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EUS pwupdwlwl Qwjuwgnpnn UG
wpwnwoénedubn. 12 unwlnwpun
wpunwénudubp Qujuwagnpnn
ywlwutp. 1/3-h ognnwgnnpdnnh
puwnpnipjwdp @Jwjhl nhuthit).
wulyjntbwghép ny; Wwwywu pwlu 8"
UpwnwénLdutnh thnpunwdp. abnpny W
wywnndwuwn 2gwjnLuncpjniu, yd / g’
ny; ywlwu pwl 5, 10, 20, wynndwwn
bwpqwpbpdwl wgnwuywl.
wywnndwuwn b abnpny dnLuyghwutn.
ny; Wwlwu pwl unwlunwnpun EUG
wwnpwubGwunnptGph wyunndwwn gwthned
W wywnndwwn dJGyUwpwunLp)nLl,
pninn wpuwdénudubnp, Jhohu




62qnunywd HR, Uhghu RR Uhpwlw)p,
QRS wnnlennnipjnil, QT Jhowlw)p W
QTc Jhowlwjp, wnwybGjwagnylu R [V5]
ywd [Vv6] WS I[V1],P, R, T
wnwlugplubn
<wlwhiwywluncpjnLtuutph uwhdwlnp,
Hz whuwnnpn2hg. Y6dhpphywghwih
ww2wnuwwuncLp)ntlu pun AAMI / IEC
60601-2-25: 2011 unnwlunwnpuwubp
Qdhinpwgywéd’ ny wywlywu pwl
0,05... 150 g Qwjuwgnpdwu
tnwlwyp" ptpdwjhu pnLne
Swnpnénudp wnujwqu® 8 Ytwn / Ud
Quwjuwagpnn pnLnpE’ ng Wwywu pwl
80UU x 30J Qujuwgnpdwlu
wpwagncpjntup” Ud / ynpYy 5 /10 /
25/50 ogunnwignndnnh ynndhg
puwnntith LEpphu ytpwihgpwynpynn
Jwpwnyng Uwpunyngh gnpdbwpydwu
dwdwlwyp. ng ywlwu pwl 90
nnwbt UhwgdwU alLp” unwunwpun
wd Ywppbpw ElGYIpnubUnLgnLd”
220-240 4, 50/60 g Nnrubpblu W
wlugltptUu JGUjnth wnuwjncpjniu
UpuGunLwplutp 1. Zhdwunh dwinihu
2. Unpdpwdwunwyh ytpgnypubnh 6
ElGywnpnn 3. 4 yGpenyputnh
ElGynpnnutn 4. 1 2h2 EUQ gt 5. 2
pnerh thwenyp Uj| ywjdwultp.
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Uohuwwinwywadh ncuntgnid inbnnud
Ogunwgnnpédwl aGnuwny hwjGptu

Jwd wlg|GptU Ywd nnrubptu
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sogunuwgnnéywéd Lpwlwagdp
UGpwnnud E pninp wUhpwdt2wn

lnwgntghg uwpptpp W
wwnpwawubpp, npnnup wuhpwdbwn

GU [hwpdtp gnpénLubnLpjwl hwdwn
Gpw2huhpp Ny Wwlwu pwl 24 wdhu
Npwyh Jywjwywuutn
(wnyuwjnLp)nLu) 1. 15013485 Ywd
hwdwpdtp 2. 93/42/EEC
nhntywnhdwjnd ywhwugynn pninn
wUhpwdtwn thnpawpyncdubpu
wlugwdé CE ubpinhdhywun ywd
hwdwnpdtp MDR Regulation (EU)
2017/745 ubpinhdhlwn Ywd pninn
wUhpwdtwn thnpbwnpyncdutpu
wlugwé FDA uGpunhdphywun ywd
hwdwndtp:







NMNOJIHOE ONMNCAHMUE

npeaginaraeMoro Toeapa
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npeancrtaBadeT NoJiHoe onncaHme npeasiaraeMmMoro MM ToBapa.

Homep noTa

MpepnaraemMbiii ToBap

PupMmeHHoe
HanMeHoBaHNe

TOBapHbIN 3HaAK

MapkKa

HanMeHOBaHNe
npomssoonTenAd

TeXHN4YeCKNne XapakKTepnctmkn

EUQ owpdwlywlu

EUQ owpdwlywl

EUQ owpdwlywlu

EUQ owpdwlywlu

MopTaTuMBHLIN 3n1eKTpokKapanorpad
3anucb otBegeHunm IKI: 12
CTaHOapTHbIX oTBeAeHUn KaHanbl
3anuncu: 1/3 Bbibnpaembix
nonb3oBaTenem Lndposon gucnnen:
niaowanb ob3opa: He meHee 4yem 8"
Mepekno4YeHne BbIBOAOB: pPy4YHOe U
aBToMaTm4yeckoe. HyBCTBUTENbHOCTb,
MM/MB: He MmeHee yem 5, 10, 20, aBTO
CurHan kannbposku:
aBTOMaTUYECKNN N PYHYHON OYHKLUUNK:
He MeHee 4YeM aBToOMaTu4eckoe
n3MepeHmne n aBTomaTmyeckas
MHTeprnpeTauna CTaHgapTHbIX
napameTpoB DKI, BCcex oTBegeHun,




CKoppeKkTuposaHHoro cpeanHero HR,
cpenHero nHtepsana RR,
npogosixkntenbHocTu QRS,

nHTepsana QT v uHTepsana QTc,

MakcuMmanbHoro R [V5] nnun [V6] n S

[V1], ocen P, R, T Anana3oH 4acToT,

Nu AnarHocTtmyeckun: 3awmTa oT
aepnbpmnnnaumm B COOTBETCTBUN C
AAMI / IEC 60601-2-25: 2011
HedpnnbTpoBaHHbLIN HE MeHee YeM
0,05...150 'y, Cnocob 3anucu:
pa3peweHne Tepmobymarm He meHee
yeMm 8 To4yek MM bymara gns sanucu:

He MeHee 4yeM 80 MM x 30 M CKOpPOCTb

3anuncu, mm/cek: 5/ 10/ 25/ 50

BblbMpaeMbli NONIb30BaTENEM

BHYTpeHHASA aKKyMynaToOpHas
baTapes Bpemsa paboThl oT 6aTapeun:

He MeHee 4eM 90 MuH MoaknyeHne

KaHasnoB cTaHgapTHoe nnn Cabrera

ElGyunpnuunignid” 220-240 J, 50/60

<9 Hann4me MeHI0 Ha PYCCKOM W
aHI TMNCKOM fA3blkax Akccecyapsbl: 1.
Kabenb naumeHTa 2. 6 3N1eKTpPOAOB

ONA rpyAHbIX KOHe4yHocTen 3. 4

3f1eKTpofa onsd KoHe4yHocTen 4. 1

GpnakoH rena gna OKI 5. 2 pynoHa

bymarun lpyrue ycnosus: YcTaHOBKaA

n 3anyck ObyyeHue nepcoHasna Ha




MecTe PyKOBOACTBO MoJsib30BaTeNA Ha
APMSAHCKOM, @aHIJIMMCKOM UK
PyCCKOM si3blkaxX [losKeH 6biTb
HOBbIA, HEUCMONIb30BaHHbLIN B

KOMMJIEKT BXOOAT BCe HeobxoauMble

OOMNONIHNTENIbHble YCTPONCTBaA U
akceccyapbl 48 NOJIHOLEHHOWN
paboTbl obopynoBaHua NapaHTUa He

MeHee 4eM 24 MmecsaueB CepTudunkaThbl

KadyecTBa (Hanu4me): 1. 1SO 13485
Wnn 3KBMBaNeHT 2. MNMpowepawmne Bce
HeobxoOuMble UCMbITaHUS,
Tpebyemble gupekTuson 93/42/EEC
ceptugpnkat CE nnm sKBMBaANEHTHbIN
ceptudmnkat MDR Regulation (EU)
2017/745 wnu npowealwine Bce
HeobxoOouMble UCMbITaHUA
ceptucukaTt FDA nnn sKBnBaneHT.
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