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4.1 RUINLATOINTIANATIZN
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4.1.4 nrsdeunrveyar Ude ¢ eoedl Patient ID, User ID/Name, Hospital number,
Accession number 1Huagnaties faeseUU barcode
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L&onuns (Artery) Inadosiissululonaisidunandus
418 53Uy clot/air detection gunsaliaiudesiu clot (i) wasfdudoiauaiiy
NALUaYY
Y 9
=) [ [y Gl o g -:1 a v d‘ ] o
4.19  HszuunInsivinseauvseduuienmaeldvenies wselnssryIuIugg
H | oS o ¥ y
e mnaausie pack Nanunsntiuyainenaaviold
4.1.10 a1unsansiunansiala aneluiian 3 wifinenisnadey nasandaudlagadn
A3 99UNILAAINE (Operation time) (Ia8373919 Operation time Y83 9n3aldl
a 3 | oA A A - v ' a4 @ 9
p5RddwmTIalingavegwraies nsdllansasldaulud nsdinsesnnsldauy
WU (Warm up time) saufiensal Wasugunsaleu wanussguia-uien, sensor
= = 2 DX a & ' ' & a
38 electrode) alinsaungulunisguagtieinganenguluajuaziinusniia
4.1.11 USuwsasdensiadild Taiiu 135 lulasans
4.1.12 Throughput Aasliitiaenan 30 test /hr
4.1.13 flszuu prime Wen (@3) Wunuusnlud®
J a € o £ ¥ ) o
4.1.14 1AM TINUATISNANTOAITOIVOYANANTIUIY T9UNINN |
N1 1,000 Yoya
~ o P = v Y 4 a ¢ ) .
4.1.15 dsvvuideuilioiniestndes nTenansiadinsisvdauldaiysgl
L | = = A a d‘{
megrufenivlateinieviedinig clot laedu Error uananmgln
dﬂf\u )
3 a o aa a ¥ 4 6y o ¥
(UWNENYIBULIEST UATEN) (HWIWFENTINNTEY UNUUNNTFIAN NWLNAR) (WII9INIY N6Y)

U5e51unIsunNIg AI3UNTT A33UNTT

(WaTiwITT 1S0eyNed) (Wetgydl vsus)

N3IUNT N33UNNT
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4.2.1

4.2.2
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4.2.4
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4.2.6
4.2.7
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5.2 nanduglaSunnsgundnsmeignannssuvesananglsy (CE Mark) v

Unlted States Food and Drug Administration (FDA)
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4.2.1.2 4.2.1.2 PO, Janswavaensyudlniln (mannisiisuwinvsennan)

4.2.1.3 Na, K, lonized Calcium: lon- selective electrode potentiometry
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