Nyl "\ %

i 17w 3 wih

pudneuziawizigunIains a1e w. 1 037/50

HUYLEY AR. 6515-M-61-P- 1062

4

Fadegunsal wdsanseanlninilasnlu® vlnildusienie
(Implantable Cardioverter Defibrillator)
Wiwty \Aies
1. AMANHUZIBNI
1.1 Jaquszaedlunislden Miduefesnszan (Shock) Iniinilednlusi daileiily
Tumegy enmisdunazdnwemsnlufuiRinund
1.2 audnencluniaunaia ‘
1.2.1 annsavdesndamuienszaniiladledlusuiiiaund saehonssduilade
TloaudRauni
1.2.2 gwnsauu Zone Tumseyiaduuasinwldetelos 3 Zones wasanunsausuguuuunis
fnwlregados 2 wuu Aa WUU Anti Tachycardia Pacing (ATP) wagnns Shock
1.2.3 figUuuuvains Shock WUy Biphasic Waveforms w3a Monophasic Waveforms #3e
LuuBuiRnd
1.2.4 annsauFundesmilums Shock igegaliitiasndy 30 98 uazuiu Shocking Polarity 16
‘VI“GLL‘UU Initial 1Lay Reverse Polarity
1.2.5 anmadilusunsudmumsinvmasiladuiadimelFegatos 6 m15aw (Shock)
1.2.6 1 Capacitor Reformation wuy Automatic #3auuu Programmable Reformation %39
wuudug
1.2.7 aunsedn Lead Impedance I¢swlui
1.28 figuuuunsnsyuiala (VF Induction) uasnaaeuinisingds iqetlion sl
Programmed Electrical Stimulation (PES) Induction, Manual Burst Induction, Shock
On T Induction 38 T-Shock Induction
1.2.9 {i Post-Shock Output wenfiu Normal Pacing Output
1.2.10 fszuuasnndurisveimnissiuiindime aeld stability viiessuuduiinniwsadisuwia
1211 §isvuy Redetection faunzeissindwiandany uasunrdmdsruluniadnm
1.2.12 @w13niiv Intracardiac Electrogram (EGM) illesianmadiufndavmisyaneusasndans
fnw wienseanBundiinty
1213 ansauiulfiedesihelu Mode vas Brady Pacing lrinenatias 2 uuu Téun WIR,
Wi vi3a VOO
1.214 @anseufuszeziaailunisdainssualvdinle (Putse Width)

/1.2.15 anse...

14 88 261 wy.p.



win 2 w3 win
037/50

q A i L U U - 3
Yedegunsal wspansaniiiiilednluli sliafsludinme

(Implantable Cardioverter Defibrillator)

1215 annsaufusanszudlwile (Pulse Amplitude)
1.2.16 @msnUiuinmmasusasidlashan (Lower Rate Limit) faenifan 35 adutounil
videsnia
1217 awsavdudmndlilunsiudygnansiuesiilald (Sensitivity)
1218 faseriuany Lead Wunuusnsgu (Universal) 9 WU IS-1 Waw OF-1
1219 TwummeTussymiouador uasansauanssenaqiouiiauunnedlndvun
13 gudnvazlumssenuuy Wurtenseaniils Snuasiuusu jusednasguuuus
wuvEmienvie wunauuu veudeulinmidaide aansoildddfamldddons Thiwin
Taifiu 85 ndu

=4 1

2. ATUTITIUALHUYE UTTPASTHUMERMNASTINUSEVEHAN
¥ ] A
3. 1annuAauY
3.1 fogmisldenlivesnin 3 U
3.2 ﬁaaﬂuwm‘lmimn‘liwu;}l’wﬁm warliwelgauunneuy
o, & e cda w4 w I o Y] 1
33 Wundaiueinlindsdedusasqaunimlushumsndn wazmmdasadslumsldng
IasunsfuTamuunasguana naauRTIIasulduesgIvEIng

ad 1Y) [~ [53 1’4
4. J9M5ATINERY  MTIRABUMUAMENYUEIAWY JUluLLARAEn wazveassldau

/AMEATIUPNS...

14 88 281 Wwe



Fodgunsal

9/

v 3 T 3 wih

037/50
waanseanlvihiilednlul@ wiafldlusneng
(Implantable Cardioverter Defibrillator)
ANENTIUNTIASITADUAIAN BaUzIaNZRg USR] 618 W. VD4 Wu.
ND.NDY WU./UTEHUNTIUNTS
(Yeywws iwenss )
WOMG. ... Lo aoe WD.NBY WU./NTTHANS
(veuriy wanlum)
wa"g“ ................................... 91gyIUNVIE TN.53.6/n3TuM UL

(U (Belsaudegs )

14 58 23%1

ANENITUNTSATINABUAMIANwzIaWIzRgUnIal 618 W. 984 V.

AR AT e AVIALVIUL/USEEUASSUANS

(vinted 1Heune)

LI T 2 < ND.NDY WU/NTTUNIS
(Uf9d waeaing)

LA T T ¥ A uUn.UsE91 NU.U/AT5UNTS

(Uslung Junidiv)

2088 2%

) T
andmymanzRiuleii Y g
Wy LA .
amaia wu.nuhudufiae nuny,

o nu o-z_o#..??.Q‘.'l.':k.m..h.ﬁ:@.m

. (o2
(0140 A AT

[

oo aun )

A md aane

( ﬁ\h?@ﬂ IR )
]

o~ J
ANIVOIR S0 53 9 \fj T /\M(Xw ")

/\A/U anek -7/ ﬁrl(’f'\/ FANE S l!\/./n 4~



L

win 1Ty 3 wih

& e ’ . e
auAnwuzawIzigunsainnds ae w. 1 052/53

YUY AR, 6515 - M- 63 -P- 0951

y ; g Spen d l: ) B3 o
Hofequnal indasnsupliiinitesalufnfenedashemaursaiils

slinnsefuilaviesdaasomdouty
( Cardiac Resynchronization Therapy Defibrillator )

¥ . o
HuUUY LA

1. guinvuzlawIE

1.1

1.2
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Audnuariuninaiia |

121 awnseryduiasinvmsiuidiAasnfivesirlavesans Teeaninsavsesnduu
WenszaniladladiamsduiaAnund

122 awnsaufudeniuulumsnssdu (Pacing) Idetihaies ¢ DDD, DDDR, DDI, DDIR, AAI,
AAIR, W, WIR, DOO, VOO

1.2.3 awsaufunssualih (Output) Ilugaesendn 0.5 - 6 1aad wiontn
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. AudnwazIawy
1.1 Inquszasdlunisldens  Tddwiutisnssdumswiureniala lunsdinnswiuues
wilafindane awsenseduiladesuuiasiesanldvadaiu uagyiudnaniadu
voslaliifntuvoanasuuudaluli wdaillildfuiuuvams
1.2 aaudnwazluniamaiia
121 swnsedenuuuresmsnssdulfetnaiasdal] DDDR), VDD, WT, WIR), AAT, AAIR),
DOO(R), VOO(R), AOO(R)
122 awnsavdudanmaduresilliifisiuiesraddsnluifmumnugonisves
5798
123 aunsaufushanaduveaiilasiige (Lower Rate Limit) I8lutha 30-150 adiraunii
viendendn wasaunsaufudasmsisueesiilogegn (Maximum Sensor Rate) ¢
Tutis 80-180 adadaunfivianinanii
1.2.4  @wusaUsu Maximum Tracking Rate Iélutiae 80-180 pfsauiianiiend
1.2.5 emnsaﬂ%’uo’?&mnisu,zﬂ.wﬁ%ﬁaﬂszﬁumscﬁuﬁﬁ% (Pulse Amplitude) 1#lut23 0.5-6.5
Tadvsentandiy
126 awnsadiussesnilunsdanssudlviihlunssdunmdureniila (Pulse width) Iélutas
0.12-1.0 fadudivienireni
127 awnsavivarubhilunsiudygramesiladiosuu (Atral Sensitivity) 1alugase 0.18-4
fiaélad vionirend uawhilevesdns (Ventricular Sensitivity) Idluss 1.0-10
fiadlas wsonianin
128 awnsauiusszezinm Anssualiiieinhlavesuulusainlafesdld (v Delay)
wagdl AV Search Interval ,
129 aunsaufuidusunsulviada Pacing w38 Sensing #auuu Unipolar #3e Bipolar

1.2.10 aunsauiuszesiian Refractory Period waw Blanking ¢

/1.2.11 @unsaia...

14 59 291 \N.ZB‘/



i 2Ty 3 wth
013/50

squnTal iwaathsmasuvesiilaams wsiansefuilaaasisadeiioety

=19
a1b.

)
wuLUSUsRTINSWIUSRIUR (Rate Responsive Dual Chamber

Pacemaker)

1.2.11 awnsn¥rarmiumniued Lead iiesdnlulii (Lead Monitor) Tnadnenitsmigiuiien
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Unipolar

1.212 @wsafiudeyamanfisaninsviauvaandes wasmsuzesidlagtae sanky
wansaifiivalawuindone wesansafungessiBuameldanaies
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(Mode Switch) _

1218 aunsodiamuuazesiaaeusziunisldindimesialy (Follow Up) Taemsvin Threshold
Test

1.219 Sdasiefvane Lead Wuuwuusnsgiu (Universal) @ainsasie Pacemaker Lead filfauuy
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1.2.20 s‘ﬁLﬂ-‘s‘aaﬁﬂmnlmmﬁmm%ﬁaﬂa AR wazwummadviean Lithium lodine 3o Taniu
fifinan
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1.1 dnquszasdlunsldons Wdwiunssdunsisuvesiils lunsdinsiduvesiilafindons
silanseuialavoudy u,azawuwsaﬂ%ué’mswnwsw’fuwaaﬁa’tﬂﬁnﬁuﬁuﬁaamaauwﬁm‘luﬂ&‘w
giladelildfmiuuans
1.2 prudnvaslumanaiia
121 awnsadenuuuresnisnseduldetnatosdid fe VWIR), WT, AAIR), AAT, AOOR),
VOO(R)

122 awnseufusanmswuvesidldbifutunioanadéSaluifnuarudanisresne

123 awnsoufudasimsidureatilasign (Lower Rate Limit) Idlugaa 30-150 adaaundi
EeNT1enT wesamnsouTudnsmsiduasiilegean (Maximum Sensor Rateflglutag
80-180 p¥wwiouriindentrent

124 aunsousudinssudlvi (Pulse Amplitude) 18lut29 0.5-6.5 Thasinde nien

125 awnsaufusseznailumsdinssualiirlunsefuninduveniile (Pulse Width) 18lutas
0.12-1 fadiuniivieniiends

126 amnuivrnahlumsiuiygaventiledesuy (Atral Sensitivity) 18lute 0.25-4.0
fadlasndoninendt uagsizlavasans (Ventricular Sensitivity) 1olut29 1.0-10 fiadlaas
wiandenin

127  awmauiusiusunsliiada Pacing %38 Sensing 1éawuu Unipolar v Bipolar

128  anwnsnusussesan Refractory Period ¢

129 ansniaanuiuniuges Lead desdwluli® (Lead Monitor) Tnednaniisaldduiian
MmN wEomnnifineliadensiuden Polarity %8918 Lead 911 Bipolar {4 Unipolar

1210 awsafudeyameqfivananmsinursaedes waznaiduvestilagihe sante
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