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« B HS2 77K dstel Ixtel 2 = sEE BEEEHel BelE 080t g S85t= MBS0Ith &
heparinized %t = SXE ARSI, Albumin(ALB), Creatinine(CRE), Urea nitrogen(BUN),

Carbon Dioxide(iCO.)2 SX5h= MIQITITHE ZIAF A|2F0 |t
« B HE2 vl ASel HEYE tittehs Ol AR EIC

2. A= £

+ JH(Canine), 2120|(Feline)

(4]

1, MU (Intra—Batch Precision)

SUES 517%‘?_@ K| 278-009 &
=3 ZIKFAJCE

PDNBA-000043 REV1 2024-07

29| heparinized T,

Potassium(K*), Calcium(Ca), Phosphorus(P), Total

2 levelse] EZEEZ)(Randox Control Semple) & 103] BH= S6H0 CV (%)atS B7I6IRCH, Mgl 71EX| O|LHZ HIHEXICE
+ Intra—Batch Precision Summary
= Coefficient of variation (<*)
ALB 20 %
CRE 50 %
BUN 50 %
K* 50 %
Ca 30 %
P 50 %
1CO;, 50 %
2. MU (Inter-Batch Precision)
2 levelse] EZEEZ(Randox Control Semple) & 33| BHE SX6t0] B /0l T3t REfE Hototo, MARQ| 7IEA| 0|2 HI (UL

+ Inter—Batch Precision Summary

st= Coefficient of variation (<*)
ALB 50 %
CRE 10.0 %
BUN 10.0 %
o 10.0 %
Ca 50 %
5 10.0 %
0, 100 %
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3. ™stx (Accuracy)

2 levelso] EESEZXRandox Control Sample) € 33| HH=E =510 Relative Deviation Methodoll (2} B FSIAO M, MZERC| 7|1&EX| O|LHZ Tt

r

S
= AT} (B) L= Hi TR} (Absolute Deviation)
ALB B%<6.0 %
CRE B%<10.0 %
BUN B%<15.0 %
K* B%<15.0 %
Ca B%=<50 %
P B%=<10.0 %
1CO; B%=<10.0 %
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Randox E—i— 2S 570 EE= 671 (Albumin, Calcium, Amylase) sE2 A SAGHH Y 358 HHE SHGICH CHats|7HEA

TSt e HelE SEHZ MAISICE
= Dynamic Ranges
ALB 10 ~ 60 g/L
CRE 20 ~ 2000 umol/L.
BUN 0.9 ~ 35.7 mmol/L
K" 1~ 8 mmol/L
Ca 0.5 ~ 4 mmol/L
P 0.2 ~ 7 mmol/L
1CO» 10 ~ 35 mmol/L
5. BAMX S0|E (S Ha
PHIGES TII5101 Ol2fe] SXo| SE0A +10 % O|Lie] 3 Txpt Holzigion], 51| Hlo|20| BIE SOl 528 1S 1 25
Zutol Foln|gt Fefol FRI=US.
UHES It s
By Bilirubin Intralipid Hemoglobin Vitamin C Creatine NH4CI Mg
mg/dL mg/dL mg/dL mg/dL umol/L mmol/L mmol/L
ALB 40 600 1000 - - - -
CRE 40 1050 500 25 600 - -
BUN 25 600 1000 - - 1 -
K* 16 150 50 75 - - -
Ca 180 210 200 75 - - 3
P 45 525 100 27 - - -
tCO; 45 525 250 75 - - -
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6. 2MX nigs

- Analytical Sensitivity

== AA: per change of absorbance value

ALB AA/(40 g/L) = 1.4000 ~ 4.2000

CRE AAM00 pmol/L = 0.0001 ~ 0.3000

BUN AA/min/(1 mmol/L) = 0.0001 ~ 0.0300
K* AA/min/(1 mmol/L) = 0.0001 ~ 0.3000
Ca AA/2.5 mmol/L) = 0.2500 ~ 2.5000
P AA/( mmol/L) = 0.0500 ~ 05000

tCO, AA/min/(1 mmol/L) = 0,1000 ~ 0.3000

7. W Hlw "7} (Clinical Trial)

AUAMTIH= MNCHIP Technologies Co., Lid. 7t MIZoH= AIAEIS E5f ZISsIF O, 7|F AH|= Abaxis VS2 Ai5tst £4A17 |2} Phenobarbital
ProfleS AFE5t0 BIioils. W IRESS MEC| o= AN HIIE Ioh 2 78t 7|et T2 XEs Huste AACH, SAX 2
refoll S S 5 SIS,

ool A EE dAle S 100712 S= 2 gHIE MESIH 7Pt EIRIZIRIS.

-

= Linear Regression Correlation Coefficient
ALB y = 0.9925x + 0.0535 0.9987
CRE y = 0.9991x — 1.1163 0.9996
BUN y = 0.9994x — 0.1183 0.9996
K y =1.0087x — 0.0293 0.9976
Ca y = 0.9944x + 0.0024 0.9983
P y = 0.998x — 0.0084 0.9990
1CO, y = 0.9391x + 0.2605 0.9921

ZALOl E2et A= ollntel M, slntel 2, 2 = Yee|E2EE 25 100 ubot ZRsi,
T2 Al CjA30]| @7| Hofl S25| #2lot =.f6to{of ottt
A= Al A0 25 T 102 O|L DAL TIasHof St
22 & Y2|R8IS Hofloto] HIAE Ao HXIE & U0, U A= 052 2tZol| B26of otk
22 Aol 22 2A01 Mefet 2IF olute! FEo| st = SA| HelEe|E Saff ZH[sH0F SHf
2HE 28 FE0| g T 20~30&7t A0l 50 AR = B[St ZEH(etTh
e M SA| ZAfsHiof ottt
SR FH2 280 LFUZH FYAIZICE Ol= YUHAOl HA| Hatazdo|ct
2. AL H ZH| 2
e Hylol |-
AL ME HH|9f AZHHEMo] et A|S FHIBH,
AleF &H| 1Y
Heo| 2V ER o Zulofl Hi= EAfeto] ARZotct
* HEEH
Pointcare V3 chemistry analyzer (FIAIBFAIQIASISIXIES EAREX | LA2800300, Al 278-001 5)
Celercare \/5 chemistry analyzer (RIAIBIAIQIASISIXIS EAIREX| | A2800300, X 278-002 5)
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. ZE ZH| (Pointcare V3 chemistry analyzer, SAIBFAIQIASISIXISEAMRER| [ A2300300, & 278-001 &/Celercare V5 chemistry analyzer,
FAARIMSISIXISEAEK|, LA2800300, X 278-002 5)2| AFZRSHO| M2t HAIS FIS6HH Of2iet 20| FISSiTt,

(Type B)
— X Ao 225t C|ATE FH|et =, AlSF O Aol =
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* New version®] B, &&| &7h LEJ WXt &X] (anti-splash) BE2= FHAUO, ZAl| F7+ Al T2 ez 52 HSsH0] ZE0]
TS| HUU=A] ZRlBiTt

4, dx| 24 3-8

1) ZH|Q MES HE FHl= ANS22 ATIEIHES ot = AREIHO| LIEHATE
A O

2) SIBI0IA Analyse HIES =281 244 RS ME{t 4 U SfBI0] LiEfHT,

3) CAZ9 59U NIPXIZ JHE5t0f AlRSH| ol OR ZES EITt QR TEs TAT T Ladis, 957121 Zel=aold Hole 52
matst Utk

1) ST HITCE AIRY B OR TEE 0] PAIS TIaE 4 rt

5) LIS BIECS AIRY B2, Mulo] 9220 5 12A|0] R RES AZsitt

6) HITCI MNOR 245I3 C|AS 01Z0| SIBI0] o, DK 212 B B3] Of2IUIAIXI7} LiERCE

7) 2RI TAZO| PP Q2% Neiof Yes HES 201 21| HAS ARSI [AS MASI} QO LIS No HES 201 A
ClAS A7HO| 7Ks3lCt

8 Yes HIES +2 5 ZH|E C|ASE C]AZ &R0 23 =0f CASS 22 52 5 F2M BSLSS X735

0) ©5 LS M| 5 Q2% Mt Yes HES 20 C]AZ AR} I
"New version CIAZE TRHY 5 LZ0| it ZMM 918 ZE0| MBS 92 S vi2 HAES At

= EGHH Y2 SlH0| HAIEH, 7|2EE 0|85t0 Al 0I5, £212| 0|5, &AL DS 25t Next HHES +ECt
9| L0], &= Yokl Next HES +EL,
13) 8ixt HE U2 =, 3iH0l= g2 A AZH0] LIEHATE

= StHof 0 C0|Ef H#0|A0l MZEEICt PageUp / PageDown HHES 0|&510 Z1tS &0Igf 4= QlCt 7[2%e=2
QY LS 0[EdHM HAZNE QIS 4 Tt E3L @EX HTHO| Open HES =2 CIAIE A/ =, RER

O] Close HES +2H Z[xelHO= 0|Selrt,
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f=o2 ZH|Z S50 AAMEICE Endpoint@t BESAE Z[AL

42+3|(Calibration)
OF HiX = S5} [0l ClAZE 2-H0|EE A7 {lsl Randox E& XS 02510 BHEIC} C|AT TFX|of QA= 2X 1
I7HH= QR T = AZH A 2M7(0 MSEICE IhebM, AREA = Eeol B 1Pd0| 22 gith

7. Fz22|(Quality Control)
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8. Bty &1k
T JXl= & 82 MEBEH, ZF A0 SXE o= TSI AIZSE Ae EEetth
AR Sl Units PN S| Units
A5 Dog: 22 ~ 44 g/ - Dog: 1.98 ~ 2.95 mmol/L.
Cat: 22 ~ 45 g/l Cat: 1.95 ~ 2.95 mmol/L.
Dog: 27 ~ 149 umol/L Dog: 0.81 ~ 2.2 mmol/L
CRE p
Cat: 27 ~ 223 umol/L. Cat: 1~ 2.74 mmol/L
Dog: 2.5 ~ 11.5 mmol/L Dog: 12 ~ 27 mmol/L
BUN tCO;
Cat: 3.6 ~ 15.5 mmol/L Cat: 15 ~ 24 mmol/L.
‘- Dog: 3.7 ~ 5.8 mmol/L
Cat: 3.7 ~ 58 mmol/L
9. Ytx FoJAlRt
¢ 2 B2 MRTHBTRIHE)220 ARZS00F Bt
« B XE2 MS HH|(Pointcare V3 chemistry analyzer, ARIAQIMSISIXIESEMEX| LA2800300, Al 278-001 2/ Celercare V5 chemistry
analyzer, HAAIJASISIXIESEMELX| LA2800300, M 278-002 &)02H AS5H0{0F Sict,
c EMEE T =22 U] Yot MECE U4 TITH Al 2tRte] MEfQt FUH HEHA S5 Fefot0d S o= THESI0{0F SHok
10. AFEA| FolAret
c 2 AlEE Y28 277|172 A= e
- 2SS dAVEs £5E HH(Canine), D0|(Feline)O|Ct.
+ 2 HE2 d7(2-8 Tl LEE IeX| FElZ BEsiH JiE =2 01 AT AN = 32 Coly 1201 SohAe= QHEICE
o AHE ORXE &2 2ol 0IME ClAR S| HeS MothH FHEe ZuE MEE 4~ Q282 1|7 [610{0F 8T
« ORXIE st 32, TASe= BIEA] 202 O|LHO AKESHOF SHH, Lis AFES flol d&10i ChA| Eiksi A= QFEICk
« CA3e BIEA RS |XI6H, 7IeX E4EE S0 tie BMe| 225 &1 AZdli0f oftf ClAS BHO| Aol 22 E2 B=
0| gl= EIHE 01350 SHOHACE
« OA3E FgE ti= DOV gle 2228 7100 ZHI2F e AZSi) IHed= JH|el E4 220 ks & 4 ULk
« CA3e= HESH 0| =17 AEot0] HALT FEEe|E2 20| S2URA| S FleiTt
< Ao fledol Jlenz Moz ANE DIXIX| RL=Ch
1. A2k 2Z Al TN
« AN OATE ZeAE HECRE HORE 29 ME & UL FoJalof otH, BTl XSS AEst0] | LR Al2f0] EAE= 0|
== ARZSHA| LOIOF Bt
« CAZT LSO AOF2 4t B= BANIE ZEIE0] AUB 2 AEXR= 78X AZA| TS TaHOF ot
© AEXI= AlRFHIES| Y, TR HES otH Q= +f7|X| Zotof Bk,
12, 7] Al Ak
o ARBu HEE Be WY S22 2 7 S AR U XIEol whet X{2IsHoF Bk
- Mol ABE ClAT= S22 gHIE Zefotn eez Y leld S22 H7[sHoF Sk
< HVIE XMe| e 2 XY 2 XIEol| w2t Xelet,
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H|Z=#!: Tianjin MNCHIP Technologies Co., Ltd.
1=4F, Area, No.122 Dongting Rd, Development Zone, 300457 Tianjin P.R. China
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