee 20 wT.

. JluccexTop GeciipoBOIHOM YIIETPa3BYKOBOH ¢ TAPUPOBAHHBIM KITFOUOM, He Oonee 20 1mT.

. Jlotox ma crepunuzanuu, He 6oaee 10 mT.

. KoMmaxT-iiek ¢ pykoBOICTBOM ITOTIH30BATEILS.

. UHCTpyKIms 1o skciutyaranuy Ha 0yMakHoM HOCHTETIE.

. CereBoii kabeib.

. Apanrep.

MecTo Ipon3BOCTBA:

1. Covidien Lle, 15 Hampshire Street, Mansfield, MA, 02048, USA.

2. Covidien LLC, 5920 Longbow Drive, Boulder, Colorado, 80301, USA.

3. Greatbatch Medical S. de R.L. de C.V., Calle 5 Norte No. 511 Ciudad Industrial, Tijuana BC CP 22444,
Mexico.
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Iascynosa Ejena Bukroposna
(vHAIIHATEL, (haMuIIHs)

Cre/ieHust 0 peruCTpaiy ASKIAPaii O COOTBETCTBUY
OOO/L'WEPTI/I(DHKAHI/H/I U NEKJIAPUPOBAHUS". Ne POCC RU.0001.1111M41

(HanMEHOBAHNE 1 Apec epraqa 1o cepTH(IKALNH,

wi. Muesuuku, oM No 3, kopryce 1 tenedon: +7 (495) 783-42-17

\ ] \\ 3APErHCTPUPOBABLUETO JEKNAPALIHIC)
: POCC US.MMM41.J7106526 ot 01.06.2016
5 § /f (maTa perHcTpaluy ¥ PErHCTPALMOHHbIH HOMEp JelTapays)
/3 < — AL Jloxo
. “M& & 74 (MOAMMCH, HANUMATEL, (PAMIINA PYKOBOIMTENS Oprada no ceptadmcaiin)
3‘?0,716A o 'm,
MOCKBh 7



