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1. pudneeiily
1.1 Lﬂum‘%aaman1sLﬁwaaﬁﬂwﬁmmﬁﬁmmmﬂizﬁuﬁﬂaﬁawumw (A) uag VieeE1YN
V) sthwaiiesiu ewnsauiusmmsilimufonssvesuldSaluls
1.2 Wilueesthemaiusesilalufineifansdonsmadurssiladwislishiae
2. Auanwslane
21 flwune 4.45 x 5.02 x 0.75 fiefiung uasUiines 13.7 33 Inefidhminyszana 24.8 n3u
22 swnsadenuvumsnszduldlitieandail wu VWi, WIR, VOO, AAI, AAIR, AOO, DDD,
DDDR, DO, DDIR, DOO,VDD, VDDR, OFF
23 enuseldnnsFeansiu Programmer wuuldanald

v

24 annsauiumnadslunsnsedusigeld daud 30 - 185 adwietunil uarannsaUusn
e Iifausdduu 50-185 adiadun

25 ansadfunssudlwihla @mplitude) faus 0.1 - 7.5 Taaruasuuusalusia

26 awmnUTussesanlumsdsnssudlndn (pulse width) 16 0.1 - 2.0 fiad3uit

27 annmauSummhlumsfudygnavesilatesuudus 0.15 -10.0 fadladuasiuu AGC

28 aumausuarahlumssudyanuvesilatesdeiud 0.15-10.0 Sadladuasiuy AGC

2.9 awnsadiuanszezatvesnssuaiikuiilatecuulufaitlavesdnsls (A interval) 16
Haust 30 - 400 Hadiundl

2.10 @3aUiu Pacing polarity iy UNIPOLAR %38 BIPOLAR &

2.11 a@wnsaudu Sensing polarity Wi UNIPOLAR Sa BIPOLAR 'i¢

212 @wnsauuszezia refractory period vasialatiesansandans 150 - 500 fadTund

Wilavesans-uuan (post ventricular-atrialrefractory period) Aud 150 - 500 fadiul
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2.13 aunsnuiusseeinan blanking period Taavhlatiasuuen daus 45 - 85 Sedund uay
vosiilafesdrenan dausdaa 45 - 85 fadiudl

214 awnsauFuasmsnssuiiialadusg 1§ (Hysteresis mode)

215 diszuvtslunsmeuausssionsiiailadosundufiodamesiind ananmsladuvie
hlasiudlidesas (Automatic mode switch)

2.16 fszuutastuniafin Pacemaker mediated tachycardia

217 #unsalaninTsviiny uasednsnsnssdureasdedldifunasidus

2.18 amnsaviufayminnnsel (event) Tuguves EGM strip 1§

2.19 @u13aU3uA Rate responsive 16Taald Accelerometer sensor $23fU Minute
Ventilation sensor

220 swnsaresnsmsEaetenuusluile

2.21 gnnsesuedos MR fiamud 3.0 waatldieame

2.22 @ninsanaEnenn battery status, pulse width, pulse amplitude, lead impedance, pacing
conﬁgura’cion'

2.23 gnnsauansrmng q fefioutuunmesindaevunndanalluries Programmer Wag
é’mnmsnwﬁjuLﬁaﬁﬂ'ﬁ'muc&uuajmﬁn

2.24 wumeedildvhenadiey i lneenlu (Lithium-Manganese dioxide)

2.25 ussgeglundesishunissndauds 1 ndesie 1 g amnsavinsinvesmelundesdeia

aseptic technique wazldldviuit sey Lot. No. Suwdn fumuaenglénussheiniou
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3. Reulwaws
3.1 sdmfasilisunsiuseenaspiunndiinnuanensmunisevsuaze (98.) AsENTN
#5138 VizeumsgIu wen. vi3e CE Mark we FDA (US)
. & =}
3.2 winanlssuiiliSusesnasg iy 1SO 13485 viie GMP nsensnanssaguviausndluan
veileuanuszneunsndneiesfiownnd dmiumsdnniedlounmdrhinaue flaivuraigiusaing
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35  nudividmiueduiunud g desananlvdoudsfestaumusmineaghadumanis
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36  nadlnAndusifanuiiananaanmssinuiengmefeduseuisuduinidininngly 7
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3.7 ewensldnumelimsliomnilitesnt 5 9 useduedadul
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3.8.1 Wmm%awhf-Jmnﬁwaaﬁ’ﬂawnwﬁmnssé’uﬁﬂaaaﬂﬁamaLﬁaaﬁ'u (Dual
chamber pacemaker) wiausne fidwauninidsmeruiasaunnumuneiguiolflinunainise
wanwasuRuldTaelsidosdenldae iy
382 mmﬂ%’aamsn’mé\’wmﬁ’qhm'awﬁmniaﬁuﬁ'ﬂaamﬁamgLf’iaaﬁ'u (Dual

chamber pacemaker) wiouane fulval aonymdlsmeuiaveuunuaninsnvsuaniulmisrgald Tne
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A 3 f =3
Measesdlenseduiilazline1as (Pacemaker Lead)
1. mudnwaznaly
L1 Dumedwmiudeminssiuiilafioonuuulifivuindn Wode fanusnuniugaive

aansluavesnseualuihfisaainsaatoudieeans rdium oxide il Acute threshold wag Chronic
pacing threshold #1

12 Wuaedwiulionufuedasenmduenils neldldflumlevesuutazanian
dwsuldontufiaeiishmmsdiuresilafisuniuuud Bradycardia)
2. quénvazianis
2.1 Wumetwensassfuiilanuululwans wuu Active Fixation
22§l (Connector) wunm 15-1
23 fiwwnemnuem 45, 52 uag 59 wuRuns

24 fig8walnavienn Iridium oxide coated Platinum Iridium

2.5 Taguhlwdh (Conductor) ¥aan Trifilar inner coil of MP35N W& Single-filar outer coil
of MP35N with a silver core

26 L'fl‘ummﬂ%m?hEln'l'iﬂ'isﬁuﬁﬂﬁl WUy Drug - Eluting Tmald 0.91 mg dexamethasone

acetate

2.7 dwdifuauvesans (External insulation) ¥inf8 Polyurethane (55D) wag (Internal
insulation) ¥1¢e Silicone rubber

28 Swwnadusiiguinats (Lead body diameter) hiwnndn 1.9 fadwms

29 fuiiinvedaslvsafivasans (Distal electrode surface area) 4.5 mm?

210 sgmeshssewinghdiaalvse 10.7 fadiuns (Distal electrode diameter)

2.11 Active Fixation Lead fiauratnderdiusudafanidewiala daaqudn (Fixation helix
penetration depth) 1.8 fa&iuns

2.12 19ffu Lead Introducer aua 6Fr

2.13 Uaeasiadwmiu MRI 1.5T, 3.0T
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3. feuluiily

31 whndasildfunisduseannsguandiinnunmenssunise s iase (28).) NIBNTN
@ET0GY V3RUIAIFIU NBN. Wi CE Markuda FDA (US)

32 wdeanlssuiiléfusewnasgi 150 13485 w3 GMP NIENTEAITIIUGINIOUEAN
“Luawmﬁﬂuamwﬁznaumswﬁmm%’aaﬁauwwé dmsunsudneiasiounmdfvnaua ﬁlu’wuﬂmq
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33 nadlfuAudmdnludsemalng Wiandusanadousulssnounananadesfiawmms
dmSuniadnetastiounmsiiuaue amnengsuseddnsudnsienans
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35 mathiemuedudunudwning dauanmididaudsdiiumsmieegaiumenisann
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36 mduafousifenwlianatnnnamdmsenduededueudeududtilminely 7 Su
vasnldiuuds

37 owgmsldeuuavdweylifesndt 1 9

38  mevdimsdsieuaTuitugniedudn

381 wnareinSestienssquialeniinaas (Pacemaker Lead) AidenauudAnig
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