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Hemoglobin A1c Calibrator Set 2| 171

A
u U

AE | A|AHATZ|OHF)
F4 | MEEYA ZLT HIFIHE 203 MSUELHA'ELY 33

u H| 20|22}
4S5 | TOSOH CORPORATION
ZF4 | Shiba-Koen First Building, 3-8-2 Shiba, Minato-ku, Tokyo 105-8623, Japan.

u A 22}
43) TOSOH HI-TEC, INC.(Tonda)
F4) 4650, Kaisei-cho, Shunan, Yamaguchi 746-8501, Japan.

s HEBEEFY, SR, 2HRY)/37H(A2HE)
NAHATI2{0HE), HABEHHAAI, Hemoglobin Alc Calibrator Set @] 14(4:0116-206:5)

= HZHS Y A5
ZU87|(HZY HIINE) HZ, AL87I% 0IAI(0000/00/00 — A/H/Y)

w S E= YL yz o) zaTeld utg

. AR 2
O AtZto| B A Y38 A4 (Hemoglobin Alc) & 145 U S =0tE JHm|E
(HPLC) S 2 H5h= A QI2ITHE 47| Al2to|ct.

OAE8E: 2Tt

O 28|

[G8 Standard]

2 Al9F U 22 1453 20tE 2T (High Performance Liquid Chromatography) &
2|5 Ei25H= HLC-723G8 H|ofl Z2t5h= A 22T AF0|ch Yol ustzzE2 17
Aoz o7 H2ol FRC 2 25| 2I5t0] s22 2 &= AO0fIA 0|2 &322 2t
0|2 0| 83ICt. thAl7|22|82l= 22t CH2 = 2| G8 Elution Buffer HSIQ| Al 71A| EHY
(G8 Elution Buffer HSi No.1,2,3(S)) 2t 874l HbF, s-A1c®} Total A1S &£2(5h=0| 0| ZICt

[G8 Variant]

2 Aot Y 22 1¢s3 20kE J2im|(High Performance Liquid Chromatography)
2| B2 5t HLC-723G8 ZH|0f| #2tst= A2RITE AlFOo|ct Yo|RuszHS
1.62 240 2 22|517| 9I5t0] | 2224 A& ALO[0)| A 0|2 4 S289| 2{0|E 0| 83IT}.
oA7|2e|82l e 24z O HEE 2| G8 Variant Elution Buffer HSi2| MI7A| EFY(G8
Variant Elution Buffer HSi No.1,2,3(S)) 2t 81| HbF, s-Alc@t Total A1, Hb variantg
F2[5h=t 0|8 Eict

[G71

2 A% L ZH2 1453 201 2Tl (High Performance Liquid Chromatography)
2|5 E0H2 5hi= HLC-723G7 ZH|0f| A2oh= QAT HFO0IC Jo|2nsza2 1.27
UAHOR 6 B2 ZFC R F2[oP| 2/ot0] 222 2 A[0flA 02 452189| 2}
O|Z 0|83t} 7| 22l82l= 22} ChE HEE 9| G7 HSi Elution Buffer 2| Al 7] Bt
(G7 HSi Elution Buffer No.1,2,3(S)) 2t &4l HbF, s-A1c®} Total A1S &#2|5H=0| 0| EICt

[G11]

= A9 2 22 1453 20t 2T (High Performance Liquid Chromatography)
H2|E EL2 Sh= HLC-723G11 ZH|of| Z2tst= H| QT A Zolch Yo|2uszd
2302 7H402 67l 20| 2§02 F2|57| 9l5t0] 222 A AO|0flA 0|2 4
52+80| 2t0|Z 0|83tCt. Al MAi2l= Hagict TA7|27|82= HLC-723G110]
HgE|H, Standard Analysis Mode= 22 CH2 E&&22| G11 Elution Buffers(G11
Elution Buffer No. 1, 28} 3(S))2| A| 7} E}@lg 0|83t04, HbAlC 2&2 Ealsict
HbA1c(%)& Hemoglobin Alc Calibrator Set& A€l Calibration curve& Cali-
bration &, 5|23 24! 20| §H0j| L2510, HbATc S8 HA2| YT LM E 2 ZYEICE
[G11 Variant]

2 A% Y 22 1453 20bE 2| (High Performance Liquid Chromatography)
2|5 EZ St HLC-723G11 ZH[0f| 225t H|QIZTHE AE0|Ct. Yol2uezd
212 AR 671 B0 SHOR F2loh| 2l5to] f|l22 2 42 AfO[0]A 0|2 4E
2480|202 O|FICt. AH|o| M2l = Hagirt HA|7127|82l= HLC-723G110 218
&|M, Standard Analysis Mode= 22t T2 @5 &22| G11 Variant Elution Buffers(G11
Variant Elution Buffer No. 1, 22} 3(S))2| Al 7| Etgl2 0183101, HbAlc #2& =22|8t
C}. HbATc(%)+= Hemoglobin Alc Calibrator Set2 4%l Calibration curve® Cali-
bration %, 3| 2224 £ 20| 30| 25101, HbAlc S8 HA0| ATH HME 2 ZYEICt

u AR

O dAl &4l
(1) ME HHE AH85HH, Ch2 Hx2|= 2 Qich
(2) ZYE A= FoH = AT
(3) EDTA, NaF, Heparin, Citric acidE &
257COf| M 24A12H = 4COlIA] 14 SO 2248 4 QlCt
O AA A FH| Y
(1) 3 |2 ZHIARR : A ZH|= ZH| 072 Zustict
(2) Ao 2t

1) A ZITHEA7|] A|9F - Hemoglobin Alc Calibrator Set

@ 2~8CO|A HUSIH, /S 5 2~8COlIM 152+ HY3ICt

@ Reconstitute Calibrators 2~8COjlA 22504 1322 O|L{Of| ALE 3Tt

3 Reconstitution : Calibrator(1), Calibrator(2) 2{Ztofl 2|4 4mLE 27t & HE¥
A HRIAI7 | H=rh

2) A QAZITHE AT A|2F - Hemoglobin Alc Control Set

@ 2~8COH|M 25, & = reconstitution & UE310] 2~8COIM WAEZA| 7
U2t FYSICE reconstitution £ dS Al -20°CO[SH0)lA 30L7HR| 2HYSHCt.

@ Reconstitution : A28 THS AL&5H0] A4 0.5mLE H&s| 27t & £AS €L
30 ZH A 20| WIS AHS A F U5 ST ol REYH 2M5| A=Ch 24 Y
reconstituted control2 4|42 514 S|A3HCE (A 0.5mL0j| reconstituted
control 10uLZ 7ttct)

@7 =2 Azt

a. reconstituted control2 reconstitution £ ZA| HEAIZICE

b. reconstituted control 42 5t0{ Z2tAE £ H0|| 0 YS5t= g HYSICL

c. AF 5 FESUSTHN -20°C O[5H0l|A WSSICE. 41 X 'S St reconstituted control
S HR0)| £1, 2M5| =S WR| 7|CHICE O 3 FH|S2 516 514 (5S35 reconsti-
tuted control 10uLE ZA|= 0.5mLoj| 7F3HCH & £EAH| Ad=Ch

d. st slEo| the2 LStk

(3) e T LHE

[G8 Standard]

HSi Hemolysis & Wash Solution(L) : 4~307CO|IA EH5tH, 7HE & 4~25CoA 374

27k orysict.

@ G8 Elution Buffer HSi No.1(S), No.2(S), No.3(S) : 4 ~ 30°COlA 225tH, /g =
4~25CO|I M 3747 QrHatct

@ HSi Hemolysis & Wash Solution(L) : 4~30CO|M 225, 72 5 4~25COH|IA 3
izt erysict.

(3 TSKgel G8 HSi: 4~15C(ME3HT 012 Z4) 0l A 2HBICE

[G8 Variant]

(™ G8 Variant Elution Buffer HSi No.1(S), No.2(S), No.3(S) : 4~30C0l|lA] 25HH,
W& & 4 ~ 257COl|A 37 &2t QHHSiC

@ HSi Hemolysis & Wash Solution(L) : 4~30°COIlAM B25t0, & & 4~25ColAf 3
Wz QrYSICt

(3 TSKgel G8 Variant HSi : 4~15C (M5t 0152 Z4) 0| A ZRSICE

G7]

@ G7 HSi Elution Buffer No.1(S), No.2(S), No.3(S) : 4~30°CO|lM E25tH, g &
4~25CO|IM 3747 QHAatCt

@ HSi Hemolysis & Wash Solution(L) : 4~30COIAM 250, & & 4~25CojlA 3
TNz ordatCt.

@ TSKgel G7 HSi: 4~15C(M S5t 01 %2 Z4) 0| A ZEICE

[G11]

® G11 Elution Buffer No.1(S), No.2(S): 4~30COlA E25IH, 7i8 5 4~30COIAM 3
Tzt kALt

@ G11 Elution Buffer No.3(S): 4~30°COl| A 224510, T& £ 4~30°COfl M 67122t QHASICE,

@ HSi Hemolysis & Wash Solution(L) : 4~30COlA B25tH, & & 4~25TOjIM 3
Tzt kATt

@TSKgel G11: 4~15C(M S5t 0152 4) 0| A BHSICE

[G11 Variant]

@ G11 Variant Elution Buffer No.1(S), No.2(S), No.3(S) : 4~30°COllA B2t 74
& 3 4~30°COIM 3742t QFYSICE

@ HSi Hemolysis & Wash Solution(L) : 4~30COIM B25tH, 7H&  4~25ColA 3
JHZk oF LTt

@ TSKgel G11 Variant : 4~15C (M55t OfF 2 Z4)0flM HRASHCE

O A Y
[G8 Standard]
(1) EAAAR7|7|E 0|83 AH 24 Y
253 222812 47|(Tosoh Automated Glycohemoglobin analyzer HLC-723G8,
A22100[1], EQl 41 07-473) 2| ZH| 0L & ZaStict
(2) Calibration g
a. Reconstituted Calibrator(1), Calibrator(2) 22t 400uLZ 2|4E Sample cupil ‘2 =Lt
b. First rack| NO.1, NO2 9|2|0j| Calibrator (1), Calibrator(2)& &=Lt
c. HQIAS2I0| CALIBHES 2T, CALIB 7|7} #HE|0f Z R EICt
d.CALIB 7|8 +2 5, A320f| CALIB SETO| EA|Z| 11, =4 =l Calibrator?| A= 2t
(Calibrator 2IME2| 78, assigned valueS 2QISHCH 0| LIEF-CY,
e.CALIB_1 (HbA1c)& +2Lt Calibrator(1)2| assigned value & A3ZI0| LiEHA
Ct. Calibrator(1)2| assigned valueS Y% & YHAI2IS BH=Ct
f.CALIB_2 (HbA1c)S +2Lt. Calibrator(2)2| assigned value 22} A3210| LEEHA
Lt Calibrator(1)] assigned value S 3 & @A 5218 EH=Ct
g. Y2UE Zho| &S| FQlstt
h. CALIBSET 2328 EH=Cf
i. START 7|2 2L}, Calibrator(1)2t Calibrator(2)= AH5 20 2 22t 33|, 23| £
O] £| 2 BH7|4: aot bE ALSICE BAA4E 01831 1 CHEo| A7t ak2f| 2tz Al
AFEICE hof, CHEo| Zat7t LIEHATH, calibration CHAl AAISHCE
- S HHBHQL M| A s-Alc(%) k2l 2t017H0.3% S 22t
- Ul RO CHAL BAH s-ATc(%) 342l 20171 0.3%S 22t
- 472] Calibrator Z1} & 5iLI2tE assigned value2t 20%(20% : Standard 4 2,
30% : Var 24 B E)E= 0|4 CHE, ANIBHARSHS HLC-723G82| AL MHME RS,
(3) 01| A2kt Columng 225 Wy
HLC-723G82| A+EHYA| &8t ofL|2t, G8 Elution Buffer HSi, TSKgel G8 HSi,
Hemoglobin Alc Calibrator Set, Hemoglobin Alc Control Set, HSi Hemolysis &
Wash Solution2| AtS HYAIS HIEA| Y =5 SiCt
(4) ZH|0j| elution buffer pack2 &5t gty
a. HLC-723G8 2H|2| STAND-BYAEH7H 2| =2 25 20|
b. elution buffer pack®il A cap H|7{tct.
c. elution buffer pack®| 443t tube S HtEA| 0122| =& A5t HX|SHC)
d. 37|12 A|#H517| 9f5H £2 2 elution buffer packe REHA FoAtw, 30| E[E2
cap2 TS| 209 H2f2|ofl B=0E 2E § 3717t fYsls AS YAIZ Xo|ch
e. MAINTE 7| %+211, REAGENT CHANGE 7| & +2Ct.
f.REAGENT CHANGE A3 ZI0f|A WAl El A|2te| 7|5 2Lt
g. CHANGE 7|5 = 2L} 2t A|R|7H EAIE Z0|CE B.E 20| LUOH, OK 7| S F2Ct

(5) ZH[0l HSi Hemolysis&Wash Solution2 &2tst= it
a. HLC-723G8 ZH|2| STAND-BYAEN7 £ == 2 50| Q= Stop 7|18 2Lt
b. bottledll A capS H|7{3t2, 21 E 2|0l S=Ch
c. HSi Hemolysis&Wash Solution0f suction tubeE ‘€11, capg Z2ICt.
d. 20 w2t HSi Hemolysis&Wash Solution2| primingS AAIStCE

(6) 20l TSKgel G8 HSi(column)2 Z2t5H= i

a. ZHELANM Columne 7, &% EO|A end plugE H7{EHC,. plugs column
S HUE 0 LB 4 | thR0f|, QHSH ZA0| SRS

b. §89| HZHE &#7| 2IaH column oveng B7|0f| analyzer system eluent deliv-
eryZt ZR || (STAND-BYZt Main screen(No.1 Screen)0f| EA|) EHQIStCt
2|1 AHg3HE Columng A4S

- Main screen(No.2 Screen)& LtEFL7| 2{3 main screen(No.1 screen)o| 222
ofzfo| staE 7|5 2Lt HWIE AEAI7| L ColumnoflA HZ0| B SEOIM Al
0| E2£2| 20I5}7| 2|5 main screen(No.2 screen)2| pump keyZ 2Lt 2|1
pump key2 CHA| £2f pumpE HAIAIZICE tubedi| A LEQE A|2FS 2HH|0f £2] G
£ 0]2| 22 FAI2 ZH(5tn, SHs| Folstct

. 545t A|Qf0| 5 2& YEHS 8191511 (Column name plated] EAIE SHAIES 20
Columng| FBH0|| FE2 AT

L HIZ 2EA17|7] /5101 THAl Pump key S +2C 20| w2 4&5H= Ziat 58
S 22I0l|A] =20 el=2] &It

[G8 Variant]

Qe Stop 7|1E F2Lt

o

o

o

(1) HUZA717|8 0183 ZH 33 W
HLC-723 GB(AM24-4108-15465) ] 2| 2 Z Tt}

(2) Calibration 4t
a. reconstituted Calibrator(1), Calibrator(2) ZtZt 400uLZ &A% Sample cupdf|
et
first rack® NO.1, NO2 2I2|0j| Calibrator(1), Calibrator(2)& &Lt
. HQUAFZIO| CALIBHES F2H, CALIB 7|7t BHAE|of ZZEICt
. CALIB 7|E & %, 232I0f| CALIB SETO| EA|=|1, 2%l Calibratore| 214 2t
(Calibrator QIME Q| 78, assigned valueS ZHQISHCH)O| LIEHACE
e. CALIB_1 (HbA1c)& 2Ct. Calibrator(1)2| assigned value 212 A 3ZI0| LIEFAC
Calibrator(1)2] assigned valueE 121 § Q2{A 3218 H=C}.
f. CALIB_2 (HbA1c)2 =2Ct. Calibrator(2)2] assigned value 224 A3210| LIEHACE
Calibrator(1)2] assigned valueE 2 & i2{A 3215 EH=Ct
g. UHE 20| Zt5ta| elstet.
h. CALIB SET 2328 EH=Ch
i. START 7|5 2. Calibrator(1)2t Calibrator(2) £ A0 & %2t 33, 23| £
O] £ BHA|4 aot bS AlLFSICE BY A5 018510 1 CH3o| AAI7H 2bai|xf| A|
AFEICE Qhof, CHEO| ZA7t LIEHITIR, calibrationS CRA| AAISHCE
- 5 RO A| A s-Alc(%) 242l 2107+ 0.3% 5 22t
- U] #HRYoF CHAL A s-Alc(%) 2Ll 21017} 0.3% 5 22t
- 4712 Calibrator Z3} & 3tLt2tz assigned value?t 20%(20% : Standard &4 2,
30%: Var 24 R E)EE O CHE. AMIBHAFZH2 HLC-723GB2| AL HPAE R HCE
(3) ZH01| A2kt ColumnS Z2}5Hes W
HLC-723G82| AtEMHA| #8t ofL|2}, G8 Variant Elution Buffer HSi, TSKgel G8
Variant HSi, Hemoglobin Alc Calibrator Set, Hemoglobin Alc Control Set, HSi
Hemolysis & Wash Solution2| At MHME HHEA| H =2 St
1) ZHH|0f| elution buffer packS Z2st= Wy
a. HLC-723G8 &H|2| STAND-BY&EN7} £| =5 2+&-£0f| QU= Stop 7|15 FECH
b. elution buffer packOilA capS AIASHC
c. elution buffer packe| 43t tube & HHEA| 0} 22| =5 M3
d. 37|12 H7{57| 2fsh £2 2 elution buffer packg SEZA
£ cap2 HTts| 20| Hat2of s=Ch 28 5 37|7F KUElE Ae WAE Aolck
e. MAINTE 7|& %211, REAGENT CHANGE 7|& 2Lt
f. REAGENT CHANGE A3 ZI0j|lM 3|2l A|2fe| 7|§ SF+2C.
9. CHANGE 7| 2L} 2l HA|R|7} HA 2 Z0|Ch2E 20| ¢UOH, OK7|E FEL
2) ZH|0fl HSi Hemolysis&Wash SolutionS &2+t &l
a. HLC-723G8 AH|2| STAND-BYAHEN7 £ =5 25 50| Q= Stop 7|& +2Ct
b. bottledilA cap& H|7{5t1, 2| el 2|20l E=Ch
c. HSi Hemolysis&Wash Solution0i suction tubeS ‘€11, capS 2¢ICt
d. 220j w2t HSi Hemolysis&Wash Solution2| primingS AAIStCE
3) ZH|0fl TSKgel G8 Variant HSi(column)& &25H= 4
a. ZZEA0|M Columng U1, &Z Z0M end plugE H74StCE pluge column
S 2Rl 2egh 4 7| iR ofl, oFSh A0 Hastct
b. £29| AZES #7| 23l column ovens ¥7|0]| analyzer system eluent deliv-
ery7t ZRE|REA| (STAND-BYZH Main screen(No.1 Screen)oil EA|) EtQIStct.
2|1 AFESHEH ColumnS A A3tk
Main screen(No.2 Screen)2 LIEHAZ| 213 main screen(No.1 screen)e| 22%
orzfio] HAHEI|E F2Ct HIE ZHEAI7|L ColumnoilA HZO| #Z! FEOIM Al
0| 52£2| 8915}7| 2I5H maim screen(No.2 screen)2| pump keyE F2Ct J2|1
pump keyE CHA| £21 pumpE HZIAIZICE tubelll A LEQ= AlRFS 2|0 22| =S

0j2| 2 A5 25, £E5| SISt

=

(<o}

o

d. HESHA|%0| S2& WEFS 2015t (Column name plated] EAIE SHARE 2
1) Columne| 0| 25 HZSHCE

e BIE 2L A|7|7| I510] CHA| Pump key S 2Lt 21200| W2 A&3H= 23t &
HZ 20N F20| Y| FolFtiot

[i4

[G7]
(1) EAHALZ7|7|E 0188 A 53 U
HLC-723 G7(4116-647%)2| #H| I 7Y S

(2) Calibration &

a. reconstituted Calibrator(1), Calibrator(2) 2zt 800uLZ ZHE Sample cupoil
ek
b. first rack®| NO.1, NO2 ¢|2/0j| Calibrator(1), Calibrator(2)& £Lt.
c. HlAS210)| M PARAMETER 7|2 2Lt
d. CALIB 12} CALIB 20| Calibrator(1), Calibrator(2)2]| assigned valueS 2z} 2424
e. HQIAS2I0j|AM CALIB 7|5 =23, BHE|of ZZECt
f. 2% Calibration0| A|I2{%|=% START 7|5 2Ct. 2o CHg Zate| 5tt = 11 0|
JO| LIEHE A2 calibration CHA| HAISHEE SIS,
- S Ao M| 1A s-Alc(%) 32l 2017+ 0.3%S 22t
- L 319 CHAT A s-Alc(%) a2l 210171 0.3% S 22t
- 479 Calibrator Z2t & StLt2tT assigned value®t 20% = 04 CHE. AHAISH AR
2 HLC-723G72| AL HUME JR 3L

(3) 01| A2kt ColumnS 22}5Hes W

HLC-723G72| At2MHA 0t OfL|2}, G7 HSi Elution Buffer, TSKgel G7 HSi, He-

moglobin Alc Calibrator Set(J), Hemoglobin Alc Control Set, HSi Hemolysis &

Wash Solution2| AFSHHME BIEA| Y= = Sict
1) ZH|0fl elution buffer packS Z2tsH= ity
a. HLC-723G7 |2 STAND-BY&EN7 =l =5 25 £0f
b. elution buffer pack0llM cap A 7{Stct.

. elution buffer packe| Mt tube & HHEA| 01 22| == A l5t0] HA|SiC

. 37|12 H7317| 2IsH £2 2 elution buffer packg £EHA| Foiw1, 2130| &=
cap2 THEFS| 20 H|2f2|o| B=Ct 28 & 3717t fYEl= X2 WAIE Zo|ct

e. MAINTE 7|& %+211, REAGENT CHANGE 7| & %2Ct.

f. REAGENT CHANGE A3 ZI0f|A WAl El A|2fe| 7|5 2Lt

g. CHANGE 7|5 =2Ct. 2l HIAIZ|7F EAIE 0Lt 2E 200| A2OH, OK7|E FELt

2) ZH[0fl HSi Hemolysis&Wash Solutiong 225 g

a. HLC-723G7 3H|2| STAND-BYHEN7} £| =2 24S £0j| QU= Stop 7S F+2Ch

b. bottledil A capS H|7{3t2, 2|1 E x|0f| E=Ct

c. HSi Hemolysis&Wash Solution0f suction tube& '€, cap2 Z2ICt.

d. 220l m2t HSi Hemolysis&Wash Solution2| primingS &AISHL

3) ZH|0fl TSKgel G7 HSi(Column) & &2kt W

a. ZZYA0M Columng Ui, Y% B0jlM end plugE AI7{3tC. pluge column

S BUE 0 Lo £ Q7| (R0, QHUSH A0 HRUSICE

b. 59| AZZ &7| 23l column oveng E7|0f analyzer system eluent deliv-
ery7t ZRE|UEA| (STAND-BYZH Main screen(No.1 Screen) 0] EA|) EQIStct
2|3 ALE3HE Columng M| A3t

. Main screen(No.2 Screen)2 LEHNZ| 2/ main screen(No.1 screen)e| 2%
offio| Bt 7|5 20t HEES 2EA|7| 2 ColumnoflM HZ0| B! FEOIM Al
0| 52| 2QI517| 218 maim screen(No.2 screen) 2| pump keyE +2Ct 12|11
pump keyE CHA| E21 pumpE H2IAIZICE tubelllM LI A4S 2H|0f| £2] of=
£ 02| 52 F2IE £HI5, SE5| Fostct.

. Z4EH5H A|9f0| 52 45k 5101511 (Column name plated] EA|El SHAIES D)
Column@| Yol FEE HASHC,

e. HIE 25 A17|7| 915t CHA| Pump keyS 2L} Y200 27| 455t Aot R

SZ BI04 =20 gl=2| ERltct

1611]
(1) HUZAE717|2 083 HH 2w
HLC-723 G11(5+4116-7245) 9| ZH| Of

(2) Calibration &
HLC-723 G11(+4116-7243) 2| ZH| IS &1
(3) ZH|0f| A3t Columne Z25Hs Y
CHEC| columnt A|2tS 2 aHAH| ZH|0f| Z2HEHCE columnt A2 BEZ AL
A B =21t
- TSKgel G11
- HSi Hemolysis & Wash Solution (L) F& (LL)
(4) ZH|of| Buffers Zatst= Wi
a. ALE317| 2 Elution bufferg 420 2 OhELE
b. HLC-723G11 ZH|2| STAND-BY HEl7} £| =5 25 5£0j| Q= stop 7|5 F+ELt.
c. elution buffer packOilA| cap& | AtCY. elution bufferE ZH|0IA 22[sHA E=
2 2Et S CiH|510] capS 22t E=Ch
d. elution buffer packe| M1} tube S HIEA| YISt 5 4 Y5H0 MRS
e. 37|12 H7H317| 93l £2 2 elution buffer packg £EHA Fojmtw, 2130| &|=2
capS EHEHS| 204 H2f2|of B =0k 28 5 3717t K== XS YAIZ Ho|ch

(5) 801 HSi Hemolysis & Washing Solutiong 22t5H=
HLC-723 G11(4+41 16-7248) | ZH| D42 2 3HCH
(6) 0l TSKgel G11(Column) & &2t5H=
a. ZHEANA ColumnS 7LD, AFE 4 R0 2 OhEC
b. &% Z0j|M end plugE M3t plugs columnS 22EH I Z st 4 Q7| uf 2o
Bss=rt
c. ZH|7} STAND-BY 4Efi Buffer7} 22| %1 main screendfl “STAND-BY”7} EA|)
of] QL=2| &QIStTt. STAND-BY Ei7t OFL|2tH, 21 S0 AAF EL7IE 7|ck2| 1,
0|% “STAND-BY’ 7+ EA|EICE E=, 21 S HAPH HAISH=S STOP key S +EC
d. Column oveng E11, ALESHcolumn A|7{5t & A column2 2 WISt}
[G11 Variant]
(1) 8AAA7|7|E 0|88 HA 24 W
HLC-723 G11(241 16-7243) 2| 2| I P& &1
(2) Calibration &
HLC-723 G11(3:41 16-7243) 2| FH| D422 203t
(3) ZH01| A2kt ColumnS 22}5Hes W
CHE2| columnit A|2FS LAHH| 2H|0f| Z2HBHCE columnit A|9f2 HEZ AR 4= QUES
HS=IACt
- TSKgel G11 Variant
- HSi Hemolysis & Wash Solution (L) £ (LL)
(4) ZH|0j| Bufferg Z2t5ts W
a. AH&317| A Elution bufferg 4290 2 gHECE
b. HLC-723G11 &H|9| STAND-BY el 7} £| =2 ZE 50| U= stop 7|1E FECL
c. elution buffer pack0llA| cap& #|7{5tCt. elution bufferg ZH|0IM 22lsiAH EE
2 Bret oS Ci|5t0] capS Etel E=Ch
d. elution buffer packe| 43} tubeS YIEA| YR|SH=S AQUSHOY HX|SHCE
e. 37|12 H|7{517| 93 £2 2 elution buffer packs SEH 0wtz 2150| |22
cap2 THEHS| 20| A2f2|of| E=Lt 248 5 3717 fYUElE 42 WA Zo|ct
(5) ZH[0fl HSi Hemolysis & Washing Solutiong &2tet=
16-724%)0| ZH| 72 Y3t
(6) ZH|0l TSKgel G11 Variant(Column) & &2tste= Wi
a. ZZLANM ColumnS Ui, A8 M HRO 2 OhEC}
b. ¥Z B0j|lM end plugE HZHSICE plugs columns 22 o Zogh 4 7| fi&o]|
Bass=rt
. |7t STAND-BY AEf (Buffer?t £22| 211 main screendi] “STAND-BY”7t &
Aol A=2] EQISICE STAND-BY AEHN7HOHLI2IH, 1% ZQ1 HARZH BL7|S 7|Ct
2|31, 0|% “STAND-BY"7t BA|EIC}. Ei=, W F01 HAH YAISHEE STOP keyE
FECh

d. Column oveng &1, AL&3t column2 #7153t & Af columne 2 1 A Stct.

2!

=3

7o

fCt

Q= Stop 7|12 2Lt

[<Ne}

o

o

]
]
Lof

TE

o
o

Lk

]

Ctk

C|

]

0
ot
+
30

=

o

=3

Ct

B
u
Y

s
I HLC-723 G11(541

o

O AT BY : AT AN 2 3 ZUOIA HEHO R ABEl0] LER,

¢ HE2z2|(Quality Control)

YLzot BMA 452 HIIsln ZAISE| 2Ioto, THY H=a2| ot

0|4+2| control 30| 510 A HO{HCHH, Shato| HAATHE B 1517| W
tion curve?| REYE ZAISHE A0| E4A0|Ch EEHAIEAE Y RYohs HAet
22| 7| 2o E5H0f 2Lt

OlofM A% )

w B3 EE YUY
> Helzergel=7|

R hEoie | wEEA | AR HT
Hemoglobin Alc| OIPHE | 2~8TC | 24742 2=
Calibrator Set ~8% -
Hemoglobin rator >¢ M 2-8¢ =
Alc opiE | 2~8T | 2474¥ 2HE
g:‘lilglra]t;r HemoglobinAlc| 7H& 2~8C 1F reconstitution
Control Set e | 20C | 3go | Reconstitution
S of3 = ]
> e EE
R hEois | BEzd | N8| B
G8 Elution Buffer OPHE | 4~30C | 24748 | eAE
HSiNo.1(S) g | 4~257C | 3HY
G8 Elution Buffer 074 | 4~30C | 24702 | SHHE
HSiNo.2(S) e | 4~25C | 3MY -
G8 Standard | G8 Elution Buffer OPHE | 4~30C | 2448 | 2#AE
HSiNo.3(S) g | 4~257C | 3HY -
HSi Hemolysis & OPHE | 4-30C | 2478 | 2AF
Wash Solution(L) e | 4~25C | 3 -
. 151 o | SHE
TSKgel G8 HSi e (‘L,.éfic) 24 | g i‘g)
G8 Variant Elution OPHE | 4-30C | 24748 | AIE
Buffer HSi No.1(S) e | 4~25C | 3MY
G8 Variant Elution UHE | 4~30C | 24H8 | SAHF
Buffer HSi No.2(S) e 4~25C | 37H€ -
G8Variant | G8 Variant Elution IS | 4-30C | 24748 | eAIF
Buffer HSi No.3(S) He | 4~25C | 3MY
HSi Hemolysis & OPHE | 4-30C | 2478 | 2AF
Wash Solution(L) e | 4~25C | 3MY -
~15% OH=
TSKgel G8 Variant opHE (AL";:?&S 24744 (ojiﬂ'g)
G7 Elution Buffer OPHE | 4~30°C | 24748 | #AE
HSiNo.1(S) g | 4~257C | 3HY -
G7 Elution Buffer OPHE | 4-30C | 247M8 | 2AHE
HSi No.2(S) e | 4~25C | 3MY -
G7 Elution Buffer IS | 4-30C | 24748 | eAIF
HSiNo.3(S) e | 4~257C | 3HY -
&7 HSi Hemolysis & OPHE | 4-30C | 24748 | 2AIF
Wash Solution(L) e | 4~25C | 3MY -
e | Gasy | - | 2HE
TSKgel G7 HSix o
e | 415 | -
(dern)
*TSKgel G7 HSie Z- O 2 M AHE7|ZH0| HaiA QLA| o4t
G11 Elution Buffer OPHE | 4-30C | 24748 | eIE
No.1(S) He 30C M -
G11 Elution Buffer OPHE | 4~30C | 24748 | 2#AE
No.2(S) e 30C | 34 -
N G11 Elution Buffer OPHE | 4-30C | 24748 | 2#AF
No.3(S) e 30C 671
HSi Hemolysis & OPHE | 4~30C | 24748 | S
Wash Solution(L) g | 4~25C | 3MY
o 2HH|E
TSKgel G11 o7iE | 4~15C | 2470 (%ilg)
G11 Variant Elution OPhe | 4~30C | 24748 | 2#HE
Buffer No.1(S) He 30C Mg
G11 Variant Elution 0HE | 4~30C | 2448 | SAF
Buffer No.2(S) e 30C 37 -
G11 Variant | G11 Variant Elution OPHE | 4-30C | 24748 | 2AIF
Buffer No.3(S) He 30C 3 -
HSi Hemolysis & OP4E | 4~30C | 24748 | 2#AE
Wash Solution(L) e 30C 3
PTeTES
TSKgel G11 Variant e | a-15C | 2478 oﬂlg)

= ALE Al ZOlAE

EECECIE Y

1. J[2|21HE 2| 2717| (A|2F) Hemoglobin Alc Calibrator Set

(1) HAATHE 0o 2 ALE3HOF SHCt

(2) s-Alc o AOAO[OII A T =7} HEEICHH, {22 CalibratorS AM8310] 3H|S A&
HafoF st

(3) A2tgeio 2 2| El Hemoglobin Alc Calibrator Set= #&E2 1t SQIEH2 o
2 AABIRD, HBsAg L HIV, HCV 8|7t S4 02 HE UL At HUO = HE
FAHE HEZ0| ZHY SAS UGAF || H=Chs A2 SIS = U= ALY 2 8|
W0, 0] M Z2 22t HH|E =2 et SUTH Y 22| 2 X S5H=S BB

2. H|QIZITkE o2 7|7|(A]2f) -Hemoglobin Alc Control Set

(1) M AU 2k AFBSITE.

(2) 2 H1E2 HLC-723 G7, HLC-723 G8, HLC-723 G11 A58t &H|2| Standard
Analysis Mode, Variant Analysis Mode0{| M At 7Hs 5tct.

(3) MY &, HES UESHK 2-8COIM MM RSt

(4) HTHE A B2 SSoH0] B 4 AU, 7Y T ZA LSS

(5) HH=2{21 Y/ S2 512 =Lt

(6) AT L3t A Bt HSHH HES ALESI0 2R E 2t L2 F2, M2 ControlS
st

(7) AE o 2 23| E Hemoglobin Alc Calibrator Set= EX 221t S0l82 Hio
2 ZABIA, HBsAg % HIV, HCV @37t 3402 ASEQICH A EHOo R RE]
RUE HZ0| ZHE EUS UYATIA| elhe A STE 5 U= HAYH2 0|
20l 0| A F2 2t AAIS ST et SUSH oY 22| 2 H =5 HASICL

(8) R&7|2H2 'd A2 AL8SIA| =Lt

(9) A2 H33HE 2, Yt 52 U2 U2 22 AlAstn, SA| 2|25 T=Ct

(10) QR H7|2 A2 Qfel, 2 AU +HE AL B2t 2|9 Y2 &4

£ AS UYL

3. UETRNE

*HSi Hemolysis & Wash Solution

(1) AH2317| A HSi Hemolysis & Wash Solution 420 & BH=Ct.

(2) 2H2oi| M=l R&7(7H0] Zapst A|2F2 HLH ALESIZ| DA, F&7|7H0| Zatst Alf
9| Al ZE b= M2 = QICh A2 Tl % 37HE OI AH8dH= 2ol 28t (87]
= USHENZ FE5HH RAI=|0 AISEIACE)

(3) HSi Hemolysis & Wash Solution0| 72| A2 £ S & et 87| 5 wA|SHCh 412
&4 Qls ZIPHLERS 2 QU7 | THE0]], 04 HSi Hemolysis & Wash Solution 87|
SO A R= 2E YRS

oh

i

[G8 Standard]

-38

(1) M Q2T O 2 ALR3HOF St

(2) AHES17| 4 ATt ZRo) 0|3t ZHS ZAKSH
olatsict,

B

o
5
2
Ik
b

F
39

. Btot S 32, Lol

r

(3) SSE ASHEYME HQUSITL

(4) RE7IZtS G712 DA 2.

(5) G8 Elution Buffer HSi, HLC-723G8, TSKgel G8 HSi, Hemoglobin Alc Calibra-
tor set, Hemoglogin Alc Control Set, HSi Hemolysis & Wash Solution2| |2
W ALSHYME F2I510] Y242,

(6) QHUSHH7|2 H2l= 2t AR HIM B E AL 222t 29| #YS E45ts U
Hysict

- G8 Elution Buffer HSi

(7) 2 HEL 25815 22 28157| HLC-723G8 Standard Analysis Mode0i| A2t Ak
87t53ich

(8) G8 Elution Buffer HSi= HLC-723G8 &H|0f| M2t AL 3HEZ BHS 0 ALt TSKgel G8
HSi, HSi Hemolysis & Wash Solution2 ACH CH2 2|2t Z5t510] A5t SH=Ct.

(9) G8 Elution Buffer HSi= S8t |25 0| TSKgel G8 HSit eheh Ze50] AF&SH
Ch. column A Z#S= column BfA 0| 2plof] THUo| CHEAF ATHHI(A, B, §.) 22 &
A|EICt G8 Elution Buffer HSi No.32 2.E M 2HS ot S2H0| £|O.2 0|0f] F2|§HCh

@w‘ “K"""m

~

(10) A+23t7| A Elution Buffers A290 2 Bh=Ct

(1) 2 %2 7§23 220|E S suction tubed] AU 1), B7|S D& HHSES 20
2 U205 HCaA FoRC), 1211 20| FES capS HHEH| 201 AR
Ol £ 22 3= % 2717t RUSHE XS WAIZ Zo[Ck,

(12) 2helo] QI SE7(7H0] Zufet AloFe Ml AFRSHA| DA, SE712H0] Zatst
Alofol AlgiZat A2I3 4 STt Al 12 5 3712 O|u AL8SHS S0l Zof3t
Ch(871 AB A2 HB51 SAIE(0] HBEISCE)

(13) 2 Aloke Hujo A Ealstol BBSI0], B7|S B5 HISEE YR0|EUS Ot
A £02 HER F01 5 ABAEE HES 2717t SUE/S 1S WA ZHo[H,
4~25CO| M RBHCY,

(14) elution buffer7} 72| HIS U= 84 LBOIE S WHFIC NEIE 4 Q= At

ST ChA| A2 248 8|

7hLtEHE 4= Q7| R 0fl, 2H0 elution buffer 20| YA
s
- TSKgel G8 HSi

(15) £ #|Z2 HLC-723G8 Standard Analysis Mode0|| A2t At 7H55tCt.
(16) HAUAO HZ5 column B 52 (9HA, 3, OIAE £)2 22511 M9t 32
AN HYS olYsh| 9fs 22| 25 7|20lct
(17) TSKgel G8 HSi2 ofziof| 20| HLC-723G8 system, G8 Elution Buffer HSi, HSi
Hemolysis & WashSolution2t Zgt5t0 482 2 A3t = MA|E|C
+ Tosoh Automated Glycohemoglobin Analyzer HLC-723G8
« G8 Elution Buffer HSi(No. 1,2,3(s))
« HSi Hemolysis & Wash Solution(L), (LL)
(18) columng W A& tl= 3 20LE D 22t S 2I517| JsiA] HLEAl dummy sam-
pleg 2ASHCE
(19) TSKgel G8 HSi2 St H|2# 59| G8 Elution Buffer HSiQt 34t Z&H510{ AtE:
St Column A Z#HS = Column BtA | 2hiof Thlo| Amsl CHERH(A, B, §)2
LIEFLEQICE Elution Buffer 2H82 of2fo] D122t 20| ZHlo| |2 HS ot SUsH o
npel 2At2 H2EICE G8 Elution Buffer HSi No.32 2E A ZHE 9t S8t0| £l

2 0]of] Fofgtct.

(20) Al2t0| column 21i0| BHAT RO LIEHt BT E 0| S 5|25 517| 9I5H 2| it

(21) columng Y 0|4 ALB312| %S A2, FHIIM columng M5, HREZ|
UE2E end plugS ZHOI| ChA| £RISICE 4~15C2 AS3HD 0152 ZA0A 22t
k.

(22) columnS F0I5}0f ZF8 %, Hojca| Lt E52| 0.

(23) 2Hk 4240| AMPaO| A4 T column ZAH IO HAIE CHZ HEIS mA|SHCE 2
OF @120 01745] HO{R|2| QH=CHEH THOHAFI0f| H2ASHAR.

[G8 Variant] - 35

(1) MO 2 AHZ5HOF SHLY.

(2) AH8317| 2 Alofat ZEol o|2tat Y HAISITE Thef £40] S Z2, Tl
St

(3) SSEABHYME &HQSITE

(4) Ra7|7+2 E7|A| ORAl 2.

(5) G8 Variant Elution Buffer HSi, HLC-723G8, TSKgel G8 Variant HSi, Hemo-
globin Alc Calibrator set, Hemoglobin Alc Control Set, HSi Hemolysis &
Wash Solution2| H|Z L AL HEME F0I510] YOA|2.

(6) AV I7| 2 22| = 2t MMM +BE LY Hajot 2|0 FYS F46H= U

- G8 Variant Elution Buffer HSi

(7) 2 HES 2536 222815 47| HLC-723G8 Standard Analysis Mode0{| A2t A
87hssith

(8) G8 Variant Elution Buffer HSi= HLC-723G8 ZHH|0| M2t ALR S 2 BHSO{ZICE
TSKgel G8 HSi, HSi Hemolysis & Wash Solution2 ZrH Ct2 2tt|et Z85t0] At
8512| =Lt

(9) G8 Variant Elution Buffer HSi= 23t 2|25 2| TSKgel G8 Variant HSi2t &
4 Z85H0] ALSSIC 2 HZMSE column BA Q| ahflo] thlo| ChEAt YTt
(A, B, §.)2& BA|EICt Elution Buffer 2812 o2fe| 123t 20| columne] |2

HS ot SUSH AT ZAh2 LAHEICE

i~ cotunn
@ AA m@

(10) A+2517| M Elution Buffer= 42902 BHEC}

(1) W S 7425t YR20|EWS suction tubedi| S I, 37|15 2F HHSEE £0
2 Y205 FEYA FOIROE d2|1 20| E|=ZF capS THHS| 201 AAt2
ol 5= A2 2 3 3717t KUEl= A2 YAIZ Aol

(12) 2rdof| QA E |2 7|7H0] Zatsh A[2F2 AL ALE5HA| DHAIR. RE7[2H0| Hat
Alofo| ARzt M2|E 4= giCt Al9f2 JHE & 370 Ol AL83HE Zofl 2
Ch(871= S JE = Y6 ]I Al S =ICE)

(13) 240f Al2F2 ZH|0|A 22[510] ERSIH, 37|15 25 HHst=S L20|5HS CHAl
£02 HEYA FoPHCt 2|1 30| E|=F capS THEHS| 20| HAf2|of 3= A
22853717t RYElE AS YAIY A0|H, 4~25CO|A BRFSHTE

(14) elution buffer7t 72| H|E W= &hef LR0[EHES WASICE MEIE & Y=
7FLEHS 2= Q7| & 0], 240 elution buffers Y20|EH0l| CHA| 2= 2 Y2
stk

- TSKgel G8 Variant HSi

(15) & #| &2 HLC-723G8 Variant Analysis Mode0| A2t AL& 7H53IEL

(16) A ot Z5t column B2 (21, ¥, OIAE §)2 283tn Mot 23
= AMA HES olYsh| sl 225] F2E 7|2t

(17) TSKgel G8 Variant HSi2 Of2}{oj| 20| HLC-723G8 Variant system, G8 Variant
Elution Buffer HSi, HSi Hemolysis & WashSolutioni} Z§t5t0] 4202 AL
St=& A =[UCh

« Tosoh Automated Glycohemoglobin Analyzer HLC-723G8
« G8 Variant Elution Buffer HSi(No. 1,2,3(S))
« HSiHemolysis & Wash Solution(L), (LL)

(18) columng T W= S 20tE DM ZatS 201517| YIsiA HHEA| dummy sam-
pleS 243t

(19) TSKgel G8 Variant HSi2 S35t A| 25 | G8 Elution Buffer HSiot & s
0f AF&3ILE. Column A Z#Z:= Column A 0| 2 o) Tho| AT CHEAF(A, B,
S)2 LIEILIICE. Elution Buffer 2f'8i2 of2fio] J3int 20| ol HzHs ot S

S 22tz S,
ﬁ‘;ﬁ Zm s

R e

(20) Al2%0| column 2Hi0] SHALRO| LIEHt HBHH 2 0| S| =2 Fo| Fict.

(21) columng U 0|4t ALS1A| 42 A2, HIOIA columng A3t A= &
=2 end plugE column0il CHA| R2{5HTE 4~15C2 M55t H{E-2 ZA0A B
B3tk

(22) columng F25t0] 2| Z& . Yo{=a| ALt EE| O,

(23) 9Hef 240| 4AMPaO| &Y I column ZAH E A0 HA|E CH2 HE{S DAICE 2
Of 2f240| 01745 'HO{R| | QH=CHH O 0fl H2SHA|2.

t
t

ol 1o

I

oo R G,

Q‘”A

[G7]1-3&

(1) ML 2 AL 5HOF Y.

(2) AH8517| 2 Alofat ZEol o|2tat =S HAFSICE Thef £40] LS Fe, T Aol
clatsict

(3) SSE ABHEYME EQISITE

(4) R&7|12+2 2712 0N 2.

(5) G7 Elution Buffer HSi, HLC-723G7, TSKgel G7 HSi, Hemoglobin Alc Calibra-
tor set(J), Hemoglobin Alc Control Set, HSi Hemolysis & Wash Solution2] |
Z U ALSHYME FOI5t0] HoA 2.

(6) QrMSH 7|2 22|= 2t AN +HE Y 2ot 2Nl #YS Edte X
HYBHCE

- G7 Elution Buffer HSi

(7) 2 HES A58t 22 281547| HLC-723G7 Standard Analysis ModeO| A2+ AL
87hssith

(8) G7 Elution Buffer HSi= HLC-723G7 &H|0f| M2t AH2SH= S SHE0{ AT TSKgel
G7 HSi, HSi Hemolysis & Wash Solution ZCH CH2 2iH|9t Z8H510] ALR3HA| 2
£t

(9) G7 Elution Buffer HSi= S8t | Z#H 5 | TSKgel G7 HSiet SH4at 285104 AHESH
Ct. column H|Z#HSE column BtA0| ahflol| Tralo| CHERL LTfBI(A,
BA|EICE Elution Buffer 21412 of2fjo] 222t 20| columne| 4| ZH.
Il 222 B 2EEIC) G7 Elution Buffer HSi No.32 2E M| ZHS 9t 5

olof Zejsit,
m"”"

R
=

o

(10) AH23t7| M Elution Buffers 420 2 ghEC}

(1) W 43 7h 85 A2015UE suction tubed]] 42L& 0, 3715 BF H7Hstzs £
2 YR0|5YS HEYH F|oPRLt 12|01 230| E|=5 capS THEHS| 209 Axk2|
Ol 5= A2 HE 3 3717t RYUEE A2 YRS

(12) 2Hdof| 2l R&7|2t0] Zatgh A|F2 U ALE3IA| ORA2. RETIZH0|
AloFo] Al Z b= 4123 4 QiTh A2 JHE & 37HE OlLH AME3H= Zof I3
Ch(87]= 2B YEN 2 Y& |20 4 S =|UCt)

(13) &2 AloF2 ZH|oflAf 22|5t0] 225t0, 37|18 R& H|7HSI=E L205HS CHA|
£0R HEYH oW £ ASHEHE A5 F 3717 KUEE XS YA AoH,

4~25°COl| M B2ttt

(14) elution buffer7t 72| A2 W= &M YR0|FUS DA SIC 42T & = Zat
ZHLERS 4= Q7| TR0, 240 elution bufferS 220|520l CHA| 2= 242 Y2l
il=

- TSKgel G7 HSi

(15) 2 X|Z2 HLC-723G7 Standard Analysis Mode0|| A2t A& 7H55tCt.
(16) EAUAH|t HZ5t column BS=2(QHY, AL, OIAE 5)S 28511 dxlet 212
= AMA AFES oYt Qs 223] F2E 7|2t
(17) TSKgel G7 HSi2 otzf{of] Z0] HLC-723G7 system, G7 Elution Buffer HSi, HSi
Hemolysis & WashSolution2t Zg5t0 482 2 At8St=S HA|=|UCt
« Tosoh Automated Glycohemoglobin Analyzer HLC-723G7
« G7 Elution Buffer HSi(No. 1,2,3(s))
« HSi Hemolysis & Wash Solution(L), (LL)
(18) columng BH|E = A =0tE I ZAHE 8015H7| QsiA ELEA| dummy sam-
ples 24tch
(19) TSKgel G7 HSi2 St M| Z#H5.2| G7 Elution Buffer HSiot 8t Z85t04 ALE:
Bt Column & 2#S= Column iAo 2pof| Thlo] ATfsl CHEAH(A, B, §)2
LEFLFQICE Elution Buffer 211 ofzflo] 21} 20| columne] A| 24 S of A5t
oty 2212 HALEIC) G7 Elution Buffer HSi No.32 ZE A|2H5 9 5510| &

o2 0loj| Fol&tct.
oo RO G
A

(20) A19t0| column 2H*#10| BHAHEO| LIEHt UBHIHR 0|55 517| 9l5H 2|5 it

(21) columng L 0|4 AHBSHA| 942 F2, ZH[0IM columng H|7A3LR, A2 &[]
=2 end plugE column0fl CRA| £ 2SICE 4~15C2| MESHE {2 ZA0M &
EHCE

(22) column2 F0l5t0f | F& A, HojL2| 7L EE2| 0|2,

(23) 2rot 24210] AMPaO| 4 [ column HAL 21 Aof| FAIE 2 ZEE 24
OF 21240] 01245] HO{|2| Qf=CHH TONYH|0fl H2ASIA|2.

BiCt, o

[G1] -3&

(1) MO 2 AL 5HOF SHEf.

(2) AH&s17| M Al column@l 2|2kt Z A2 ZAISICE 2hef 2 40| AUS B2, B
Hlof] A5t

(3) SSEABHEYME EQISITE

(4) Ra7(2+2 E7|A| OHAI 2.

(5) G11 Elution Buffer, HLC-723 G11, TSKgel G11, Hemoglobin Alc Calibrator
set(J), Hemoglobin Alc Control Set, HSi Hemolysis & Wash Solution®| Z|Z&
W AR HYME F2I510] 92 A|2.

(6) AV 7|2 22| = 2t MM £TE LHY Haje 2% FYS F45Hs U
HYotCt

- G11 Elution Buffer

(7) 2 HE2 25322 2Y1537| HLC-723G11 Standard Analysis Mode0i| A2k
AF87HSSICE

(8) G11 Assay Buffer= HLC-723G11 ZH|0f| M2 AHBSIES BHSO{ZCE TSKgel G11,
HSi Hemolysis & Wash Solution2 ZrH CH2 4|9t Z3510] ALE3HA| oLt

(9) G11 Elution Buffer= 28t H|Z2H& 2| TSKgel G112+ &4 Z&5H0] AHESITE
column A ZHE= column HfAQ| P40 THUQ| LHEAF LTHI(A, B, §)2 2 EA|
EICH Elution Buffer 2H# ot2fje| 23t 20| column| HZHS ot SUSH LTl 2
2t2 S&ECt G11 Elution Buffer No.32 2& A 239t S210| £|S 2 0[of] 2|

ot
-

(10) ™ S 7HE St L20|EHUES suction tubed| YU T, 37|18 2F HHSH=Z &
2 YR05YS HOA FOPRLE d2|1, 37|17t S071A| Y== FAS TS
0f 4~30°C2| 2E0| A 2SI

(11) L20|5H0] ‘&2 Elution buffers ChA| 22| =Lt

(12) HLC-723G112] Lot management 7|'s& ALg& Z2, Elution buffere| box/
pack 2H80]| 7| E HIZE HEE UHSHCE 2pM|3H UH2 HLC-723G112] AL82t
HYME RS

(13) B2 A2 (U2 A= S A2 20| U= A2 n2fs{of =|H, +25t 710]
E2}olo|Lt HaHE 0185101 F|S3HOF STt

(14) ZH|et 224510] LojLt HZet A= HZ YA HLC-723G118 AF8SHL Q= =
LH #4171 240 &35 0F Shet.

- TSKgel G11

(15) TSKgel G112 AQ|ZIHE 0 2 Attt

(16) TSKgel G112 ofzf{et 20| HLC-723G11 &H| A|A®, G11 Elution Buffers, HSi
Hemolysis & Wash Solution 2t Z&}5t0{ 480 2 ALtz = MA|=|UCt.

- Tosoh Automated Glycohemoglobin Analyzer HLC-723G11
- G11 Elution Buffer(No. 1, 2, 3(S))
- HSi Hemolysis & Wash Solution (L), (LL)

(17) R&7|12+& Z225HM AHE3HA| =Lt

(18) £ AL HHAME HLC-723G 12| ALBAHON 722t 8| {0{0F BHCt.

(19) & AFE4HMSt G11 Elution Buffer| AL-HHAMo| IEHE MH2 050§ =L}

(20) AHE3t Column2 B Zot A3t B8 (24, 3, 01~ §)2 283n 4
209t a3 HMY BHS LS| 2ol S5 FlE 7I2ect

(21) columng 2| & thi= 3 20LE 1% ZIHS E101517| 2IeiA EHEA] Al H2] dummy
sampleS 248t}

(22) TSKgel G112 SYsH M Z#HS 9t G11Elution BufferQt SH4t Z8H5H0] ARSI
Column A|Z#H 5= Column EfA 0| 2p#o] THalo] Anisl LH22H(A, B, §)& LIE
LtQICE. Elution Buffer 212 Of2{2| 23t 240 columne| |25 9t St o
Tl 2At2 B2LEICE G11 Elution Buffer No. 32 BE A|Z#H5 9t 580| £|o 2

olofl Zof3ict.
ey,

.
P’

(23) Alofo] 2% 21 80| ShetHof| LIEH Y2 0| SE| =5 517| fls 2

o
ES

= st

=

2
=2
i
I
>~



(24) column YU 0|4 ALE512| oFS A%, ABI0IA column A5, R E[R| Q=
2 end plugS ZE0l| ChA| £L2HBICE 4 - 157C2| AIS3H 01F-2 ZA0A BRBICE

(25) column F0I5t01 #/Z8 X, Ho{c2| ALt E52| DA,

(26) 2ret 24210 AMPaO| &Y I column ZAF 2 M0l HAIE 2 HE{S w3t Ok
OF @12{0] 01215] 01| Z| QH=CHH THOI A 0ff H2I5HA|2.

(27) HLC-723G11 ZH|0|A Lot management?|52 ALEE Z2, BfA 2hof| QI gl
HIZE YHE Q25T 2 SiCt.

(28) o3t I|7| 2 H2ls 2t MM SE MM Hatot 2190| FAS F4cts A
2 Byt

(29) B2} M (UAA 23| St AMH 2 HO| U= 2O 2 n2fshof =i, 225t 70|
E2folo|Lt 2+ 018510 2IZaHoF St

(30) Zu|QF 250 Lo{ih HZH5H AL HZYH|F HLC-723G112 AHESHL Qs =
L 7317|124 0f| & 23HOF Bt

[G11 Variant] - 35

(1) H|Q2ITHR O 2 AMR3H 0 BHCf.

(2) AH8517| M Al column@| 2|2kt Z A2 HAFSICE Thef 240| AUS B2, B
Ao H2tpct.

(3) SSEABLUYME EQISITE

(4) Ra7I2+2 E7IA| DA 2.

(5) G11 Variant Elution Buffer, HLC-723 G11, TSKgel G11 Variant, Hemoglobin
Alc Calibrator set(J), Hemoglobin Alc Control Set, Hsi Hemolysis & Wash
Solution@| A1E U AHHYAME F2[510] H2A2.

(6) QS H7I2 X2|= 2 A MM STE LYY 2219 2H2| FYE E4dte X
HYsH)

- G11 Variant Elution Buffer

(7) 2 HZ2 2536 222812 37| HLC-723G11 Variant Analysis Mode0{| A2+ A
87Hssith

(8) G11 Variant Assay Buffer= HLC-723G11 ZH|0f| M2t ALESLEE BHE0{ X
TSKgel G11 Variant, HSi Hemolysis & Wash Solution2 XCH CH2 |9t ZEt5H
Of AL232| =Lt

(9) G11 Variant Elution Buffers S8t 4|2 359| TSKgel G11 Variant®t 3Hah 8+
510{ ALZEIC column A Z#EE column YfA Q| 2Ho] Tho| CHEAH UTIHEI(A,
B, 5-)2 2 HA|EC,. Elution Buffer 21 ot2o| 121} 20 columnel H| 25 2t
SUSH YT 2212 B 2FEICE G11 Variant Elution Buffer No.32 BE A Z#HS 9t
=

20| £|2 2 0]0f| FoJ5tct

(10) ¥ M3 7HE8t L20[E5HUS suction tubedf| &UE If, 37|15 2& HHSIEE £0
2 Y20[gHe FEYA FIOIRCL 12|12 2Z0| £|== capS TS| 20 A A2
ol 5= 20t 2 S0l 717t |FULl= AS YAIGCL

(11) Y20/l ‘22 Elution bufferE ChA| 12| H=C)

(12) HLC-723G112| Lot management 7|52 AHE& Z-<2, Elution buffer2| box/
pack 2H80]l 7| El HIZE HEE AHASHCE 2pA|3HYER2 HLC-723G112] AL82t
HYME YR

(13) 22} M2 (L4 A= 4 A ZHO| Q= A2 2 n2alof =|H, et 70|
Eafolo|Lt HatE 0183510 #Z3HOF St

(14) 2|2t 224510] Lot HZHe A= HZYUA| 2 HLC-723G118 AF8SHL Q= =
LH 747 | 20f| & msOF St

- TSKgel G11 Variant

(15) TSKgel G11 Variants H|2I21TH8 O 2 AtEStrt.

(16) TSKgel G11 Variant2 Ot2f2t Z0] HLC-723G11 &H| A|A®, G11 Variant
Elution Buffers, HSi Hemolysis & Wash Solution 1} Z$t5t0{ 480 2 A3}
L8 M =|QUct

- Tosoh Automated Glycohemoglobin Analyzer HLC-723G11
- G11 Variant Elution Buffer(No. 1, 2, 3(S))
- HSi Hemolysis & Wash Solution (L), (LL)

(17) Ra7|2+8 2331 M AHB3IA| Y=Lt

(18) 2 AL HYME HLC-723G 11| ALEAOH =2 81| 3{010F BHCt.

(19) 2 AL MBS G11 Elution Buffere| AL M A0 mEHE| Moje o|5t0f ol

(20) EAAHet HZFH column HE5(QH, 3, OIAE §5)2 2+85tu Halet 23
S AMA BHS ollYsh| 2fs F+25] FolE 712QUct

(21) columng 2A|& th= 3 20LE DM ATHE 221517 | QIsiAf HHEA] Al 7HS| dummy
sample2 ZASICE

(22) TSKgel G11 Variant2 Sst X252t G11 Elution Bufferet gH&h ZgHato] A
&3tCh Column HZHS = Column BfA 0| 2H80j| ThUo| UTB CHEZH(A, B, &)
2 LIEHFICE Elution Buffer 2H2 ot2fle] 21t 20| columne| M2 S ot &
USH YT Eat2 £2HEIC G11 Elution Buffer No. 32 ZE HZ#HS ot S2H0|

S22 ofoj| Fogtct.

(23) AI2}0| column 20| SHATE0|| LIEFL BIBITH 2 O|SE| =5 17| 95l 0|2 ict

(24) columng LY 0|4 AFBSIZ| 942 Z2, ZH|0IM columne HM7H3tL, A2 ||
Q=5 end plugE column0i| CHA| £2H5HCE 4~15CO| ME3HIL OfF2 FA0AM 2
=

(25) column F0[5t01 #/Z8 A, Do{2| 7Lt E52| DA,

(26) 2tk 21240] 4MPaO| 4L I column ZAH 2 M0l HAIE Ch2 TE{S w A5t o
OF 2240] 01245| WO{| 2| QF=CHH THOHYH|of| H2ISIA|2.

(27) HLC-723G11 ZH|0f|A Lot management?|52 ALRE Z, HtA apo] Q1A
HIZE YHZ QUG E Sich

(28) oAt 7|2 H2l= 2t MMM S-E MM Hatot 2|90| FHE E4dts A
S Ay

(29) B2k WS (LMA ZA) = & AMA ZHO| U= 2O 2 nafslof =|H, £ 7t0]
E2tQlo|Lt H2tE 0| 85t0f 2{ZHoF Stct.

(30) ZH|9 BA5HH] Lot MZSH A= HZAX O HLC-723G112 AFESHE Q==
L 7317 | 240f| 2 3HOF B,

= AN (YR EEEY)

o

2
ric)

G8 Variant Elution Buffer | 10x800 (2) B0l = OHS B0l SR 23 dorIR BED
HSiNo.3(S) mL/pack Free bilirubin ~0.18mg/dL
G8 Variant vvz'siesn;ﬁ%gii‘) Smﬁgggk Conjugated bilirubin ~0.20mg/dL
TSKgel G8 Variant HSi 7 Chyle ~ 2,860 Formazine turbidity
G11 Elution 10%800 Aspirin ~ 50mgydL
Buffer No.1(S) ml/pack Ascorbic acid ~50mg/dL
G11 HSi Elution 10x800 Uric acid ~0.50mg/dL
Buffer No.2(S) mL/pack
—— 3) HbD, HbS, HbC7t A& AL 240l 2HYS Z23iCt 52 5= 9| HbFet £ H#HO|
G G7 HSi Eluti 10x800 ( . ' . N
- BufferlNou:%l?Sn) mlJpack 3 5|22 28I(Hemoglobin variant) 2 £40f| ZHd0| Q12 4= UCh.
2xrC -
TEE HSi Hemolysis & 5x2000 [G8 Standard]
Wash Solution(L) mL/pack 1. 2|44 4/3|4(Linearity/Dilution)
TSKgel G11 HSi 174 Eof%‘é._* %E(%E lilﬁifﬁirnlo?lﬁbiln@c ;ontlrollé s|_A1S(%) %:%l -E—l’i:\'ifﬁf. 24y
- - 2500~2700 'H2/2| & HAA &els| oM, MY = ZatE 27| 2[5 700~2500
Efpuarant Eytion ook o] el ZYste 22 HFBCL
G11 Variant Elution 10x800 s-AC(%) 9.4 9.9 9.9 9.9 10.0
. Buffer No.2(S) mL/pack Z H{(Total Area) | 324.50 652.54 939.78 1199.05 | 1552.53
G Variant - ition 10800 s-AIC(%) 10.0 10.1 10.1 10.1 10.2
Buffer No.3(5) mL/pack % O (Total Area) | 1833.12__| 2104.36 | 2321.57 | 2610.74 | 2858.85
HSiH lysi 2
Wzlshesrgﬁjzt/iﬂf\ (%) rsnt/gg?k 2.318/244 (Recovery/Linearity)
CHEHIBZ A2 R 71 R0 AAel sl5 82 O3 Bot Zrt
BN NI MY MU EN High s-AiC Low s-AiC Measurement | Theoretical Recovery
671 TeetiHEen oo =TS Sample(ratio) | Sample(ratio) | Value s-AiC(%) | Value s-AiC(%) | Ratio(%)
1. 3] /2 M4 (Dilution/Linearity) 0 10 2.7 - -
HSi Hemolysis & Wash solutiong 0|85t0f CHe3t IS 3|43t H4t 235 Arg3t 1 9 47 47 100
0f s-Alc(%) ZHoll 0|2|= F&H2 SfQISict 2442 500~25002] L0l A EHol5teict. 2 8 6.5 6.7 97.0
Hb Conc(g/dL) 2 7 6 3 U 84 85 98.8
4 6 10.2 10.3 99.0
s-Alc(%) 10.8 10.9 10.9 5 5 1.9 2.2 975
Z HZ(Total Area) 198.1 408.0 561.3 6 P 13.6 13.9 97.8
Hb Conc(g/dL) 8 10 12 7 3 15.3 15.5 98.7
s-Alc(%) 10.9 10.9 10.9 8 2 17.0 17.3 98.3
Z 0% (Total Area) | 821.6 1011.4 12416 9 L 18.8 19.0 98.9
Hb Conc(g/dL) 14 16 18 10 0 201 - =
s-Alc(%) 10.9 1.0 11.0 3. 42H4(Correlation)
Z H2{(Total Area) 1400.2 1549.6 1644.8 HLC-723G8 2t HLC-723G72| s-Alc(%) 7| Azt ofelf J=imet Zich. o] W
Hb Conc(g/dL) 20 25 30 NGAP(National Glycohemoglobin Standardization Program)0flAf Q1 #*Ct.
S-ATC(%) 1.0 1 1 [> HLC-723G82t HLC-723G 70| M2 s-Alc(%) A2t H|w
Zo3(Total Area) | 1964.8 2383.0 2943.4

2. 3|2 (Recovery)
CH2 HIE2 42 S 71| R0 A2 s|8 82 ot Bot 2Tt

High s-Aic Low s-Aic Measurement | Theoretical Recovery
Sample(ratio) | Sample(ratio) | Value s-Aic(%) | Value s-Aic(%) | Ratio(%)
0 10 4.2 - -

1 9 5.0 5.1 98.8

2 8 59 59 99.7

3 7 6.7 6.8 98.8

4 6 7.6 7.6 99.5

5 5 8.4 8.5 98.8

6 4 9.3 9.4 99.4

7 3 10.2 10.2 99.8

8 2 1.1 1.1 100.2

9 1 12.0 1.9 100.5

10 0 12.8 - -

3. 7|52t (Expected Values)

HIHL|(F=HO| gz AHE) : HbATC (s-Alc) 4.0-6.0% (B 5.0%, SD 0.5%)

*Ref : America Diabetes Association.

* H0HRI= NGSPOIM S2lE Yo 2 AYE|UCE NGSP network(%)2] HbA1c Zat
9} IFCC network(mmol/mol) A0|2] 27| = CHEQ| SAIS AFESHO] LIEHHACH D ¢y
ek (http://www.ifcchbalc.net/IFCC08.asp Ol M &0l 7+5)

NGSP =0.09148 x IFCC +2.152

4, A#M(Correlation)
HLC-723G73} HLC-723GHbV ZH[2| s-ATc(%) 22l AR 0
A=l s-AlcZt2 JDS(Japan Diabetes Society) Lot2 2 52 7|

o

-/

5. HYUE (Precision)
(1) Within-run reproducibility (n=24)
3712 52| controlg 43S M s-Alc(%)2l Within-run reproducibility (n=24)

e =43 i = orzfet 2L,
Hemoglobin Alc ey - -
Hemoglobin Alc | Calibrator(1) S5x4mL/E Low Medium High
Calibrator Set [ Hemoglobin Alc y " Mean 5.29 8.20 10.72
HoAIEts Calibrator(2) SxamL/d sD 0.03 0.02 0.04
2=77| . Eiﬂ?&'ﬁ:iﬁﬁc 4%0.5mL/H CV% 0.5 0.3 0.4
He&on%:zkl)lsne/:k - (2) Between-run reproducibility (n=20)
Hemoglobin Alc 4%0.5mL/H 2712 &5E.9| Controlg 20YUS9t 512 BHHM ZHHES 1) s-Alc(%)2] Between-run
Control Level 2 reproducibility (n=20) &= Of2fet 2Tt
. 10x800 n
G7 Elution Buffer No.1(S) mL/pack Low High
. 10%800 Mean 4.79 8.97
G7 Elution Buffer No.2(S) mL/pack O 0.04 0.05
G7 ) 10x800 CV% 0.8 0.5
G7 Elution Buffer No.3(S) mL/pack
HSi Hemolysis & 5x2000 6. ZHd(Interferences)
Wash Solution(L) mL/pack ZHd2 ¢1 Q= AH|Q| 3158 (Recovery) O] S187HSHLI(Q!) 10% 0|4 HOjZS f, 7+
" 40| UCkm BEHSICE AFZ MM 7|2 E ZHY S22 T2l mg/dLo|ct g/L29| T
Hemoy TSKgel G7 HSi 124 512 of22] AlS 0|23tL},
TEE G8 Elution 10800 o g/L = (mg/dL) / 100
Buffer '?‘SI No1® mi/pack (1) Glucose(1000mg/dL), Sodium cyanate(50mg/L), acetaldehyde(50mg/dL)
Buffer HSiNo 265 mlpack Olffo 2188 oA B
G8 Standard G8 Elution 10x800
Buffer HSi No.3(S) ml/pack
HSi Hemolysis & 5%2000
Wash Solution(L) mL/pack
TSKgel G8 HSi 174
G8 Variant Elution Buffer | 10x800
gut HSi No.1(S. L, k
=t G8 Variant iNo(S) ml/pac
TIE G8 Variant Elution Buffer | 10800 e :
HSi No.2(S) mL/pack [Acetaldehydel

4. 7|42t (Expected Values)

22| (0| gl A  HbA1C (s-Alc) 4.0~6.0% (B# 5.0%, SD 0.5%)

*Ref : America Diabetes Association.

* Q= NGSPOIA ZQ1E WHo 2 AHE|CE NGSP network(%)2| HbAlc Zat
9} IFCC net-work(mmol/mol) At0|2| 2H7|= CHS2| S41& AHE5t0d LIEHHTH D 2]
Lk (http://www.ifcchbalc.net/IFCC08.aspOil A 201 7}5)

NGSP =0.09148 x IFCC + 2.152

5. YU (Precision)
(1) Intra-assay (n=10)
3712 5&£2] control€ £ M s-Alc(%)2l intra-assay precision(n=10)-2 C+23t ZCt.

Low Medium High
Mean 5.47 7.68 9.90
SD 0.05 0.06 0.00
CV% 0.91 0.78 0.00

(2) Inter-assay (n=10)
2712 22| Controlg 102 &2t 512 SHAM Z A S [ s-Alc(%) 2| inter-assay (n=10)
EChaa 2ot

Low High
Mean 5.52 9.88
sD 0.04 0.06
CV% 0.72 0.61

6. Ztd(Interferences)

ZH42 21 U= AA2| 3|48 (Recovery)O| 3127+ HSI(Q1) 10% Ol 4 HOj %t i, 2+
0] QICHT THESICE AL MY 7|2 E ZHE S RO Ehel= g/Lolct

(1) Glucose(10g/L), Sodium cyanate(0.25g/L), acetaldehyde(0.20g/L)0|5t0i| A

=Hdg Lo|A| eh=tt

[Acetaldehyde]

(2) ozl &0l A= CHe =0 SE=MA| ZHIS Yo 7| =Lt
Free bilirubin ~0.19g/L
Conjugated bilirubin ~0.20g/L
Chyle ~ 2,130 Formazine turbidity
Aspirin ~0.50g/L

(3) HbD, HbS, HbCoF HbEQ| EAfl= &A{0f| ZH40| ULt &2HbF U S5t O &2
2242 ZHof| 70| 12 £ Qlck

(4) HbE Z2f Al, s-A1c | 3.9| §|Z0|A Shoulder T| 3 = 242 0|37t

(5) 22241 SE7HSS F2, AZ0E 1M ZHH0| (500 4= UCH

(6) Bty M| +YO 2 Qo RO HbATcsS=2| 24Tt 2
5t0f L& 2t EEsHof BiCt

(7) 882 HbAlc A Zntof| ZHdo| gich

[G8 Variant]
1. 3|4 2|4 (Dilution Linearity)

s t
42 500-4000 'Helo] & HAoM Holg|fon, Mald 9= ZutE A7 2l8h 700 -
3000 HelOlM ZY5t= s YT

5-Ai1C(%) 10.4 10.6 10.6 10.6 10.6
Z T2 (Total Area) | 403.07 658.02 894.64 1144.30 | 1889.65
5=AIC(%) 10.7 10.7 10.7 10.7 10.7
Z T3 (Total Area) | 2164.26 | 2581.77 | 3091.13 3545.38 | 4046.78

2. 3|2 (Recovery)
CH2HI82 42 R 7| SR AA| S8 82 O3 Bot 2Tt

High s-Alc Low s-Aic Measurement | Theoretical Recovery
Sample(ratio) | Sample(ratio) | Value s-Aic(%) | Value s-Aic(%) | Ratio(%)
0 10 53 - -
1 9 5.8 59 98.3
2 8 6.4 6.4 100.0
3 7 6.9 6.9 100.0
4 6 7.4 7.4 100.0
5 5 79 7.9 100.0
6 4 8.4 8.4 100.0
7 3 8.9 9.0 98.9
8 2 9.4 9.5 98.9
9 1 10.0 10.0 100.0
10 0 10.5 - -
3. 424 (Correlation)
HLC-723G83t HLC-723G72| s-Alc(%) Zte| &H2td2 ofzff JefZot Zt o] WS

of
NGSP(National Glycohemoglobin Standardization Program) 0l 31 #Qfct.
[> HLC-723G82t HLC-723G 70| M2 s-ATc(%) A2t Bl

4. 71542t (Expected Values)

American Diabetes
Association IFCC ] |
Ofl k2 NGSP £t2]
HbAT S AU ATt
(57A1f:) 26.5% 48 mmol/mol (threshold to diagnose
diabetes)
HbAT St gt QIR R
(sz1cc) 5.7~6.4% 39~47 mmol/mol | (categories of increased
risk for diabetes) (Mg ')
HbATC 4.0~6.0%
_ (B 5.0%, 20~42 mmol/mol | FHLA(F=HO| Y= AHE)
(s=AT0)
HEZEHA0.5%)

* HUHLI= NGSPOIA B2 YEo 2 ZYE|ACE NGSP network(%)2] HbAlc 2t
2} IFCC network(mmol/mol) AFO|Q] 2HA|= CH2O| SAIS AFRSH0] LIEHHCET 22{
et

NGSP =0.09148 x IFCC + 2.152

5. Y& (Precision)

(1) Intra-assay (n=10)
371l 5=2| controlg Z 32 [ s-Alc(%)2l intra-assay precision(n=10)= L&t ZCh

Low Medium High
Mean 5.26 7.75 10.47
SD 0.03 0.02 0.02
CV% 0.6 0.3 0.2

(2) Inter-assay (n=10)
2712] &2 Control2 102 &0 6t2 SHAM 2SS 1 s-Alc(%) 9l inter-as-
say(n=10)& CH33h ZCh

Low High
Mean 5.31 10.51
sD 0.03 0.02
CV% 0.6 0.4

6. ZHd(Interferences)

2t e 2T L= AA|o| 3152 (Recovery)0| 3187H58I (1) 10% Ol HoiZtS f, 2t
40| QICH TTHSICE AL YA 7|2 E ZHIER 0| Thel= g/Lo|Ch

(1) Glucose(10g/L), Sodium cyanate(0.25g/L), acetaldehyde(0.25g/L)0|5t0f| A

L 7H48 €073 =L}

BT

{as 2

[Glucose] [Sodium Cyanate]

[Acetaldehyde]

(2) 20|l = O3 R0 SEMA| ZHIS LO7|A| =L

Free bilirubin ~0.20g/L
Conjugated bilirubin ~0.20g/L
Chyle ~ 2,100 Formazine turbidity
Aspirin ~0.50g/L

(3) #0I 5| 222813t Z2tM|0|oH(Thalassemias)
a. 0| g4l (heterozygous state, HbAS2t 22 4tEH) 2| HbD, HbS E& HbCe
HbA1c Z2tol| Fote 2| eb=Lt
b. ot2fet 22 EatE9| HbATcZ It B 1 E|A| Q4T
- 52 (Homozygous) E= 0|3 0|2 AEHeteli(double-heterozygous, HbSS E=
HbSCet 22 &elf) 2| HbD, HbS = HbC
- CH2 HHO|Y 5 22210t g2tA|o|of
4) 2220 5=t 48 42, A20IEIHMO| TOTAL AREAES (5002 HOHE 4+ U
Om, HbAlc 22 E 1 &|| oh=Ch
(5) sl222YI0 =7t 52 Z2, AR0LEIMO| TOTAL AREAS )40002 2 =0+
2 UM, HbATc 22 B E|Z| eh=Ch
(6) HbATc= AT CiAF 3|140| 37t £= AAEl= SAte| Y Haah 4aA 7} ¢t
= Ok Y0l A SHAA| F2laHof B
(7) 82 ZAl= HbAlc2A Zatof J&H2 F2| =Lt

[G11]
1. 7|52t (Expected Values)

fjo

American Diabetes
Association0f| It2 | IFCC &9 |
NGSP &g
YeHS A= |7t
:‘i’;}i) 26.5% 48mmol/mol (threshold
to diagnose diabetes)
HbAlc S71et Gt 918l 37
(5-A10) 5.7~6.4% 39~47mmol/mol | (categories of increased
risk for diabetes) (M)
HbATC 4.0~6.0%
(s-AT0) (H#5.0%, 20~42mmol/mol | FHL(F=H0| G= AHE)
HEFEHA0.5%)

T NGSPOIA BOIE 40 2 HHEIRIC NGSP network(%)2] HbAlc Zintet
FCC network(mmol/mol) AL0]2] B 80| S 412 AF& 3101 LtEfuiCtn raiZict,
NGSP = 0.09148 x IFCC + 2.152

N

. 5|4 2444 (Dilution Linearity)

& HA0f| Chst HbATc(%) 2ol 21 M S 2101517 | 215101 Hemoglobin Alc Control Set& CH¥
BhHI&2| HSi Hemolysis & Wash Solution2 2 B|A{GIICE 24142 300 ~ 180082]0| & H
2ol ZIQUE|QUCE M2l U= ZBHE A7 /51400 - 17000] HRI0IM 245H= 22 HASICL

HbA1c(%) 9.9 9.9 9.9 9.9 9.9

& H3(Total Area) | 233.26 440.86 644.82 863.05 1063.87
HbA1c(%) 9.9 9.8 9.8 9.8

2 B3 (Total Area) | 1273.16 1476.37 | 1719.76 1942.85

HI2IA QU ZBHE 27| 9130 600-30002] HSIA SH5HE HE BB

HbA1c(%) 9.8 9.8 9.8 9.7 9.7 9.8
£ T3 (Total Area) | 418 514 645 1100 1568 2009
HbATc(%) 9.7 9.7 9.7 9.7 9.7

Z MY (Total Area) | 2498 | 2922 | 3172 | 3325 | 3669

3. 5|= (Recovery)
CI2HI82 42 R 712 ERo| AH9 51882 03 Eot 2Tt

4. 72|28 (Carryover)
AH|2| carryovers 2702] H42{Q1 Blank sample set& 2QI5IICt. Carryover(%)&

3. 3= (Recovery) High HbA1c Low HbAlc Measured val- 'Vl'glslzjzretlcal Recov-
CH2HIE2 M2 £ 712 50| Ao 5582 O3 Eet 2Tt Sample (ratio) | Sample (ratio) | ue HbA1c(%) HbATC(%) ery(%)
High s-Aic Low s-Aic Measurement | Theoretical Recovery 0 10 2.7 - -
Sample(ratio) | Sample(ratio) | Value s-Aic(%) | Value s-Aic(%) | Ratio(%) 2 8 6.2 6.4 103
0 10 5.0 - - 4 6 9.6 9.9 103
2 8 7.0 6.9 101 6 4 131 13.3 102
4 6 8.8 8.7 101 7 2 16.6 16.6 100
6 4 10.7 10.6 101 10 0 20.1 - -
7 2 12.4 12.5 99
0 2 144 ~ ~ 4. 72| #{(Carryover)

AH|2| carryover= 2702] H42{Q1 Blank sample setZ &QI5IZICE. Carryover (%)=
CHaat 20| ALt At
Carryover(%) = (blank sample?| & H&)/(Z#|2| & H3&) x 100

CHS3h 20| AlM=|UCE Z ¥4 (Total Area) Carryover (%)
Carryover(%) = (blank sample®| & H%) / (H#|2] & HA) x 100 Sample ‘ Blank-1 ‘ Blank-2 Blank-1 ‘ Blank-2

R Carryover(%) 379718 [ 1433 [ 2.4 0.4% [01%

Sample [ Blank-1 [ Blank-2 Blank-1 [ Blank-2

5. g

2097.31 ‘ 793 ‘ 0.00 04 ‘ 0.0 H| 14H-2 Naitonal Glycohemoglobin Standardization Program(NGSP) 0|
5. upsH|E M U2 HLC-723G112H HLC-723G82] Standard mode0llAf HbATc(%) %40l

.4

4ftHH| 1= Naitonal Glycohemoglobin Standardization Program(NGSP)0l|lA 3¢
Hh2 HLC-723G112t HLC-723G82| Standard modedllA| HbATc(%) &0l 3% ~ 15%
H219 1097H B2t AA| 2 HA|=|AC CHS D2l T ZDHE LIEHHTE

[>HLC 723-G112t HLC-723G8 H|Zte| 4 H|u.

6. LU (Precision)

(1) Intra-assay precision (% Within-run precision, n=20)

Intra-assay precision(n=20)-2 NGSP H¢|2 Z} 27t2| &5=2| Hemoglobin Alc Con-
trol Set@t A& A S AHE3IUCE Zat= IFCC Tl 2 MEH =0t

(NGSP Unit)
Controls Whole Blood Samples
Low High Low High
Mean, HbA1c(%) | 4.9 9.9 5.2 14.3
CV% 0.7 0.5 1.0 0.6
(IFCC unit)
Controls Whole Blood Samples
Low High Low High
Mean, HbA1c (mmol/mol) | 30 84 34 133
CV% 1.6 0.6 0.7 0.7

(2) Inter-assay precision(or between-day precision, n=10)
Inter-assay precision(n=10)& 27| &£2| Hemoglobin Alc Control Set®} 17k

2.6%~20.2% 212 12971 2} AH| 2 HAI=|QICE CHS T2 Z= ZatE LIEHACE
> HLC 723-G1 2t HLC-723G8 &H|7ke| 4t H|w.

6. HLUE (Precision)

(1) Intra-assay precision(%& Within-run precision, n=10)

Intra-assay precision(n=10)2 NGSP £+|2 2t 27}2| 5= 2| Hemoglobin Alc Con-
trol Set@t 27k2|9| EDTANE AH|E AL&SHRICE. 2k IFCC Tl 2 MEHe| At
(NGSP Unit)

sample Mean®) | Sevason (6| Vartionts
Control Material 5% 4.99 0.03 0.63

Control Material 10% 9.80 0.00 0.00

EDTA Whole blood 5% 4.60 0.05 1.02

EDTA Whole blood 13% 13.80 0.00 0.0

(inIFCC)

sample Mean() | D2Tionn | Varition®
Control Material 5% 31.0 0.3 mm

Control Material 10% 83.6 0.0 0.00

EDTA Whole blood 5% 26.8 0.5 1.92

EDTA Whole blood 13% 127.3 0.0 0.00

(2) Inter-assay precision(or between-day precision, n=10)
Inter-assay precision(n=10)2 27t2| 5&Z2| Hemoglobin Alc Control Set@+ 47}2|
SEO| UBHAE AR, 52 BHH 1022t 2 YE|ICE

SEO| UEHAE ALBH O, 512 S 1027 S YE|QICh (in NGSP unit)
(in NGSP unit) Sample Mean (%) Standard Coefficient of
Controls P Deviation (%) | Variation (%)
Low High Whole Blood Samples Control Material 5% 4.90 0.05 0.96
Mean, HbAlc (%) | 5.0 9.8 5.1 Control Material 10% 9.83 0.05 0.49
CV% 0.6 0.5 0.6 EDTA Whole blood 5% 5.05 0.05 1.04
(in IFCC unit) EDTA Whole blood 6.5% 6.64 0.05 0.78
EDTA Whole blood 8% 7.62 0.04 0.55
Controls Whole Blood Samples EDTA Whole blood 11% 10.51 0.09 0.83
Low High -
Mean, HbATc (mmol/mol) | 31 84 32 (In FCC unit)
Standard Coefficient of
cve 15 08 13 Sample Mean (%) Deviation(%) Variation (%)
7. ZHd(Interferences) Control Mater{al 5% 30.1 0.5 1.71
7Hde 2 9l 0| 5% 8 (Recovery) 7t 187HSHSI(R]) 10% Ol Hoim of, 2 Control Material 10% 83.9 0.5 063
440 ACt BEHSCE EDTA Whole blood 5% 317 0.6 1.82
(1) Glucose(10g/L), Sodium cyanate(0.25g/L), Acetaldehyde(0.25g/L) 0|3t0f|lA EDTA Whole blood 6.5% 49.1 0.6 115
= ZHdol gtct 5
(2) B0l /= LS 81=0] 27| 2H490] Bk EDTA Whole blood 8% 59.8 0.5 0.77
EDTA Whole blood 11% 91.4 1.0 1.05

Free bilirubin ~0.199g/L
Conjugated bilirubin ~0.21g/L
Triglyceride ~10g/L
Ascorbic acid ~2.5g/L
Aspirin ~0.50g/L

(3) #o|¥ sl 22241 (Hemoglobin Variants, HbS, HbE, HbC, HbDE Z&h) et ZatA|
0|ok(Thalassemia)= 22 HbAlc ZIHE & 4 120, Ol= 218 4= gich.

(4) 82E A= HbATc 2A{Z kol ZHdo| gict.

(5) 26% 2Lt =2 HbF =2|:= HbA1c ZAHZDt0f| ZH40| US 4= ALk

[G11 Variant]
1. 7|42t (Expected Values)

American Diabetes
Association0f [t2 | IFCC £k] Ll
NGSP tHel
HbAT YuYS ACS= A7t
(s—A1i) 26.5% 48 mmol/mol (threshold to diagnose
diabetes)
HbAlc St Y fIHO 7
(s-A10) 5.7~6.4% 39~47 mmol/mol | (categories of increased
risk for diabetes) (Mg xH)
HbAle | 4.0-6.0%
(s-A10) (B 5.0%, 20~42 mmol/mol | ZTH|(SH0| Q= A2
2} 0.5%)

AL NGSPUIA BIEl W0 2 AT NGSP network(%)2| HbATc Z3et
FCC network(mmol/mol) Af0|2| B 32| S418 AF85t0] LtERACtT er2{3(C
NGSP = 0.09148 x IFCC +2.152

2. 8|4 2 M4 (Dilution Linearity)

S HA0l| et HbATc(%) atel 21H44e &el5t7| £I5t0f Hemoglobin Alc Control
Setg ChYst HE2| HSi Hemolysis & Wash Solution@ & 3|A{5tiCt. 2M4e
500~3500142(2| & HA{0f| A EHI=|ACt.

7. Z+d(Interferences)

2H42 U1 U= A 9| 3128 (Recovery) 7} 5187H5HSI(Q]) 10% Of4 HojZt2 f, 7+

40| Tk THEHHTE

(1) Glucose(10g/L), Sodium cyanate(0.25g/L), Acetaldehyde(0.25g/L) OI5+0ilAf
= ZHdo] gict.

(2) 20l U= ChS &=0| S| ZHd0] gict

Free bilirubin ~0.209g/L
Conjugated bilirubin ~0.20g/L
Triglyceride ~5g/L
Ascorbic acid ~2.5g/L
Aspirin ~0.50g/L

(3) #oIY sl 2 22412t E2th|0jot(Thalassemia)
a. 0|2 AgHtEl (heterozygous state, HbASt Z-2 4El)2| HbD, HbS, HBC &
HbE= HbAlc Zutof| ek 4| of=Ch
b. ofzliet 22 EAHE2| HbATcZDH= B 1 E|Z| fUTH
- &% (Homozygous) £+ 0|F 0| &4El(double-heterozygous, HbSS E&
HbSCe} Z+-2 4tell) 2| HbD, HbS, HbC = HbE
- CH2 #0|Y sl 2 221t ZatA|ojof
(4) 88E A= HbATc 2A4{Z3toj| Z+40| gict
(5) 30% 2Ct=2 HbF 2= HbATc ZAHZIt0| ZH90| S
(6) HbATci= 2L LHAF 3|40 371 = A El= 810 &
S QUCE UM SHAJA| FofsOF Bk
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