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1. YngYsza9AN13A3393NTILY (Purpose of the examination)

v oa
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pA mnnmmzﬁmﬂumnm‘nm (Principle of the procedure used for examination)

A15857979 Sodium (Na) 1¥1anN15NI5ATIVIVINNISIVILVIVDI crown ether
membrane 4 Sodium electrode A0 T11ANAYDY Na” Tutedansa Mirfaeonin’duinn
mqu%\;tmmJawmnszuﬁ'lvlﬁﬂlﬁnﬁﬂ%u“lu Sodium electrode 1i{® Sodium Ion 1UA28619
A3 ’J%ﬁﬁﬂiﬂﬁuﬁ’ﬂﬂ ﬁ'fuwaﬁﬁuguu Crown Ether Membrane Y94 Sodium Electrode 9
anuAsRneRAatY Tnoifiousy ISE Reference Electrode tazdnumianamndudu
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494 Sodium 1A 149 Nemnst Equation
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3. 5wnzmuﬂmumaﬂuﬂnﬂgumm (Performance specifications)
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- Method Comparison

-

#29619 Serum A1l2ogmiwn 1§ lunisfSeuiisunisnaaeuuu ISE Module uu

[

[ v ¥ v 9/
19394 AU400 SUMINAADY ISE Module 81 oduiiismiite 1awa Linear regression A4l

Sodium Potassium Chloride
Y Method AL400 AL400 ALU400
X Method Method 2 Method 2 Method 2
Slope 1.016 0977 1.024
Intercept -2428 0107 -2.302
Comrelation Coeff (1) 0.981 0.9 0977
No. of samples 239 238 233
Range (mmoilL) 118.0-1570 15-70 80.0-1250

- ANUUNUEA (Precision)
3 1 1
Joyaao Uil 185usnn1snaaenTasiniea AU270 914 1 Serum pool 111013

= d 1 ar s dy
Ans12HINNN 10 MU Tdnanail

n=60 Within Run Total
Mean mmol/L SD CV% SD CV%
Sodium (Na") 138 068 0.49 0.89 0.64
Potassium (K') 438 0.03 065 0.04 0.76
Chloride (CI) a0 0.58 0.64 063 071

1 ¢ @ y £ o a J
Foyarel1ii 145 unnmnaaey Taoinies A2700 #3141 Urine pool M3 IATILH

" [ 9 af dy
110N 10 1 lawanail

n=60 Within Run Total
Mean mmol/L SD CV% SD CV%
Sodium (Na") 166 0.73 0.44 1.29 0.78
Potassium (K') 100 0.48 0.48 1.30 1.29
Chloride (CI) 245 1.06 043 222 09
- Linearity
Serum | Urine
Na” 50 — 200 mmallL Na" 10 - 400 mmobL
K 1.0-10.0 mmallL K 2.0 - 200 mmollL
Cr 50 — 200 mmol/L cr 15— 400 mmal/L
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- Sensitivity

4. ﬁ?ﬂtiN%dﬁhﬂ‘i’)‘i]ﬂﬂNﬂ‘ﬁ (Primary sample system)

Serum (181 Plasma (Lithium Heparinised plasma)

AITUANIAYIAITINGID NI Hemolysed 1AL Lipemic HAZAITHUYN serum DONIIN red cell

wuindsnifuanaznou uazansansiaeg ldmumsiade il
Chlonde 7 days whenstored at 2...25°C
Potassium 6 weeks when stored at 2...25°C
Sodium 2 weeks when stored at 2. 25°C

Urine 24 2113 ¥ui@nans additive v50150nsa viantlaazlianuuzgualshinmsiu

4
ANAZNBU HAZATNITONIAIDY IAMIUAIT19ATT

Chlonde® 1 week when stored at 2.. 25°C

Potassium’ 2 months when stored at 2._.8°C
45 days when stored at 15...25°C

Sodium® 45 days when stored at 2.. 25°C
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(Type of container and additives)
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6. lﬂﬁﬂquﬂﬂlﬂﬂﬂﬂﬁﬂﬂﬂﬂﬂ1‘57|‘ﬂ1l1j1!!!i|3“1£|1 (Required equipment and reagents)

6.1 1730980 TLaTA AU480/AU680/AUS800
6.2 1ht1A37931R318¥ Sodium (ISE Reagent)
nsizeuIhe
ISE Reagent (futheniinZesldfam
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P/N Name Onboard Stability
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66320 ISE Buffer 2 months
66319 ISE Mid Standard 1 month
66318 ISE Reference 2 months
o . ;

1101 ISE Reagent Uanzallduilsznouail

ISE Buffer
Triethanolamine 0.1 mol/L
Preservatives

ISE Mid Standard
Na' 4.3 mmol/L
K" 0.13 mmol/L
cr 3.1 mmol/L
Preservatives

ISE Reference

M Potassium Chloride 1.00 mol/L

Preservatives

6.3 19309 Centrifuge

6.4 MIUNITIU

%’ﬂqﬂ‘:zmﬁ P/N Name

FMTUMINTANATIZH Serum| 66317 ISE Low Serum Standard

66316 ISE High Serum Standard
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FM5UMI3A5293AT12H Urine | 66315 ISE Low/High Urine Standard

¥
A1 Sodium 14 Calibrator 1 A4 traceability @11 U 1% 7§ 1U National Institute of

Standards and Technology (NIST) Standard Reference Material (SRM) 2201
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L mmamﬁﬂ‘u (Calibration)

) = 3/
7.1 lgmsunasgumunszylude 6.4
o " [ - d‘ = 9 %,’ [l dll 1
7.2 11017 Calibrate NITNATDUNNIU mmnmﬂauuhmm Lot 11’111, 1yaf1 Control

o

4 4 y 4 E 1d o
WaUnd, 1Welimsnlavu Electrode, W3oillotimslasusudiues lvanddgy

8. UUABUNIZTUIUNS (Procedural steps)
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9. 3EMSAIVAUAUNIN (Quality control procedures)
@ o s = o'
9.1 1¥msesnrugugunIN 5%a ODCO003 1Az ODCO004 FIMFUNITATIVINTIZH 1

S o s = o’ .
Serum 1482 Control 819 AIM5SUNI1TATIVAATIZN 1Y Urine
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9.2 vhimsnadeunun e lunniuniinisasivianu 14 viennasani Calibration

10. %m%'a{h%’usnmu (Interferences)

@17 Anticoagulant, preservative, 81 L0 @13 Organophilic compounds D19V TIHATUNIY

@ v ad o
ﬂ’liﬂﬁ'ﬁmiﬂigﬂﬂﬂmﬂi‘niﬁﬂ

11. vanmslumsmursmazainalaimiuey (Principle of procedure for
calculating results, including measurement uncertainty)
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12, ﬂ"IgN‘aﬂ (Reference intervals)
Serum/Plasma: Adult 136 — 146 mmol/L

Urine 24 hr: Adult 40 -220 mmol/day



