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ADAMII™-CD34 Kit

Hematopoietic Stem Cell Counting System
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Atte] Na-Heparin/EDTAZ MTE 7t53tEl UxHM(mobilized peripheral blood),
ACD/ACD+Heparin@2 t{ZIEl AlMd3H 2hx sof %‘EHIE(fresh hematopoietic progenitor
cell-apheresis; HPC-A), CPD2 MZEl AM 4 H5 Hi&(Fresh Cord Blood/ Frozen Cord
Blood)0flAf &H0tRli= CD45 A MIZ CHH] *eof?,\'E CD34 &4 MIE 742 HIS (%) Aot
CD34 24 M|ZE % &0tl= CD45 &4 M2 HrH7H(cells/ul)E CCD 7tuijzt o|0|X|2A g o=
eolst= Ml EICHo|27|7).
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«ADAMII (Sl28 HAHZZHE R, 2ol H2 K4l 15-173%5) &ht| ot BHH| AFE BT}

<A, E, "ﬂ% o oAl 2BICL 2 MB2 &7(0] U UHIEZ ot 7|2 2l
o5 X10H>1I o] Fofptct,

« RBC Lysis buffer= Ammonium chloridet Zgt=|0f RLOM, 0] A|2tS CHE mHofl = JHQl 2 & K|
8%t 2 L1210 AME = 2HH Yo w2t 17| 22 XMa|sict.
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(1) MPB, HPC-A HHl= FA| A8t Z00| EoLt, ZA| AHZ0| OfFCHE 3| M3Hx| 42 HElZ
2-8°COlIlM X = 24AIZH7HR| $F 22H0| 7HSStC.

(2) AN HMChE 2= 3| MBHX| ob2 MENR 2-8 °COllM HT = 48AIZHTHX| E& E 0| 7H5 it

(3) 45 HthE HHI= ST = Al ALZHOF Lt

Sl
(4) MPB, HPC-A, 214 HITH3 Z4|= RBC Lysis Buffers H7tst = KNS ZA| 248 4 gl
22 Y (wetice)oll 142t (60%) St QHEstCt
(5) 5 M ZK|= RBC Lysis Buffers H7iet & 412
(6) 80| M3t HA|, 0|20l 2QHE M, SHE HNE R

AHESHR| f=Ct,
(7) 4 7ts A 213 Alols Yol DRELS X831, 33 T 22 TR0
(8) & ADAMII™-CD34 KitS AHE &0l L0 EDTA &S 1H|2| At S BB BICE
3% Brof 4|7t ACD, ACD+heparin, Na-heparin, CPD2} 22 S2 x| 2 4 E 2| ACHH,
MZ2 EDTA REO SHM & A2 3 ZAtol| At otrt.
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ADAMII™-CD34 Kit= ADAMII CD34 Reagent 2t ADAMII 10X RBC Lysis buffer, ADAMII 10X
RBC Lysis buffer(for Control Material), ADAMII Assay Slide, ADAMII Calibration Beads2
T-AE[0f Rlon, ADAMII CD34 ReagentOil= CD34 YHMEES EM3H 4 Q1= CD34-PE |2t
CD45 LHMNEE 2Ae 4= Q= CD45-perCP EH|, MZE2| $EES E4E 4= = Nucleic acid
stain0| ZFe|0f QLT & £F7|7|2 ADAMII (2|28 HABAEFEIK, Z2l Aol A 15-173
Z)E 0|85t0] ME 2AM0| 7Hs3ICt

HAEHPE2 MPB/HPC-A/Control2| 2% &l 20 pL, M 3 s dMcige| 22 A 50 uLoil
ADAMII CD34 Reagent 5 uLE ‘211 A12(20-25°C)2] QA0 208 S0 BHSAIZICH 1 & 1X
RBC Lysis bufferg Z#| 701l iti2t MPB/Control¥ &2 35 uL, HPC-AY L 250 L, A4 5
HE A AMY FL 200 uLE H7Isto] CHA| A29f etalollM 108 St ghSAIZICt, gtgo|
=2 E WE 25 pLS mHo|E 5t ADAMII Assay Slide0il £i5t ADAMII ZHH|ofl Ho] £He
AIZtEHCE ADAMII FH|= RSO R 242 AAIste] 10-202%F Znt b0l LIEHLED ADAMII
Assay Slide= At 2 £ EICh



ADAMII ZH|= O|0|X|2 M 2|o H& MZINT|2 A, LED 291t CCD 7|2tz 74 &|of ALt
2} E= MEL M ‘manual focus’ = ‘auto focus’ HES 0|238t0] ZHst1, BEAg
AlZFSHH el RS A AR w2t Bright 0|0|X|et W& 0|0|X|S 2 H 2Asto] A|h 774
= o| A1t (1) Total CD45 (cells/pL) (2) Viable CD45 (cells/pL) (3) Total CD34 (%, cells/uL)
(4) Viable CD34 (%, cells/uL) (5) Viable CD34 of Viable CD45 (%) (6) CD45 Viability (%) (7)
CD34 Viability (%) 2t2 Zateteiof EA|SHCEH

x| =

1) dHle B&F

i}

7ts2tel Lx "M (mobilized peripheral blood)
(2) T E A MBS xSl ZHD M| E (fresh HPC-A(hematopoietic progenitor cell-apheresis)
(3) Al 8! B FCHH (Fresh Cord Blood/Frozen Cord Blood)

2) A B2

(1) MPB, HPC-A ZH|i= ZA| AL85h= 240| ZoLE, ZA| ALS0| O{ZCHH 3| AM6}X| o2 MEf2
2-8 °COIM T = 24A12t7HX| Y& 20| 7HsSICh

(2) A1M HIchHE A= 3| M6HR| b2 MEHRE 2-8 °COllA AT = 48AIZHILR| LA 20| 7Hs3}Ct.

(3) Hs HcHE HHM= St = ZA| AHSsHoF BtCt.

(4) MPB, HPC-A, 414 RICHE ZH|= RBC Lysis BufferS 713t % xS
22 L3 (wetice)ollA 1AIZHB0E) S0t eFFsICt.

(5) 4 ®ch" A= RBC Lysis Buffers E7tet = HME SA| 2A48l0f Sict.

(6) HMl= HSstx| b=t
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3) HALH E=H| Are

(1) ACD, ACD+heparin, Na-heparin, CPD2} 22 &-S 10X 2 T E HHls, 22 EDTA
SN HIHE 8710l §HM = A2 = HAt] A EICE,

(2) HPC-A: ZH| &4 & WBC(white blood cell)2| Z4| 7H~Z 1X PBSE 0|835t0{ 150,000
cells/uL7tx| =H3tct

(3) MPB : RBC lysis7t 2t2El 3, WBC(white blood cell)2| ZH| 7{4-Z 1X RBC lysis buffer2
0| 83}04 35,000 cells/uL7tx| Z=Hstct.
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1) ZAtoll AL2 € Bl S92t ADAMII Assay Slideoi| Z4H| A8 HEE 7|3tct
2) HPC-A/MPB/Control blood Z*l= 20 pLE Tto|%S 0| 830 &l F=0j 1, ADAMII
CD34 ReagentS 5 pL &7t = 5728 B 1 vortex = £71210 2 JHHA| FE2{M LI E0|
EHA0l=E ot AM 3 WS HchE Al 50 ulS mHo|H S o 83to] Bl R Eof
ADAMII CD34 ReagentS 5 uL &7t = 22 21 vortex = 2712102 JHHH| SE2{A
LHEE0| & Ho| =X trh
3) A2(20-25°C)f HAoIA 202 Sot BHSAlZICE
4) ADAMII 10X RBC Lysis Bufferg 1X s =7t 5| =5 2R 8l FE0i| EH|oHt
/N\F2|: 1XRBC Lysis Buffer= 112! AL3}7]0] 23t 25 ZH|3tH, ADAMII 10X RBC
Lysis Bufferet ZR 48 1: 92| HI2 2 M Z#HC}, 4-2(20-25 °C)0fl 22t5t0] ALBSICE
5) M=l 1X RBC Lysis Buffers 3)tubei Al Z30i| 2t MPBY 22 35 uL, HPC-AY Z2
250 pL, A4 50 HS HICHY ZA|Y 22 200 pLS M7t MIZE 1X RBC Lysis buffer (for
Control Material)& 3)tubedi| Control blood ¥ &2 35 pL &7tsto] 2~3x7F & 4{0f =L},
6) &2(20-25°C)2| fHoilA 102 St BHSAlZICE
/N F2|: ZA| £40] 0ofCHH, RBC Lysis BufferE M7}t §HE P2 (wet ice)0ll 511
1A1ZHo|LHoll 24 7hs stct.
7) Lysis7t 2t2El ZH|E vortexstd, 25 uLE ADAMII Assay Slidedi| EI$tCt
9| : Vortex= ZHIE ADAMII Assay Slide0fl £¢ M = %1 Hof2|7t IEE W2 &5
OllA] 23] = 4lof =c.
8) AM|7t ot E > Q=T 38 S 7|Ct2ICH
9) ADAMII 2AZEQ0] A% & 2015181 2 M2 9|3t MeasureX0| XSO R LIEHICE
10) ZAtoll AL S HM| ERE MEdsta, WBC 3|4l 2Bict
11) 8)0il A Z=H|El ADAMII Assay SlideS ADAMII ZH|of| &15tD st A ‘Insert sample’ HES
2t
12) ‘manual focus’ = ‘auto focus’ HES S2I6H0{ X2 Z7-
13) ‘RUN sample’ HES 2% sample ID, antibody Lot S& ¢
YEE D5 Yo 5 ok HES FE2Ch
14) ADAMII ZH|= XS 22 24 S MA|5HH 10-202F Z 3} 5}#H0| LIEHT ADAMII Assay
Slide= At522 E= EICh
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IHE 9lst0] utst mho|HE! 7| & (Reverse pipetting technique)2 AH3t0{ HEtot
HoF ADAMII Assay Slide0i|l &= Z10| ZR3}C.

OtCh ZH|7F S23| 4101 X| $QUACHH SHete AntE LIEF & QlCh

c S sEofol et

ot Z1tE 2/5t0] ADAMII Assay Slidedll ZHKIE £ Al HEO| 47|X| =2 Fo|Bir},
|Foll 7 (Fixed)EIHLE ME F HM| 22 7|2 X' ZK|Q] ALE2 mBtct,

|7{Lt S8 A, 7|EF R RE0| A= M2l A S mFtct
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ADAMII 7|7|i= 2E 0|0|X| 24X & 24 Zed2
MEH of sof] k2t of2lot 22 A|Th 7o H5 o] ZAHE EAISHCE

<2M Z1Hof|A| B>
(D Total CD45 (cells/uL)
- (2 Viable CD45 (cells/pL)
gt Z L. ®Total CD34 (%, cells/uL)
2 b ¢ @Viable CD34 (%, cells/uL)
el (®Viable CD34 of Viable CD45 (%)
’ (©® CDA45 Viability (%)
@(CD34Viability (%)
_ : 3% ViabilityS MEHSHR] Q4R4TH (1), (3)
- saslign : Vi g0 Hajet BAECE
% Viable CD34% =

E‘ ‘ HH Hl ‘ a\ ‘ (Viable CD34 cells/uL) X 100

(Viable CD45 cells/uL)
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1) Calibration beads

Calibration beadsi= ADAMII ZH| 2t B AF8 £l = 2t2}2] Reagent Kit0ll Z &[0 AUt ADAMII
HH|= HZAM 2P| 20] AHSAIZL ZHlo] wHE Al R XD Calibration
bead= SHet 3719 WAXIL ZEE|0f A0|, AHSXIH ADAMII FH|2| Fobx HHD}
AL EQ0f 2n2|F0| CEEMEOl| M MES A|8t0] 0|0|X| 2 EAISH=O L2 AEfQIX| =holgh
= ALk 0] Calibration beadsE 0|8%t 2H2 ADAMII HH| AFSQ OFCH X[ A FHHES BHEA|
Sl =|ofof Bt

2) 32227 (Quality Control material; Control blood)

eMEY 2H7|E(Good Laboratory Practices) X Mg RE0| w2t £IHX| sk9|
E%Z(control blood)Z EXA2IE $¥st= AS ATSCL EXH2| SE2 eixtel A7t
BMEE oo SYsH MalEo MA 2Mabgel ds ILIEY obA| gct FRels
SXHALS 2HSHs LOICH&| A $HA2 SE|0{OF SHCH CD34+ MIZ S| TA| 0 24 %2 g2
IFE 22 M| S3H= CD-Chex CD34 Flow Cytometry Controls(Streck, NE)= CHS B & 24
9l Ak 21720 Af ADAMII™-CD34 Kite] ZXRZt2|of| AL Jts ot Ho = ABE(QICE

BT

1712 ADAMII™-CD34 Kit LHOf|
ADAMII CD34 Reagent 25Test /1tube
ADAMII Calibration beads 25Test /1tube
ADAMII 10X RBC Lysis buffer 4ml/1bottle
ADAMII 10X RBC Lysis buffer (for Control Material) 4ml/1bottle
ADAMI| Assay slide 25ea
ADAMII™-CD34 Kit dEAM lea
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2o aZE

SAMEBH (Limits of blank, LoB), ZZ%tA| (Limits of detection, LoD)& CLSI 7t0| =21
EP17-A0 mat A S| Ut

1) MPB

LoB (Limit of Blank) \ LoD (Limit of Detection) \ LoQ (Limit of Quantitation)
0.26 cells/uL ‘ 1.96 cells/uL ‘ 4.99 cells/uL

6



2) HPC-A

LoB (Limit of Blank)

\ LoD (Limit of Detection) \ LoQ (Limit of Quantitation)

0.40 cells/uL

| 6.01 cells/uL

21.66 cells/pL

3) Fresh Cord Blood

LoB (Limit of Blank)

0.33 cells/uL

[ LoD (Limit of Detection) |LoQ (Limit of Quantitation)

4.34 cells/pL

16.75 cells/pL

4) Frozen Cord Blood

LoB (Limit of Blank)

\ LoD (Limit of Detection) \ LoQ (Limit of Quantitation)

0.51 cells/uL

| 479 cells/pL

16.87 cells/uL

HAMM E0|E - ZHukS

ZHISHOf i Y& CLSI 7Ho| =2kl EPT-A2 W EP370] wh2t B sHRAC. 2t ZHY 2/ of| Chsto]
= HMZel Y50 FFo| glge

ADAMII™-CD34 KitS Al
2felstICt.

of 21, ot &9 Zh

2xl=o
CEE s

No =22 sE

1 Hemoglobin 50 mg/dL

2 Gamma globulin 1%

3 Bilirubin 10 mg/dL

4 Albumin 7.5mg/mL

5 G-CSF 60 ng/mL

6 Intralipid 250 mg/dL

7 Cyclophosphamide 550 pug/mL

8 Doxorubicin 0.25 ug/mL

9 Paclitaxel 20 ug/mL
HYE
1)utey
HZZ2Z(CD-Chex CD34 Flow Cytometry Controls (Streck, NE))E 0|&3}0] ¢l
EA0|M 1712 FH|Qt 17He| ZER 37HX| 5= (XM&E 12.62 cells/uL, 5= 31.61 cells/uL,
D=k 106.22 cells/uL)E Al&st ghE 4 Aot JACE
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Heske 219 ¢, S5kt IsEE 20 S0t 1Y 29(RF, 2%), ¥EY 23| t5
AEstAen, CD34 cells/uL BEEE M5k, E5E0ME CV% < 20, 15 Z0AE= CVo% < 10
£ RHEBIACE

2) MY

MEE

1| AIX}7L SUSH A 200 A 17H2| BHH| 2 37He| RER 371X| 522 BZE 2% (CD-Chex
CD34 Flow Cytometry Controls (Streck, NE))2 212 St MZct 43| g2 A|HstAOH,
CD34(cells/uL), CD45(cells/ul), CD34(%) EHLES MEEHMES CVo% <15, F5E,
DETOAME CV% < 105 BHESIRICE

(2) ARtz

3| AR SYUSH G AN 1712 ZH|2 17He| RER 37HX| =2 EESE(CD-Chex
CD34 Flow Cytometry Controls (Streck, NE))2 212 St MZct 43| g2 A|HstAOH,
CD34(cells/pL), CD45(cells/uL), CD34(%) HUz= XNMsZoME CV% <15 BsE,
DETOAME CV% < 105 BHESIRICE

(3) Azt

3Ol AIFXIIt 3702 AIFE A 17Ho| FH|2 1719 2ER 37HX| 52| EESE(CD-Chex
CD34 Flow Cytometry Controls (Streck, NE))2 5 S0t MZ et 63| 4H= A|EHstH o,
CD34(cells/puL), CD45(cells/uL), CD34(%) HUz= MsZoME CV% <15 BsE,
DETOAME CV% < 105 BHESIRICE

(4) =HIZH
1| AIHXLTH SYUSHAIGE AN 3712 ZH|2 17He| RER 37HX| 52| EESE(CD-Chex
CD34 Flow Cytometry Controls (Streck, NE))2 212 S0t MZct 43| g2 A|IFstAOH,
CD34(cells/uL), CD45(cells/ul), CD34(%) EHLES MSEOHMES CVo% <15, F5E,
DETOAME CV% < 105 BHESIRICE
ATEM
MPB Zi| 2487, HPC-A ZA| 3827H, FCB ZAM| 1247H, TFCB ZH| 1597HS AH25t0] EFAL ZhH| b
|3 AIES SHRACE A2 AIF2 CLSI 7tol =21l EP9-A20]| et B S| QAL



1) MPB A

AN ER R Al 71871 R?
WPB Viable CD34 (cells/uL) 248 0.997 0.99
Viable CD34 (%) 248 1.00 0.99
[Viable CD34 cells/uL] [Viable % CD34 of CD45]

[Viable CD45 1,000 cell/uL]




2) HPC-A &4

N ER gt Al 71871 R?
Viable CD34 (cells/pL) 382 0.998 0.99
HPC-A
Viable CD34 (%) 382 1.00 0.98
[Viable CD34 cells/uL] [Viable % CD34 of CD45]




3) FCB &Al

R Azt Ml 71871 R?
- Viable CD34 (cells/pL) 124 0.994 0.99
Viable CD34 (%) 124 1.033 0.99
[Viable CD34 cells/pL] [Viable % CD34 of CD45]
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[Viable CD45 1,000 cell/pL]
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4) TFCB ZA|

R Azt Ml 71871 R?
- Viable CD34 (cells/pL) 159 0.983 0.99
Viable CD34 (%) 159 0.995 0.96
[Viable CD34 cells/pL] [Viable % CD34 of CD45]

R pse——




. T Y
= T - (HIz=RE)
opis
ADAMII CD34 Reagent 2-8°C 1270
g
opis
ADAMII 10X RBC Lysis Buffer 2-8°C 1270
g
ADAMII 10X RBC Lysis Buffer S
ys o
(for Control Material) 8¢ 17
g
opis
ADAMII Calibration Beads 2-8°C 12748
g
ADAMII Assay Slide opks 2-25°C 24718
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2 HS2 [MeI R 2| 27]7]] At
5T T[ErAYBretH AR 1

=Y si7iHz: M|l H| 2550%
HZEES sl7bds: || &2l 18-4123%

QNanoEntek

M|z 3 ol ELt s

2AH 08389 MEEEA| FET CIX[HE 262 5,125
T2} 02-6220-7940 / HA: 02-6220-7999

HXIRH: ivdst@nanoentek.com

HALO|E: www.nanoentek.com

318531 H7| = BHA| 2hf| 7 HEHH MO 2 851-14

JHE Xt 2026\ 042



