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Correlation value of FREND PSA is more than 0.97 compared
to predicate device
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Fluorescence Intensity Ratio
Test Zone Reference Zone S

Test1 32557 112542 0.289

Test2 24603 84160 0.292

Test3 26133 93322 0.280

Test4 30427 104619 0.291

Test5 21302 74288 0.287

AVERAGE 27004 93786 0.288

S.D. 4516 15348 0.005

CV% 16.7 16.4 1.7
Example

e Test 1
e Test 2
e Test 3
s Test 4
e Test 5

Test Reference
Zone Zone
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FREND™ System

UROLOGY

PSA

PSA=

MFDS C €

‘ CFDA ‘ ‘ FDA 510(k) cleared ‘

0123

gamma-seminoprotein == kallikrein-3 (KLK3)2 2=

Testosterone MFDS C €

LA™ JAOMH KLK3 X0l ofdh =t Bl LEEA A QILICt, 22 ATFO=E QI7h 8l M3 SS0i|A LAFLICE QIZtn ZRF
PSAE kallikreint Hetzl HEICHOLA| (Peptidase) AIE &0l oM HAEAHZERS H4o ItoM F2 2H|EH, IEC=H
SHLIOIH M MO MI| MILoj M 2HIELICE PSAE HAQ AEE A2 FEE o9 Ao 2U0ME 2H LD =2
el MMEH, HXIL AREA Y + UCE A STES  S220|H tHEisst IEZ AN AHZ0|EE 2SS 521
OHSEA| ZIL[CE. HEg SLA7|= 9dgE gLt
15.00
30.00
=0.9898x +0.0329 5 Y= 0.978x+0.0868
sgo | YTOISIXTE B R=0.979
=5 R=0.976 FREND o
e £ < 10.00
2000 . 2
= : 5
PSA : =
Plua < 1500 ﬁ S
= .. 2 it K
. . & 10 g 500
O PEs ¢ %7 Cesa i
N w
<= NN A ,,‘7,\\ 5.00 g So-Rl %\
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0.00 0.00
0.00 5.00 1000 1500 2000  25.00 0.00 5.00 10.00 15.00
Predicate device (ng/mL) Predicate device (ng/mL)
HEZE dArE =il HHEY N =R SINFd S PS = ZEA R fr7|7t
FREND PSA Plus Hog 2 0.05~25 ng/mL N olgx 35uL <38 X 25 E|AE /Kit 2~8°C 24744
FREND Testosterone HoAY 2 0.2~15ng/mL gy oldgx 70 pL <3& 0 20 HIAE /Kit 2~8°C 1874
FREND™ System
MFDs CE,,, PCT MFDs C €
HIEIDI D= Z&2 24 & S 3 0[9] AN THO| #ofsts  IDRLAELIR S2E ZAELS HENO|E MAH0|H Za SN
AHZ0|E SE2QLICH HIEID D= o] Yot RX[of £t F 20| JASLICEH 1167H2] ofO| cAto 2 FE0f QIO ZHaMd
Aols otH, Z2E Alof= Ofzlo|o| L2H Mol S otB0] Lle o AT A MILQF Mt LHZFO A1 LHEH| MIZLoi| of8H A LT
& UGLICE E 7|2t S0t Z &1 HIERI D7} R &5HH S350 HAlE Mt 2 Al S0]%{0| 0 #HE 4 E0| Jts gLict
S
40.00
120.00
y =0.9482x +0.2051
y =0.9646x +2.4552 R=0.988 P
FREND 3100'00 R=0.974 FREND" 3000 . . .
£ E
S 80,00 )
M= < ﬁ PC I 5 20.00
; = 18] .|
ﬁ £ 60.00 - g
= E o WA 2
=y £ L L - =~ 5
2 46\ V‘e" \rv-‘a\\\ £ 1000
& -~
7 X % * 20,00 S ¥ ﬁ\’?
- 2 - X
0.0 0.00
"0.00 20,00 40.00 60.00 80.00 100.00 120.00 0.00 10.00 -~ 20.00 30.00  40.00
Predicate device (ng/mL) Predicate device (ng/mL)
HEZE dArRE| sl AHMIEF AN S ZF-AZE T2 B B Skl
FREND Vitamin D HAY A 10~110 ng/mL gy oy 35uL <32 (0] 20 HIAE /Kit 2~8°C 12743
FREND PCT HAH 2 0.7~32 ng/mL gy g 35uL <32 X 25 HIAE /Kit 2~8°C 12703
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FREND™ System

THYROID

TSH/Thyroid Duo mrps C€ [ rorsiowcearea’

30.00
C - y=1.0072x-0.0977
TSH= thyrotropin, thyrotropic hormone, TSH &= = 2500  R=0.982
hTSH S22 22iM UCH, HotN = 2= ECZ S 2000
Ao ol BE EX|o| MTITHAE KFZAIZ | triiodo- _ISH o
- [ .
thyronine (T3)%f thyroxine (T4) & 4NstE 2 ZHA4ME E— 2 1000
RFLICE TSHE ZAMel LY 758 xEste
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St ol Qs LAY XS MO By 3 = hyroid Buo
o : 0.00
ElE 'é"':-_"tm 2EEO\:“—“:I' . 0.00 5.00 10.00 15.00 20.00 25.00 30.00
Predicate device (mIU/L)
8.00
Free T4 MFDS C € | FoA5100 cleared y=0.9884x + 0.1607
R=0.981
‘IQI'E|E|_| 6c_:>iEH | Free T4= |' %ﬁa.;l' &Fél'tl [=R=E %9_| FREND g 6.00
o0
SR Mol MAEH, 4719 RQE EXFS0| th- Eeee T4 =
yroxined| ZOiR/= TEE USLICLCIS 2B UMM ey == I
S 229l triiodothyronine (T3)2F E7H =2E|H, th- . 2
. " e o 7
yroxine2 A0 M LojLts 7ol RE &5 (M |X, éﬁ\ - L & 2.00
4,248 9 4T erE4)0 IS FLCL SRS
0.00
0.00 2.00 4.00 6.00

Predicate device (ng/dL)

Total T3 MFDSs C€
y=1.0072x-0.0529

T3Z YT triiodothyronines 3749 RLE A Fren R=0.990
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ES
o
o

N~
=3
S

0.00
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Predicate device (ng/mL)
HZEY Al =xuol ZHER AN  =mAZ  FME TR HIeE  Qay
FREND TSH HAH LN 0.06 ~ 25 mIU/L gy gy 35uL <3& X 25 HIAE / Kit 2~8°C 2470
A e TSH: 0.06 ~ 25 mIU/L =. =. . 9 o
0 O &Y e &4 Ol Skt = HAE o~ JHed
FREND Thyroid Duo HAHAH Free T4: 0.4 ~ 6 ng/dL RS UReE P, 70 uL <3E 0 20HIAE /Kit 2~8°C 1270
FREND Free T4 HAY A 0.4~6ng/dL gdxglgx 70 pL <32 (0] 20 HIAE /Kit 2~8°C 1871
FREND Total T3 HAH A 0.25~8 ng/mL gy gy 70 puL <32 (0] 20 H|AE / Kit 2~8°C 1274
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FREND™ System

CARDIAC

Cardiac Triple/Triponin | mrps C€

20.00

y=0.996x +0.1132

FICIof EC|E2 ME OHH| £ ME 25 &4 59| &4 FREND- - R=0.970
. £
2 ZLH 4 e MEatE 3749 EX|Xt CK-MB, Tro- Cardiac 5 1500
; " s riple =
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0.00 5.00 10.00 15.00 20.00
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3,000
BNP MFDs C€ = 10336+ 15213
. ) ) ) 2,500 R=0.983
BNP&= Brain natriuretic peptide £ B-type na- o 2
. . . -~ 2,000
triuretic peptide (BNP)2| ZU0|H, A& 2K A 0] g
o
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& o
0 500 1,000 1,500 2,000 2,500 3,000
Predicate device (pg/mL)
L3
D-Dimer MFDs C €
10,000
. N N N . - y=0.9512x + 74,057
D-Dimer (D-Ol&fAl) = AMLHOIIM ZE 0] HH =0 8 - _soo0| R=0.9764 .
2o dcte T QILCH g Aeto|Lt 81 &80 £ P
BEshA 245 H2 D-Dimer +417t SHb S ;o
= N £
EILIC. D-Dimer dAts F2 AI?‘E%%E%(DVT), ;C'm'“ — - a 4,000
N N o < it ’T‘\—\ . g
H MM E(PE)S X St= O AFS =X Mg gtE et S Q T Z
R N + - ‘ ‘*Qj. S NINE a e £ 2,000
drdet IEd g2 S1(DIC)el TIE 2l X7 = = X e
DLHY f8gLct 0
0 2,000 4,000 6,000 8,000 10,000
Predicate device (ng/mL)
R IV =5ue| HNEIY  FNSY BN FN  EFFH  2@2E Rald
Troponin| | 0.05~20 ng/mL
FREND Cardiac Triple &z CK-MB | 1~80 ng/mL EDTA-¥% 35uL  <3& X  25E|IAE/KIt 2~8°C 1274¥
Myoglobin | 5~500 ng/mL
FREND BNP HejHTY 30~ 2500 pg/mL EDTA-&% 35uL <38 X  25E|IAE/KIt 2~8°C 1274¥
FREND Troponin | HojHAY 0.05 ~ 20 ng/mL EDTA-&E% 35uL  <3& X  25E|IAE/KIt 2~8°C 1274¥
FREND D-Dimer HojH Ty 50 ~ 10,000 ng/mL FEU Citrate- €% 35  <3% X  25E|IAE/KIt 2~8°C 1274¥
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FREND™ System 2

FREND™ System Application

g2 HEE
HEM ot PSA Plus
LIMSER Testosterone
H|E}aI Vitamin D
Thyroid Duo
(TSH/Free T4)
TSH
dedols
Free T4
Total T3

Cardiac Triple
(Tnl, CK-MB, Myoglobin)

Troponin |
2%
BNP
D-Dimer
HES PCT

FRTE 020 (HB)
FRTEAP 020 (AP)

FRVD 020 (HB)
FRVDAP 020 (AP)

FRTD 020 (HB)
FRTDAP 020 (AP)

FRTS 025

FRT4 020 (HB)
FRT4AP 020 (AP)

FRTT3 020

FRCT 025

FRTI025

FRBN 025

FRDD 025

FRPC 025

ZHl Er

SiX Ol S4xb
=25 =0

Citrate - &%

gt
0zt
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et
0zt

agul 82

35uL

TopL

35uL

TopL

35uL

70l

70 L

35uL

35l

35uL

35l

35uL

It
0z

Hel

0.05~25ng/mL

0.2~15ng/mL

10~110 ng/mL

0.06 ~25 mlU/L (TSH)
0.4~6ng/dL (Free T4)

0.06 ~25 mlU/L
0.4~6ng/dL
0.25~8ng/mL
0.05~20 ng/mL (Troponin I)
1~80ng/mL (CK-MB)
5~500 ng/mL (Myoglobin)
0.05~20 ng/mL
30~2500 pg/mL

50~10,000 ng/mL FEU

0.07~32ng/mL

Ciget AL &5S MSELICH

w2 ol

o

- CE, MFDS, FDA, CFDA

0 CE, MFDS, FDA
0 CE, MFDS, FDA
0 CE, MFDS, PMDA

- CE, MFDS, FDA, PMDA

] CE, MFDS, FDA

0 CE, MFDS

- CE, MFDS
CE, MFDS

CE, MFDS, CFDA

- CE, MFDS

- CE, MFDS

FREND System Heating Block Specification AP Specification
84 &4 Het 100 - 240 V~ 100 - 240 V~ 100 - 240 V~
g 1.7TA 1.5A 1.7A
Fob 50/60 Hz 50/ 60 Hz 50 /60 Hz
& 4= e DC12V DC12V DC12V
Mz 3.33A 5.0A 5.0A
A= £:240 mm £:190 mm £:195mm
20]:260 mm 20[:200 mm 20[:230 mm
=0[: 175 mm #=0[: 50 mm =0[:210 mm
24 3Kg 1Kg 4Kg

1
ot
2l
r

2k:15~30°C
&&:10% ~ 80 %

2kE:5~30°C
&E:20% ~95 %

2k5:20~30°C
&&:10% ~ 80 %

NanoEnTek, Inc. (HQ)
NanoEnTek iiseses tus seusaossemcasm ns (% 08389)

NanoEnTek, Inc. (
B7|= SHYA HEt NolZ 851-14 (? 18531)

.uring)

EnTek America, Inc. (USA Branch)
NanoEnTek Bio-Technology(Beijing) Ltd. (China Branch)

(TeD) +82-2-6220-7867 +82-2-6220-7999

ivdst@nanoentek.com www.nanoentek.com
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