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BAXHA8 ]4HOOpMAq]4f, O MEAt4ql,tHCKOM USAEnAy.

HacronqhM ooo ( Kap,qraoMeAlKc), ooxqlranbHbrfi Ar,rcrpx6bnrop xoMnaHnh Boston scientific Ha
Tepprrophl4 PO, nH$opMhpyer Bcex 3ahHTepecoBaHHbtx nnq o eaxHoi nxQopnaaqran, xacaoqeficn
noArpynnb! ycrpoicre hMnnaHrr4pyeMbrx An8 neveHhf, HapyueHhi cepAeqBoro pr4TMa cocNls 100 HE
CRT-D H TELIGEN 100 HE lcD (4anee - 4egr6phnnsropbr coGNts'"cRT-D r TEL|GEN"|GD), B Koropbrx
6arapen pa:pnxanacb c 6onee gstcoxoi cxopocrbro, Helxe/rh 3To npeAycMorpeHo, r ero 6urno Bbr3BaHo
orRrloHeH[flMh I pa60re KoHAeHcaropa H[3xoro HanpnxeHln. AaHHaF npo6ner"ra pa cn pocrpa Hnercs
Ha ycrpoifiBa, r3roroBneHHbre Ao 2008 ro4a.

Onxcaxre r KrhHrqecxhe nocneAcrBxn
orxaoHesus a pa6ore KoHAeHcaropa Hh3xoro Hanpffxept,n B HeRoropsrx ycrpoficrsax Moryr
o6rapyxtrucn '{epe3 ABa roAa nocne [MnnaHTaqlr hnh no3AHee, A AHotAa Moryr nphBecrl x
cpa6arstaarlo cnrHanoa npeAynpexAeHhn QyHxqr.rr (Safety ArchitectureD n noffB.neHl, o 38yKoBbtx
c|4rHa.noB, Koropbte cnbtutar naqheHT. 3tr,r crrHanur, B roM r{r,tcne h 3ByKoBbte, npeAHa3HaqeHbt Ann
rHQopt'arpoaaHun epavei r naqheHro8 nepeA npoBeAeHheM Tepanh,r. r{aqe Bcero aro xenrsri:xpax
nporpaMMaTopa, Ha KoTopoM notBntercn HaAnncb: (HanprxeHl4e c,nt4uxoM Hl43xoe Ans
3anlaHhpoBaHHoi ocraro,{Hoi Mou-lHocrh. cBnxhrecb co cnyx60fi rexxrqecxofi noAAepxxr no KoAy
1003tt. OTXnoHeHhfl e pa6ore KoHAeHcaropa Hr3xoro HanpnxeHt,tr Moryr npreecret K

npexAespeMeHHoMy nof,aneHhto nHAnKaqt4A o xeo6xo4xruocrr 3aMeHbt annapara ((ExplantD) h
nephoAa Ann ero 3aMeHbt MeHee qeM I3 Mecnqa. rqaHHoe orxnoHexre e pa6ore KoHAeHcaropa
Hh3Koro Hanpr)ReHrn He sbt3salo xn o4xoi xaao6ur ur,r. npereH3nu, n rerra 6onee, He npxBeno Hh x
oAuoi cmeprn naqxeHTa. Ycrpoicrea, nonaBuhe I rpynny pncKa, yxe He nMnnaHrxpytorcs Ha

npoTnxeHhr Tpex IeT.

flocxonbxy AharHocrhqecxan oyHXqlan (Safety Architecture) ycneuHo Bblnanrer 4axHuri uor"rexl
t(oMnaHHa Boston Scientific HeAaBHo npoBena xaMnaH14ro no o6tognextn nporpaMMHoro o6ecneqextn
ycrpoicrE nporpaMMnpoBaH nA, 3any,cn I Ha6no4exna (pRM) Zoom tatitude (Aanee - nporpaMMarop
ZOOM LATITUDE), vro no:eonrno noBbrclirb aQQexrrsrocru pa6orbt (Safety Architecture)). B cBF3h c
3ThM Mbr pexoMeHAyeM Ha3HaqhTb nocer4eH!1e K AHnRn naqheHTaM, RoTopblM l4MnraHrhpoBaHo
ycrpoicrBo, Bbrnyu{eHHoe Ao 2008 ro4a, npr nepeoi Bo3MoxHocrh, Ho He no3AHee 'leM I TeqeHxe rpex
Mecnqeo, 4nn roro, qro6sr o6xoa[ru rx ycrpoicreo c noMotqbto Hoaoro nporpaMMHoro o6ecne,reHng.
nocne roro, xax o6xoarerue ycrpoicrea 6y4er npor:ee4eHo, npoqecc Ha6noAeHxr 3a naqxeHToM
npoi43EoAt4TcS s O6Ur.{HOrvl pexhMe, npt 3ToM np6bte no8BneHt48 crrHanoB o Bo3MoxHoi orur6xe, e

ToM qr,rcne 3By(oesre, 4onxHsr o6pa6atbtBarbcn HeMeA,4eHHo.
ycrpoicrsa, s Koropbrx norB.nnercn chrHan npeiqyn per{AeHxn o Hr3RoM HanprxeHxx noA.nexar
3aMeHe. Ecn 3aMeHy He npoh3secrx, ro hs6lrro,{Has yre'rxa roKa Mo)ReT npraecrx K r4crouleH,|lo
6atapen n gr'4f,Tb Ha oKa3btBaeMyto repanlD x re,neMerpxo.

Pac,lerxutfi cyrvrmapHsrfi xoeQQtqr,leHr nonB/teHh6 orxnoHeHrs e pa6ore KoHAeHcaropa Ht,l3xoro
HanptxeHht s rpynne naqneHloB c rak'1Mh ycrpofcT8aMH, cocraBh/l 2,9o/o 3a 6O MecnqeB. SnaroAapg
cBoeBpeMeHHoMy cpa6arureaHrro Qyxxqtr (Safety Architecture) la MepaM co cropoHbt AoKropoB,
noTeHq[arbHat yrpo3a xh3Hx naL{reHTaM h3-3a oTcwcTB[n Tepanuu oueH]4Baerca MeHee,reM {aR 1K
125 0O0 (0,0008%) 3a 50 MecnqeB.

Ha web-caire xoMnaHrh Boston Scientific HMeercF l,,tHcrpyMeHT Arr noxcxa B pex}4Me ox-aafrl,
xoroputi n03Bo.,ll,rr no nno4eln/ceprai Hor"ry Honepy onpe,qenhrb, pacnpocrpaHflerc r An AaHHan
npo6neMa Ha 3ro KoHKperHoe ycrpoicroo:
www.bostonscientific.com/opr

Pexoruexgaqun no na6nngexnn 3a naqheHTaMh
O6HosneHxoe nooroar lltxoe o6ecne.teHlae
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KoMnaHlin Boston Scientific HeAaBHo sbtnycrx.na Hosoe nporpaMMHoe o6ecneqeHre (MoAenb 2g6g,
Bepchn 3.04), xoropoe ycoBepueHcrBo8ano pa6ory OyHKqxh (safety ArchitectureD An,
onpeAeneHhn ocraroqHoro cpoxa cnyx6bt ycrpoficraa. Mur pexorvren4yeM Ha3Haqrrb noceueHhe
RAnHAxu reM naqreHTaM, koropbrM [MnraHT[poBaHo ycrpoicr8o l,r3 neps[r{Horo cnhcxa npx
nepBor Bo3Mor'KHocrt4, Ho He no3AHee qeM I Te{reHne rpex Mecnqea, ;pnn Toro, qro6br o6HoBr4Tb hx
ycrporcrEo c noMol{blo Ho8oro nporpaMrvrxoro o6ecneqeH}an. Bo apemn npoqecca o6r"rera
AaHHbrMt4 MexAy nporpaMMaropoM ra ycrpoicreom o6xoenexHoe nporpaMMHoe o6ecneqexre(safety ArchitectureD sbrrpy3rlTce asroMarrqeckx c nporpaMMaropa e ycrpoficrao naqHeHra,
ycosepureHcrEyn o6xapyxexre orx.noHeHha o pa60re KoHAeHCarOpa HX3KOTO Hanpn}}{eHrn Ao roro,
rax 6yger npon:aeAeHa repan14B.

AonorHxrenbHbte DeKoMeHAaur414

' nocne roro, trax o6Hoenexre nporpaMMHoro o6ecneqexrs ycrpoficrea 6y4er npoNsae4exo,
npoqecc xa6an4eHha 3a naqrleHToM npoh3ooAhrcn g o6urqHoi pextaMe.

o Ecnx ycrpoicrso pa6oraer HopMarbHo, ero 3aMela He pexoMeHAyercfl.
He3aMeA/nhrenbHo o6pa6arbrBafiTe npeAynpeArrenbHble cnrHanbr, B roM qhcne 3ByxoBbre, a
raKxe npexAespetlaexxure coo6q,exra o ueo6xoglarocru sarcensr ycrpofi crea.
noc.ne nonBneHhn npeAynpeA[]enbHoro c!4rHana Qyxxqr, ,r (Safety Architecture)) cBnxr4Tecb co
cnyx6oi texxh'recxoi noAAepxxri r{oMnaHrr Boston scientific, xax 3ro yxa3aHo Ha Arcnnee
nporpaMMaropa. Cnyx6a rextrvecxoi noggepxxr,r Moxer noMorlb I oqenxe ntQopmaqtr o6
ycrpoicrae, noaylexHoi B pe3ynbrare nocneAHero noceqeH[ff apaqa, qro Moxer noMor]b
yroqHl'rrb ocraEueecn BpeMt Ao:ameHsr ycrpoicraa. o6parrre BHhMaHne, vro ,rHAuxaqlrn
(nphMepHbri cpox AerMnnaHTaqn4r> vr <Ocrasru[icn cpox cnyx6ul>, Koropafl BbtBoAr.lTca Ha
nporpaMMaTope, He nBltaelcn ToqHo, ec.n!1 ecTb c!4fHan npeAynpexAeHxE o H!43KOM
HanpnlKeHhh.

KoMnaHha Boston scientific npeAcraahna AaHHbre pexoMeHAaqrh Ha paccMorpeHxe He3aBr4g4MoMV
cosery Bpaqei H 3Kcneproa no 6eaonacHocrr, !1 oHh noAAepxanx AaHHbre pexoMeHAaqxh.

AonolHHrenbxan txeopanaqrn
KoMnaH14s Boston scientific BeAer nphcranbHoe Ha6n'oAeHhe aa pa6orofi xMnnaHr,lpyeMbrx ycrpoicrs.llpocru coo6qaru o np6urx no6oqnurx x.ahHr'{ecxhx esQexrax B Haury xoMnaH[o ,r B
coorSercrBylou4xe peryneropHble opraHbr, l.r Eo3Bpat4alb 3KCnraHTl4poaaHHbte h3Aenhfl !43foroBHTe.nlo.
KoMnaH14n Boston scientific 6y4er rxanvaru noApo6xyo, axryanbHyro rax$oprvrar4r,rn o pa6oreycrpoicre I exexBapranbHoM or,{ere o pa60re 

^tg"nri 
(product performance Report} ra caire

www.bostonscientific.com/por

Mbr oco3HaeM Bc'o BaxHocrb AoHeceHnn 4axxoi hHoopMaqr.h Ao Bac H 4o Baurx naqxeHroa, ,n Mblxorenr 6ur 3aBep[Tb Bac, vro 6eronacHocrb naqHeHToB rBnnercn xauei rnagxoi aa4avei. Ecnx y Bacectb AOno.rrHhrenbHbre 8onpocbr, cBfl3aHHbre c 4axxoi rH$oprr,laqrei ralt Brr xotlrre coo6ulrru o|(niH[qecx'lx nOCneAcTBhnx, npOC],lM Cst3aTbCa c RnhHhqeCKrrM cneq]4a1tqToM xoMnaHr4h BOSton
scientific Kocrsraesoi onuroi BaaepueeHoi orsaK@bsci.com ,n,nx n03BoHhrb B ooo (KapAhoMeA.nKc))
no ren' +7 495 935 84 71, nn6o ornpaetre coo6qexre anexrponxoi noqroi info@cardiomedics. ru cnomerxoi <O 4eQn6ptnnnropax>.


