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1. YUk
IVD RSN F2 W = 35 5 In vitro diagnostic medical device
. Authorized Representative in the European
EC |REP B R B c Tep P
Community
& HEE Caution
LOT a2y &5 Batch code/lot number

x
m
-
=
B

Catalog number

UL FEE ) PR Temperature limitation

BN RN EIE Sufficient for
S AR IR Do not reuse
Bl E 2 IR Consult instructions for use
LGS Manufacturer
155 AR Use by
Corrosive
Sk Acute toxicity

KA SVEAEM  Acute aquatic toxicity

AR Flammable

®® S QOUREOC~

2. HRHE

21. [XL&HIC
MagDEA® Dx SV %, Magtration® Technology % #||H U 7= A #h{b2E & H O HHFEE T
T, (BEMEEE E LT geneLEAD £ & U magLEAD &) —XMNEREShET,) AF v M, 200
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uL F 7203 400 uL. OFE S| real time PCR, RT-PCR (ZZ D F T2 Z & 2SN alfe 72k
Z R EZ DR TR - BRI A Z 3 TE 3 (400 uL OFREIOSA L, BEMEEE S L
T magLEAD 'V — XD A F), Magtration® Technology 1%, &tk + % Fv /= PSS i H
OHEBDBEHNTH Y mODEE 1T MMUEE AT O MERH D A, ZO72H, MagDEA®
Dx SV TEEEHIH 2175 Z LIk, ZuRrarvZIx—yva S voar2Ix—va
YOYRZEMEIT A ENTEET, o, FERAEICLA0EROMIC T, LRIz
BEfE]Crn i © DNA/RNA Z 4l - Fl 2 2 L nca 9,

22. FEHEMN
bt Mg, 7203 EDTA, 7 = U &TemaE, MHEER KR, SRR, R, IS,
WEWE . B D7 A LA DNA/RNA HiH « Hg 8
EDTA. 7 = % 5ice MM 504 7 5 DNA O - ks,
MagDEA® Dx SV %, TN OHTIHERZIRIEL A, FREEDICE, FiROBERIEIE
VAT AEPHLTLIEE N, A~ U EETRREE, FiO PCR TRIZHEL £,

A Caution

® XN TAE ZMH I 556, IR 54 98/79/EC Annex Il
FTIRANHN TS List A, B 72 5N Self-test OR2KrHE B I3 H
TEEHA,

% W TARREL AT 256, SUFORIBIEE TBR T S0,
Magtration Reagent MagDEA Dx SV Instruction for use (J5EhR)

2.3. #HHFEE (Magtration® Technology)

Magtration® Technology & (BRI 1% T~ 7" O CTHiE L T, BaMERL 1 & W IKE 53 % 57
B o83, (D) Yo7 a2 #fE L £9, (2) Proteinase K & RARIRIZ L > CTH o T o
PRIEEAEIELET, @) A Mty s A4 LT v a— I Ko THKMRE % FF ol
Mokl F IO 2 s S ¥ £, (4) Magtration® Technology (2 L - T, SUSIE T & REMh %
ML £, 6) TAa— &2 Gteleidikz AV CrivER 2% LE9, (6) Magtration®
Technology {2 & = T, ¥FET ORI - 2RI L E3, (7) WK E L TRKIC K-> T %
W S, IR ZEINT 2 — 7B L £,

.
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2.4 Xy FAE
Bt — Y v U Ry 7 A

1. EEfREr— Y v 48 K
BBHpHEEI—N) VD
AFx oy NI, BEMES AT AHRETT, Well 8
BB 2T A OIEEER & R C Welll > "
<TEEW, 2D-code\ \ D ) -
Well No. Reagent name Quantity H-code / P-code
. . H302, H315, H318, H400, H410
1 Lysis solution 48 x 400 pL
P264, P270, P280, P310, P321, P501
2 PK solution 48 x 80 uL -
3 Carrier solution 48 x 80 uL -
4 Magnetic particles 48 x 200 pL -
5 Binding buffer 48 x 1000 pL
H225, H319, H336
6 Wash buffer 1 48 x 1200 pL
P210, P233, P280, P312, P405, P501
7 Wash buffer 2 48 x 700 puL
8 Distilled water 48 x 1200 pL -

2.5. R{ERSRT
£7 0 b il Bi AR TR OB HIEER ORI £ TORMERRIILLFIZ/R 0 £
j‘o

Z7'v k=L | 200 pL protocol 400 pLL Whole Blood Protocol | 400 uL. Other matrix Protocol
Kt p e geneLEAD 3 X U'magLEAD | magLEAD 'V —X magLEAD vV —X

Y —=x
PRAERERH] #1254y #7404y #1304

26. RELOIEEE

X MI. 10 T2 5 30 CTHRIFLTLZE W, FfESERNTLEEV, GiREE. kO
REND & 2 BREL 20 TERAF L T 2 &, R HERERIC BN Y= bk H iz, %
IANEEZB L TIREFEL T ZEE N, F7-, BEL-RESCHREES, I—F v Py —% |
I L7REETIRAF L T E &,

3. BRI
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31, BMYRLEOTEEE
Zﬁl SRR 2 2D BT O A % SRR S0,

Adnld, BHEMEIEE AR T, TR 2N T HEEAE DO B E 2 X < s
<TEEW,
WD T —=NEELTEE, SO~ =a2T7 VEZRL T 2SN,

il HRED LD 2 DI E

- TRy 7= Yy UHNORIEX, BEEEIIAREYE S A TOE T, Material
safety data sheet  MSDS)# 2D k. BV W ZITH0EE L T E &0,
FRAEERET, MREOLZEFIRCE, BYEOMEREZR L TR H-> T EE N,
BT 7T, EBIOBYELITORN T 7EE 0,
AL, T8 AREZEMA L. BOR#EEZIT-> T EE,

- fEHBIE. FREEEL, L FEE-TLEI N,

FEFERF DO E A

- KRB X OVHFET OBEIER T, B OfERAELE D b o L LT, BEEERFT, MSDS &ML,
ZNENOHIEOBIHNHE > THRIEL T EE0,
AT A Y TR EAT NV A=V EERETOT, KIRBHEY O IZHEFELR2NTLE
S\,

ARARMERE L oVEE S

- EAMIRAZRGE LR LTl EEn,
KRR ED— N v VB X OF v 7T v 7 ZHFHALRNTL E S0,
T a— REEDITFIZVIE LD LT a0,
AKLZEREN— N v Ty 71y MTDHEITT LNy 72— L NNE DWW T2 A REE D &
LA, AN VI D ICESIEDHE L LT THEHSES W,
TRHRIE, BEZRE KT, MR 7-0F v TR~ DR IR OFRRE & 783812 & - TRIK &
NEFTHZENHY £,
REZEH L -FE, BREHE L2 TEE0N,
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EfE i B A 152 %12 MagDEA® Dx SV ICA v Z—FLav ha—LZ2Efl+52 8L, £7-
X PCRAIE~DRST 47 ar ha— L2 FEH LTS EE N,

3.2. BEFIR

BAEFIEIC OV T, BEMEEE ORI EZ L <HATIEI N,

HELEE SIS LERFROa v a—< 7%y RN T,
EEBRE ANET,
Graphic user interface (GUD72» 6, THH 28R L £,
GUI OFRITHE- T, BEBHMEREI— N v 2 O ara—<7 0%y MIEEN
HF 7y PBIOREIZEEICEYy FLTLLESW, KWEREI—FN) v T v 7T
Ty FTLRNCT LNy 7 = VRN RIER DN TV DA, TENL /220 ) I IR
DIELTHL IHEHASTEIN,

AT 2BEIT IRELTZ DT OmEY L0 £, #ED GULIZIE-> Ty hLTLZS

S — h U v MagDEA® Dx SV (N
F v 7w b 1ty k
WHIRIEI AT 2 — > (%N
P INTF a—T S BERTF 2 —T 1K
A ¥ v 7 (WEIZIR L 0) 1 i

. HEEO GUI LOFRRIZHES THEHT 71 ha b2 @R L T 7Ea 0,

5. GUI OFERINEST, Yo INTF 2a—T ERTBFR T 2—7, LEISCTEEE S v v
7. MagDEA® Dx SV, &EHKENHTF 2 —7, Fo 7 eF v IR —nELEEIZEY
FENTNDZ EEZHERL TS EENY,

6. HEOT7a Y NINR—ZADTIEIN,

7. Start RNZ &ML EEDPEEAMEEREZRRB L T,

BERET L7c b, GUI OFTRITHE- THAEL, EE T o PO AN—ZBIT T ZE 0,

4. EFEEMERE

The performance tests were validated using geneLEAD XII plus of PSS. PCR result of the extract is
depended on the PCR condition and the amplification system.
4.1. Linearity test of extracts from various sample matrices, spiked with M13 DNA bacteriophage

M13 DNA bacteriophage, using 10 uL and 7 different concentrations, were added to 200 pL of following

human body fluid samples; Serum, plasma (EDTA-2Na), plasma (ACD), swab (throat), swab (nasal),
cerebrospinal fluid (CSF) and urine. Those samples were prepared to final numbers of 1x10 % 345 6,7and 8
copies/extraction (5 replicates). DNA was extracted using MagDEA® Dx SV on geneLEAD Xll plus, and the
extracts were PCR amplified using ABI 7500 Dx fast (M13 specific TagMan probe). 100 copies/extraction
were detected in all tests. Slopes, coefficient of determination (R2), PCR efficiency and

MagDEA® Dx SV
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y-intercept were calculated using the Ct values obtained from samples between 1x10%2 copies/extraction
(Table 1). No differences were observed between the sample species. PCR amplification curve and
Linearity plot graph using serum is shown in Figure 1.

Table 1. The linearity test analysis showing obtained Ct values from seven different human sample
matrices

Plasma Plasma Swab Swab
Serum CSF Urine
(EDTA) (ACD) (Throat) (nasal)
Slope -3.447 -3.406 -3.415 -3.369 -3.391 -3.361 | -3.397
coefficient of determination (R2) 0.995 0.997 0.998 0.999 0.999 0.996 0.998
PCR efficiency (%) 95.027 96.594 96.253 98.061 97.215 98.405 | 96.954
y-intercept 41.863 41.556 41.782 41.097 41.463 40.883 | 41.052

40

35 @\8\ Oserum
30

Js =N
820 Te

15 \9\

10
5

0 T T T
1.E+01 1.E+03 1.E+05 1.E+07

13)

copies/Ext.

Figure 1. Linearity plot graph showing copy numbers and Ct values from M13 bacteriophage included
serum as typical data.
4.2. Genomic DNA from human whole blood

Genomic DNA was extracted from human EDTA-2Na (specimen A) or ACD (specimen B) whole blood
samples using MagDEA® Dx SV for total 6 days (6 replicates by each run). The white blood cell (WBC)
numbers of specimen A and B were 6.4 and 9.2 k/uL respectively. The concentrations and purities of the
extracts were measured using ND-1000 spectrometer (NanoDrop) (Figure 2).  After 6 runs, there were no
significant variations between the two specimens.

7.00
B Specimen A (wbc 6.4 k/uL
6.00 p ( /uL)
B Specimen B (wbc 9.2 k/ulL)
5.00 T
g 4.00 - A260/230 A260/280
E 3.00 - Specimen A 1.70+£0.11 1.8810.06
> Specimen B 1.85+0.17 1.89+0.05
2.00 -
1.00 -
0.00 -

Dayl Day2 Day3 Day4 Day5 Day6

Figure 2.  The yield, A2e0/280, and Azeo/230 of genomic DNA from whole blood sample.
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5. "IN a—FT 4T

r T TNANELCTEEAEICIE, LTFOXKRE T2 TEE 0,

O T VAR LTI,

(1) R, IR DML

o CT T —E LT

S| *F R

AEOIRRE S UTHEA L3R O BRAFER ISR 720V E THER L 72
W, AT 2REHT 2 2 _RSBRFRED LW OO0 FifEe b D%
TEERALIEE W, WK - SR OSE . REHBICE - T
INEDNBDT DHERH Y £7,

REEDIRRE RIS — Y v VORGFEREICIVEN 2 Vg TR TE SV, B
AT CRAT LTS BT THEIRICRER L T THEHAS SN, £72,
RIEZHRE S ERNTL SV, BB O H D & Z A TOLRIFILEET
TLTEEW,

B OIRN AEHT & o TIE, EEW R » TRBE CHEB IS T 5 & FliH e

FIZF v 7O HGEE Y Pl & | 5 LROBHERD A 43127 % ek
NHYEF, 1000 L HENy ¥ —TEZIZE Ry T 4 I TE5H
BRENAZLTYT, GE LB 23 e LTHERA LRV T ZE
U,

aVHIRx—T g

I EENOSRE, 27— % 0.1 %k BEERET N U 7 AW
WEILTO~80 %% /) — L TELIRRNTLEE N,

A B LAEE O s

HEMEEEDO T —a— F2 2R LT, 2REOMRITHE> T2
S A

(2) RNA 7283 LTV

YD

JARIA xR

AEtOBEN LT TS | RNA 8IS L TRlREORE 26 1 L7256 . RNase #0724
EMHETSRWEERHY £, MBOREZEL L TIZS0,

T R OB E B TR O Y > TN 2 RIEFFBE L2V T 2SN, AT

B, PR T 2 — T DEZHD, -80CLUUMIRE LT ZS
Uy,

#3 RNase DEA
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