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1. AMANBUIRWIL
Bueadladienusaninmgs feuaunsvhaudossuuaoninmes
2. BB UAAMANBMZIANTY
2.1 ma’l*usnmmwmmmlmmﬂaEJ Isﬂlmwmaiﬁvmaﬂma
2.2 Welilumssnm viavaunilagiae wmﬂmsamaammmmm‘uaalmmamauﬁiu
ﬂ’]i‘iﬂ'l?}'}U"tUﬂ‘VIEILL‘Vlulﬂﬂ'JEJ'Jﬁﬂ’l‘i‘waﬂLﬁ@ﬂIﬁﬂl‘ULﬂ‘iaﬂﬁlmﬂu ansadenguuuuisnissnuldly
Yaenin 3 sULLUU P8 Hemodialysis , Hemofiltration , Hemodiafiltration
3. pauaulnaly
3.1 Jueeslafisuiiniuaumsinaude processor
3.2 Musunsuannsaldmsammuisuniveaiosls
3.3 ﬁmeLmaffﬁ“ﬂsmnszﬁlwﬁuﬁw%’uauﬁmﬁmﬁam
3.4 {anunanstunounisldy wiaugunmuszneu vnsaSuASaaraumsldnuiy
NU?H
3.5 Isvuumanaaaunisldanuveaaaenauldoy
3.6 AlUsunsu Sodium profiles Uax Ultrafiltration profiles
3.7 figunsaiinanusiuladie { Blood pressure monitor)
3.8 ﬂIUscmsaﬁmﬂ'ﬂumwamﬁa\'lumsmmﬁam
3.9 mJu Emergency wawmmﬂﬂmu“'zﬂqm msaalmmam"mmsamamwﬂﬁlwammam
wammsmmammnmmﬂw Wwanusuladio waslvansay ganenauvuiviUuui o
NUgmaaﬂmLavmmmﬂiuLﬂaamwnsmmaimwq’Lummvaﬁm
3.10 nsealailoniidadou aunsowmdaudgldasan
3.11 Wnszualwihadu 220 Taavi 50 - 60 Baad
3.12 mmmé‘?mmm!amﬁam‘lﬁﬁaLﬁaqlﬂﬁaamﬁ 23 d1lua
4. AnANwzIRWIEIWATA
4.1 ssuudndaiion( Blood Delivery System)
D ansonueudnsinsivavaaden alashng 40 - 600 ua/undi
2) @NsauanIgnsINsivavauian wasUSunandondinaiuminsoadanlunasivin
msWamaamaa‘Lmﬁaamam
4.2 syvuilmeauidu ( Heparin Pump )
1) annsaldfunszuaninerouin 20 uale
2) aunsamuaudasnsivaveniensluriuwusaiiedldlysnslusn
0.5 - 9.9 faddns/ 1alua
3) aunsalieuuriuiuuda Bolus Wlisnin 0 - 9.9 fadas/ads (bolus)

oM Ux)w"’sw( o3 o

WA uaangl unaIuiag quglae wienlszdng gl



4.3 sevuilhenladion ( Dialysis Pump)
1) Lﬁugﬂ%aé’ﬂﬁ'mLLUUﬁma"auﬁm%’ué‘ﬂimﬁ']uasﬁwmimLﬁa;ﬂé’mmﬁmwdwﬁﬁwm
(Proportional and volumetric mixing of permeate)
2) awnsenuausnsnisinavasolmdiogldlisn g 100 - 1,000 Hadanssiauri
Tnganunsausuldndeas 100 fadsassaud uaslisvuumuiugnsmsivaveaiiele
Wenbivmngauiusninislvaveaion
3) Tulvuan1sSnwy HE waz HOF awnsoAnushsMsifatsazatelaeiinisysy
omluaia o hm'm'n 25 - 400 Ladanssauld 'lwmymmmm“aun‘uamﬁmiﬂﬁm‘uaa
@anlunszuannses kazannInUTudnnsimsaza slaugldnutmualdlasng
25 - 600 fladansrauh
4) mmsmﬁaﬂfi%'m'ﬁ'lﬁmsaumﬂlﬁﬁmuu Pre-dilution was Post-dilutio
5) anmsmxammmmuwmdmmlmmsm'lusuw lmmaaﬂnmmamiaammmi
witleavilih waamsaumwnﬂimawﬁmwm Turalaisiingr 12.8 §4 15.2 ms/em
6) ansauFudsusmauduiueedeioy wagluasuoiun Tuthenly
7) mmmﬂsuaﬁaﬂuamwnu‘ummmlm Tutaslaisngs 34 - 39 serueadoa
4.4 i”UUﬂ’J‘UﬂMm?fildu“lmﬂLa'ﬂ@(U ttrafiltration)
1) mmsnmmmnaﬂaa’tﬂams'\mmm 100 fis 4,000 Ha8das/4lua
2) favuansArsneusenidannasmian laun
- UF TIME
- UF GOAL
- UF RATE
- UF VOLUME REMOVED
3) annmmﬁaﬂmsﬁwqwu‘lﬁﬁaﬁwaanmnﬁaﬁﬂwléz’admﬁm Tnglyivanfouveads
(Isolate Ultrafiltration) LLavLNa%UIﬂ‘iLLﬂSMﬂ\iﬂa’t‘) Lmawvnammaﬁswmsﬂamaam
wuuUn@laesnluda
4.5 ssuudyeniiou uazmuuaensy (Safety System)
1) SlFuansnannudiunasnidens Venous Pressure o etiaeRaus -100 e +500
mmHg
2) flruanmamuduvasnidonuns Arterial Pressure E19VDEAILA-300 &4 +300
mmHg
3) mmmuammmmﬁuﬁLﬁm?Tu"Luﬂwuanniauﬁam(TMP)aeiwﬁaﬂﬁg\uwiw100 19 +400
mmHg
4) Uszuumsnsadureeneluasduion aaeseuy Ultrasonic Transmission
5) fiMsnsadumsiluaveaden (Blood leak)
6) NssuuduRaufeLde 1WuamamuuLLavﬁ’Jé’nmLﬁa;ﬁmfﬁaﬁm%’m
7) dszuunmaaunsvinauneandes unevsely muddutuneumsnagaLAde
nau’immaqﬂuuﬂw {Automatic self test)
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8 fssuumswiensnseudosuasaed Son ma’lﬁnnwma (Priming dialyzer and blood line)
9) fiszuudrsaslvl Tunsallwihdy Iﬂalmmaq‘l"uaﬂﬂsmmamsaamsaﬂﬂlﬁmnuamwu
Lwa'lw{]uamamaaﬂa"nmsnmmumalU(Buslt - in battery)
10) Sremmaualvaiiauiessuudusa (Touch screen ) udmsdeAl AN INENY
smbadauuy m‘lumﬂmmmaumamm{}mmmaqmaamm
4.6 TTUUNTANYIIAINUES DALY °2J1L11E}(Cleansrng and Disinfection)
1) awnseldldiannutou wasasiai wiousruunisidnansiniesnanniniedag
QLI
2) mvwmsmammma ﬂ']ﬂl,ﬂimLLUU@]FIIUWI‘INLLUUS’IEJ’JHLLa“'i’]EJﬁUmVi
3) mmmmnmmm Un w3asldsmlui
o) Wneillusunsuliidenldould munnuwnzay
4.7 Tnsanhenladiey \uusglasddwmiusnsuansendotoxinvilsgla
Wieudimuu3avida«Ultrapure Dialysate)
4.8 sruunana s anduluAIsusLR LULLIY
1) ansaldansduduluarsusunuuunisls
2) annsalgansiduduluaivaumuuuddld
4.9 gunsalnsraiannudiulainBlood Pressure Monitor)
1) swnsannaiaeusuladinlé Systolic, Diastolic,Mean Arterial Pressurelassns
NSLAUYBITNAS
2) mmm’ﬁ’mmmé’ﬂaﬁmLmu;ﬂua%aqmummﬁaen'}s wazaIRIna LU UR o
AANTELYIAInterval measurement)launs, 10,15,30,45uax60u1 %
3) ﬁﬁ’fgfgmﬁauLﬁamwﬁmﬁamm@‘ﬁw aguanAfinaly
a) mmsmmrmﬂ'm’amﬁmﬁammcﬁﬁ’m’[uwLmuni']ww%‘aéa’mwiﬁ
5) mmsmmm'}muLaam‘uatham‘tuwvmmﬁnm senhaeTenAiasnaunswan
\AonuarsEmitamssgante
4.10 gUnsniusznav
)uaUnimawsuamumnsmLaaﬂ(DlaLyzer Holder) 19u
2) w@wwuinndouuuiuay 1 Ju
3) imdrdmsuifiumegtnine ey laen mawmdmdlmaviiwnmq"i.wal,‘znmﬂsaa
\Ho9
4.11 mamwumLeaulmmwmjatmamauwwa(‘uaammma e
1) N‘U?ﬂiUU‘LﬂU'J’]LF}iaGﬂJE}/E]UﬂimV!Laua‘U']EJﬂU‘lf!’NT‘NWEJ’}U’]ﬁ Wiludrumas
Hardware uag Softwear asmmhﬂ*zman'ﬁwgmmmauaumw’lum{lmmu (Hazard
Notice/Alert) vﬁaL{Juswmsﬁgm‘%‘anﬁuwﬁmﬁ’m% (Recall) :nthroruidud
gansusEAUAING 01l USA FDA | ECRI udy
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2) wmaswﬁvnmmsama/aﬂnsnmLauamEJnymﬂsqwmuwalmmumswwamﬂ
“wmamum’mﬂuﬂmmwmmﬁw (87% USA FDA , Thai FDA mawmamumww
aammumumm/muwwm) wsauuamwanmmﬂumaaﬂwmanwwiynaumsmasgsu_ﬂ
WAZNISATITUAT DY

3) Lﬂsamamanmmaﬁlﬂwﬁw Udn Wl doatiunuy USA TYpE B 3 91 {959 2 91
ffifuanediu Wuamerdadudaonlsey (ildmsiudmnussnaumends)
AMNWIZGU Medical grade uavazdpalinsmaasuarasnsonislngih (Electrical
Safety Test) aummsgwilufioaususysund wiouunei WiMBNATS BN
HANISVIAADY
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