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1. AANIAWY
HundadlaifienyszavBnings FmuaumsuRssUUReNTm DS
2. WA UAAMANBZIANZ
2.1 Lwa'l%nmmmwmmulmmmsJ I‘iﬂlﬂ’?’lﬂl‘i@ixﬁuﬂuﬁﬂW’id
2.2 Waldlumssnun vidanaunulegae w.ﬂﬁmiamLaammmmsmaa‘lmmawam%’iu
misﬂmmuwmLmulmmmsmswanLaaﬂima‘tﬂjmsaﬂmmw ansadenguuuuisnssnulalyl
1asnin 3 'iiJLL‘U"U A Hemodialysis , Hemofiltration , Hemodiafiltration
3. gauanlinaly
3.1 JueSeslafisuiimuaunisinude processor
3.2 flusunsuamnsaldnsramanufinunfusssosly
3.3 Suummeidsasnsalsidudmdudusaiagan
3.4 Tderuuanitunounislday wiougunmUsENaU YsmSsuAsaenaunsldaudy
Bt
3.5 fszuunmsnaasunisidaueaadasnouldy
3.6 fllUsunsu Sodium profiles wag Ultrafiltration profiles
3.7 figunsalinanudiladin ( Blood pressure monitor)
3.8 flusunsuiadiauwandeddunisweniien
3.9 iy Emergency LuamU’wmﬂmavaﬂqm Lﬂsae"mesmmmmsamamﬁmﬂwamaLaam
wammsmmaanmﬂmwﬂw waruaulaia wazliansazatenaunuivieiui e
mﬂgumaammavmmmmuLﬂaamwwwsmmaﬁmaﬂwmmuaaﬂﬂ
3.10 wn3ealafieuiifoidou annsoedoutyldazan
3.11 lnszualviradu 220 Taav 50 - 60 (Fsad
3.12 mmsaﬁ%nmwamﬁam’lﬁﬁiaLﬁaaiﬁﬁaaﬂdw 23 4§l
4. AudnuynzRwIzIumAain
4.1 sruudadaidan( Blood Delivery System)
1) annsemuaudnsinisivaveaden Inlisin 40 - 600 va/unf
2) annsauanssninsivaraudon uazUSunandaniivatinumnsandeslunne iy
nsvenideneylanasaiiem
1.2 ssuudueudy ( Heparin Pump )
1) annsaldiunszuandaenauia 20 ua.ld
2) aunsomugudasmsivaseshsisiSuuradeddlusaslsisnia
0.5 - 9.9 fiadans/ Falus
3) ansalisuuduuuuia Bolus Wlidnin 0 - 9.9 fadns/ads (bolus)
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4.3 syuutnholafien ( Dialysis Pump)
1) Wursasdndauuudnarudmiusadatuasiels Wealdmudnsidufinmun
(Proportional and volumetric mixing of permeate)
2) amnsnedugudnsnslvavastherladienldlisingn 100 - 1,000 fadanssauni
Tnvanusausuldndiaz 100 faddnsseunii wariissuuAuandasmsivaeninele
Wsnlimnzgandudnsinisivaveaion
3) luluuan1ssnw HF way HOF ausnAINSRIINs WA saranelaedinsusy
Salugid 1o lidndn 25 - 400 Hadanssaud TimummizauiudnsIn1snstve
enlunszuannsag uazaanInuivannsiiasazatsloodldnusmualdlisng
25 - 600 fadanssaun
4) annsadenisnsliansazaneldvanuy Pre-dilution uay Post-dilution
5) ansauamn L turasinelafienlussuy 1ma annaneAIsTaAg
witlehlvii waamsazmuﬁﬁﬂssﬁm%qu& Turaalaisngn 12.8 4 15.2 mS/cm
6) amnsauSudsudauduiuvesluniey uasluaiveaius Tuthenls
7) annsaviudougamgiivasihenls ludadidhng 34 - 39 sweaiea
4.4 ssuumuaumsAnimndena(Ultrafittration)
1) annsafnhondiasldsaniug 100 F1 4,000 fadans/Aals
2) fifavuansmreuewendoanasanan taun
- UF TIME
- UF GCAL
- UF RATE
- UF VOLUME REMQVED
3) mmimﬁanmsﬁmu’[ﬁﬁaﬁwaanmné‘aéﬂmlé{admﬁm Tngliuanidsureads
(Isolate Ultrafiltration) waziioauTusunsusenan m%wsné’uL‘ﬁwészuunﬁwantﬁaﬂ
wuuUndlaednludd
4.5 ssuudgnauiou wazAuUasade (Safety System)
1) fifuaniwanudunasnidens Venous Pressure ag1etossaus -100 & +500
mmHeg
2) fimuannanuduvasmdenuns Arterial Pressure 981918 Saus-300 &g +300
mmHg
3) mmiﬂLLamﬂ"smmﬁuﬁl,ﬁm%uu'lunszuaﬂniaéLﬁam(TMP)aE}Nﬁa&ﬁ%Lw{-100 89 +400
mmHg
4) fiszuunsssaduviessmeluaiedadon §2e5e0u Ultrasonic Transmission
5) fimsnsaadun1siinavendon (Blood leak)
6) Ssvuudymuidiounedes Iiuansanuzuasinsnesdiofntodnia
7)

band T i N it}

FEUUNAABUNMIINNUIBUATEY TUnANTold muddutunaumsnasaLiaS e
riau'l‘ffm%'aqﬁ'ué'ﬂ'm (Automatic self test)
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8) fissuumsisS suiansedenuazaned sien Lﬁ@'ﬁ%ﬁuﬁﬂaa (Priming dialyzer and blood line)
9) dszuudsoald Tunsdllwidu Imal:umae'[‘uaﬂns‘umsaLmadaﬁaﬁﬂlﬂmﬂuamuuu
wislilusndndonaunsavinnusalu@uilt  in battery)
10) fIRenmuualvevanuiessuududa (Touch screen ) WARIUBATNLAENT AN
nmwaLLu“m'lumi'lm'mwsaummmﬂmmmaﬂ‘umLﬂiaa
4.6 3““U'Uﬂ’ﬁﬁNWIﬂ‘J’]SJauEJ"lﬂLLﬁ“%’J']L”UE)(C leansing and Disinfection)
1) awnseldldfimudou wasasadl wioussuuntsing Jnansialieananiniedae
SRR
2) fiszvumsievihanuare1ninTswuusa UL U uta LS 1 E s
3) amsaRaalin - Un wiadldsnlus
4) Tnedlusunsuliidanldauld amuanumnzay
a.7 lnsonhenlafion Wuuselemidmiudnduansendotoxinvilstanla
WisuiimuuianigeUltrapure Dialysate)
4.8 sruunauasdnduluA s U LA LU
1) awnsaldansdiudulupsvsiunnuunisld
2) ansaldasntuluasuaimuuudsls
4.9 gunsainsrvTaanusiuladin(Blood Pressure Monitor)
1) aunsaasaTaausuladialévi Systolic, Diastolic,Mean Arterial Pressuretiassnsn
NILFUYBITNRS
2) mmssﬁ'ﬂmmé’u‘iaﬁmmmﬂuﬂ%’qqmummﬁaami uazasaRIna I LUURBLDS
mutszusaiinterval measurementléiufs, 10,15,30, 4508260177
3) ﬁﬁ’zyfuuwmLE-'ﬁ'auLﬁammﬁmﬁamaq@'ﬂw aguana sy
4) annsouansinuiudenvosUsluguuuunsmiviesayld
5) mm'imi’mmmﬁmé’aﬂ%aa%ﬂmﬁ”ﬂwmsﬁwms%’ﬂm sEMassaASanaunsvlen
\denuavssvinmssiainias
4.10 gunsalusznau
1) dlgunsaldwmiuBadusansosdan(Dialyzer Holder) 184
2) wwruindeuuuiuoy 1 su
3) Indrdwiufumeinielneslawm %"aagjﬁmaai'lalmeﬂwmmqimaL*ﬁ’wﬁa N384
\don
4.11 %aﬁmuﬂﬁauimmﬁﬂ%’aLﬂ?aaﬁattwwé(ﬁaﬁ’mvsywéa-ﬁ;wav?imc?am
D funefudssivinadesde/gunssifiausveiumalsmenuna Wludiumes
Hardware uag Softwear azﬁaﬂﬂ?ﬁiwmiﬁgmﬁaLﬁaué'um's'za’lunwﬂﬁmu (Hazard
Notice/Alert) vﬁaL‘Tjuiwmsﬁgnﬁ'aﬂﬁuwﬁmﬁm% (Recall) Mnwing i dud
gaNIUTEAVAING 817 USA FDA , ECRI (Jughy
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2) fnefutssiuiuasesila/gunsoifilauans fumdsmennaldshumsdusesn
'wu’:]aamﬁmuauﬂmmwmmgm (879 USA FDA , Thai FDA wSamtheamiifud
BONSUTEAUYIR/ANUTYR) wisuuanwang uduanednuaidnusussnaunsindyan
WarN1In3ITUAT

3) nasilomenisunngillalni vdnnldFoaduwuy USA TYPE 8 3 N et 2 97
fdusmeiu Wuamendadi§asnlsuny (alldmsiaudninusznoumevds)
AMNNIEAU Medical grade wazvzhnalimamaasuaudasndonislidi (Electrical
Safety Test) mumnasgwiduiivonsusesuei vioung wiemenarsseny
HANSYIRADY
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