
flpuroxeHrae I

Ouucauue norpe6nreJrbcKnx, QyurcquonaJ'IbHblx, TexHIrqecKLIx, KarrecrBeHHblx kl
lKc[JryararlHoHHblx rloKa3aTe!'Ieft (xapaxrepucrur) rpeAMeTa rocyAapcreeHuoft 3aKyrKrr
paArroqacrorHoro reHeparopa AJrfl srrrrKapAr{a.nrnofi a6,rqqllu rrpu Qll6puJurqqrlu
rpeAcepArrfi ua orxpbrroM cepArle c pacxogHbrMrr Marepvailawu

1. Cocrae (xouuerr aryut) MeAr.rrlt4 HcKoro o6opyaoBaHr.r, :

J\bu/n Hanprenonauue EA. urru. Koau.recrno
1.1 A6narop paAr.roqacrorsrrft IIIT. I

t.2 3aNuu-a6larop neBocropouuuft IIIT. l0

1.3 3aNrana -a6.narop npaBocropoHnnfi IIIT. 10

t.4 A6nsqpI ottHarl pyrrKa 6unolxpuaa IIIT. 10

1.5 Pyvxa-.4racceKTop :rraneft IIIT. 10

t.6

Ycrpo fi crno An, Knr{[upoBaHr,r, yrnKa JreBoro npeAcepAr,rfl
flo pasuepau:
35nau

4Ouu
45uvr
50rrau

IIIT. l0

4

4
1

1

2. floxasareru (xaparrepucruxu)
cornacHo crarbe 21 3axoHa
roBapoB (pa6or, ycnyr)>:

npelMera rocylapcrBeuuofi
Pecny6ruixz Ee:rapycr (O

3axyrrKr.r, c$oprr,rzponaHHbre

focyAapcTBeHHbrx 3aKyrrKax

J\! n/n
HaunrenosaHlre, QynrcquonaJrbHbre, Texur{qecKue xapaKTeprrcrrrKr{, orrr,rcaurre
TOBapa

2.1 PaAuoqacrornufi reneparop AJrfl 3rrrrKapArraJrbHoft a6Jrsrrrlu

2.1.1 O6racrr npr.rMeHeHr.rr - KapAr{oxr4pypru,

2.1.2 feuepaqua KaK MoHo- TaK r4 6unonxpnofr P9-sneprrau

2.1.3 Palrao.racrora: 45 0-5 00 xfq
2.1.4 Haruque Ha

(noaxnrcyeuur)
NAHCJIII HECKOJIbKI,IX

3neKTpoAoB pa3lr{rrHbrx
pasrEuon l,nfl Bo3MoxHocrr{ pa6oru

TI,rnoB r{ cpeIcTB MoHI{Topr,rHra
2.1.5 MoulHocrr Ha BbIxoAe npa pa6ore c ycrpoficrBoM Trdna ((3axr4M): He MeHee 30 Br
2.1.6 Morusocrr Ha BbrxoAe upu pa6ore c ycrpofrcr:BoM rr4rra (pyqKa>: He MeHee l8 Br

2.1.7 f paS u'recx vrit rucn tefr c oro 6paxeHr4eM xapaxrepr.rcru K npoBo rurvtoi,t flpoueAy p br

2.t.8 Cursaa [pI{ AereKuI,II4 TpaHcMypanbHocrrr: 3ByKoBofi curnal ulutm oro6paNeu:ae Ha

Aprcnnee
2.t.9 Yupauenue noAavefi 3HeprtaIa c rroMorrlbro neAaJrh lz6o xnonKz Ha uepe4nefi

TIAHEJII,I

2.1.r0 I'lsuepeHue cucreltofi [poBorr.rMocrr4 (conporunleuut) TKaHr4 u HirJrr.rque
aBTO M arr4r{ec xo fi u o4crpoft xu MouIHo cr v B 3 aBhcuMocrr.r or npoBoAr4Mocrr.r

)) 3axurvr-a6Jrarop crepr.rJrbHbrfi, ognopalonrrfi , JreBocropouHufi

2.2.1 KoHcrpyxqzq 3ax[MHoro MexaHa3]vra a6laropa: napannenbHoe cMbrKasue 6pasureft

i



3axrrMa, o6ecnequearcqee paBHoMepHoe cAaBneHue rxaseft
2.2.2 fltmlua 6paHrueft 3axr.rMa 3neKrpoAa: B npelenax 60-65 nana

2.2.5 Tru nos4eitcrsusl' [oflepeMeHuoe BbrcororracrorHoe sogAeficrBr.re AByM fl rrapavrr4
3neKTpoAoB

2.2.4 Hamaque clequanbHofi tecr,urr (neuru) gnx y.4o6crBa [poBeAeHr.r.f, 3axuMa K Mecry
no:4eficrnux

2.3 3axurvr-a6Jrarop crepuJrbHbrfi, oguoparonrrft, [paBocroponnufi

2.3.1 Koucrpyxqlr, 3axLIMHoro MexaHuzrua a6rraropa: flapanJrenbHoe cMbrKaH[e 6paHu]efi
gaxuMa, o6ecueqr4 earoruee paBHoMepHoe c1aBJreHue rxaneft

2.3.2 ,{nrana 6pauurefi 3axvMa gneKTpoAa: B rrpeAenax 60-65 lru
Z.J.J Tltn sosAeiicrsus'. [onepeMeHHoe BbrcoxoqacrorHoe eosAeficrBr.re AByMf, napaMr{

sneropoAoB
2.3.4 Haluqae cleuplanbHofi recrurr (nenru) glr y4o6crBa npoBe.{eHufl,3axuMa K Mecry

no:leficrnur
2.4 A6;rsqr.ronnafl pyrrKa 6unolnpHan

2.4.1 Tun elercrpo4a: 6unolxpurrfi, HeopouaeMttil, Twila (pyqKa>>

2.4.2 fitmua 3neKTpoAoB B flpeAenax20-25 rvnur

2.4.3 Ha-uuqu e S y u KrIu u a6 rrrtguw, Tecrup o B aH us. vt cruwynr,rpo B aH r.rs

2.4.4. Haluque Bo3MoxHocrr.r r.r3MeHeHus.ytnaHaKJroHa HaKoHeqHr4*u ao zs*o .puava*
2.5 Pyurca-4ucceKTop rrcanefi

2.5.1 llpe4na:narreHa Artr paccerreHr.rq M{rKr4x rxaHefi Bo BpeMq KapAr.roxupyp.rr""**
onepauuft

2.5.2 flpegcrauser co6ofi ycrpoficrno c ArrcranbHbrM HaKoHeqHH*o* gy.oo6pa3"ofi
sopNrH c usN,reHqer,rHN,r yrJroM HaKrroua (ruapnupHbrM naexaHusNaoNa)

2.5.3 Ynpanneuue yrnoM HaKJroHa Ha pyr{Ke c rroMorrlbro xorecuxa r.rJrr,r noJr3yHKa

2.5.4. Ocnerarelruufi gJIeMeHT Ha ArzcraJrrbHoM KoHrIe

2.6. Ycrpoftcreo A,rq Kruu[ponauuq yurKa JreBoro ,rpa4aapg*

2.6.r Bosrvroxuocrb r.rcronb3oBaHr4, qepe3 Mr.rHr.rropaKoroMtrro (ropaxocxo;"ro)

2.6.2. AtpanuaruqHrIftxapaKTep(xounpeccuouHrrfirun)rcluucrr6egM
Irq Suxcauuu K Ndr.roKapAy yrrrKa JreBoro [peAcepAuq

2.6.3. czcteua AocraBKr4 c Bo3MoxHocrbro Ar,rcraHrlraoHHoro ylpaBneHl,L roro*"rr",
(II,IIICbI

2.6.4. B osN,ro NH o crb Ar,rcraH ur,ro H H oro 3 axarl4 f, u cHflTt4fl KJr r.I n cbl

3. Tpe6oranvlfl) rlpeAr,flBJrfleMble K KarrecrBy roBapa, rapanruftuoMy cpoKy (rognocru,
CrepUlt UOCIU):
3. I . CornacHo ayKrIr4oHHbrM AoKyMeHTaM opraHrz3aropa.

4. Ilpnmepnrrfi nepe.renb rrporr3noArlrelefi o6opygonauun :

4.1. AtriCure, C[IA;
4.2. Medtronic, CIIIA


