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“ Manufactured by

NanoEnTek Inc. (HQ) Tel:+82-2-6220-7940
12F, 5, Digital-ro 26-gil, Guro-gu, Seoul, 152-740, Korea

US Branch

NanoEnTek USA Inc. Tel:+1-925-225-0108, +1-888-988-0108(Toll free)
5627 Stoneridge Drive Suite 304, Pleasanton, CA 94588, USA
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This device complies with Part 15 of the FCC Rules.
Operation is subject to the following two conditions: (1) this device may not cause harmful interference, and
(2) this device must accept any interference received, including interference that may cause undesired operation
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SETUP (81, AFE R 018 7|2 W 9i2)
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= NANOENTEK
ABC
BIO
CDAC

ARA
BBB
cce

2011-12-15 11:44
20111213 10:43
20111212 0%:42
2011-12-10 08:41
2011-12-08 08:00.
2011-12-06  12:35
2011-12-06 08:15

HlolEf 24 A

o2

MEfeh oh e 8L CojE FE =l

DHY ZRIE2 Ho|H £

MEHSE B O|E{2 USB drive® XA
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2011-12-08 08:00.
2011-12-06 1235
2011-12-05 0815
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FREND™ 7. SETUP H{ES =ZL|c}

System
473 X

8. MH2}HO|A Date & Time HES =2L|C}
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FREND™

System
4% E*Xt

12. 4= gh= (Patient ID, User ID, Order #)8 HXsH &,
K HE

Patient ID:

User ID:

Order #: Optional

LabID:  nencaVTER

| [ [oP=1- % ®
/\ Warning:

#2 8 =ods 98 HAHTUNL QC WA N o
code chip
oQCcaElds
|

I
2lx|e| AHE O E'RE.“—IEh

111011

14. Code Chip HES FEL|C}

21
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FREND™ 15. QC7IEEZ|X|S] EE XAF22 MY

/[

System
4% E*Xt

16. QC AEH

17. Item HE

Lot

303272
303003
303771
153050
111012

New QC code installed.

Install Date
2014.2.19,10:6
2014.2.19.10:5
2014.2.19.10:5
2014.2.17.17:23
2014.3.7.13:51

A7t H2E[H OKHES F21 ¥ 32z 0[S

"

Expiration Date
20138.27 I
2014.6.2

20156.5
2016.12.17

22
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FREND™
System
4% E*Xt

19. QC REH A

303272
303003
303771
153050
111012

Install Date
2014.2.19.10:6
2014.2.19.10:5
2014.2.19.10:5
2014.2.17.17:23
2014,3,7,13;51

X|7} BUA €7 OK B

Expiration Date:
2013.8.27
2014.6.2

2015.6.5
2016.12.17

23
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FREND™

System
2EEX

22. QC7tEEXE tE 7o

gL

/!\ Caution:

e ol FLEE|R| 9] gt FolstiAlL.

23 ZATHAEMO=E F2E UIHK| of7|gLIch QC FHERIXIE HA B

2L|H I}SC2 HiEE L CH

[

Running Test. Please Wait.

(E— )

s HAGARE Ml EAZ THE L
Stepl. 20| X &=2&F
Step2. 20| X YetIHE
Step3. H|& AAt

24
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FREND™
System
2EEX

24. ZAH ERED, QC FHE2|X|7} LoD M7HR] SO Tiet 2ot BAIEUC
HA &S| 249, ALBKHE M7FR| THHOf ChB Pass BAIS Holgt 4 gLich

Guality Control Result
Date,Time : 2014-2-19 10:9

|
stepl. Laser Power ; Pass !
Step2. Laser Alignment @ Pass |
Step3. Calculate Ratio : Pass 11

/!\ Caution:

DHoF @ & ZHALS SIHSHA| 251, 21-24 THAIS CHA| A|ZStYAR. e X o
g3

of
2 S8R RE Z2 SBAOA 2ostd Al

25. @ HES 52 Mo stHoZ o|SELCh

Quallty Control Result

Date/Time : 2014219 10:3

Step1 Laser Power - Pass !
Step2 Laser Alignment : Pass |
Step3. Calculate Ratio : Pass |

Q.C Pass!

26. QC ZtE2|X|2 X AHBHL T}

25
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FREND™

System
2% 22Xt

27. REXS AL ONOFF DSV USBH USBD  CODE  SERAL
i [of=T- % O]

&

Q.c
code chip

111011

/!\ Caution:

QC ZEHS HHT A|, X QC ASES "Wt A7t Y K| S2{FAAIL.

FREND™ System A% 0| 22| Q&L Ct

26
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FREND™

System
s it

OnoFF  DC 12V ussH  usaD

Elﬂ@ﬂﬂ E‘

£

S

[

# 29K

2. The system will display this screen while the software boots.

3. Check the main screen.

ONOFF  DC 12V usaH  usBD

Elﬂ@ﬁ a E

! Caution
FhEIx BEH el werg 7ol 2 gelstLct 2k2te) 7t
ER|X| 2% 820 = Stte] REXS ZotetL o 7LE 2| X| Q]
ASHE YA Hol2 SY Sk

27
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FREND™
System
5 it

5. 4% 31HO| Code Chip HES F2AA|Q.
-

6. 7tEE|X|2] BEE= AHE2 2 M ELLH

/7

New Code installed.

tot

7. 7tEE|X| ZEHO| HAVt A2E|H OKHES F20 278 stHoz o|SHLICH

New QC code installed.




N A
1O

FREND™
System
a5 At

Y BHEO| Item HES FELIT

Ttem Lot
PSA 303272
PSA 303003
PSA 303771
iCardiac 153050
ﬁc 111012
-_ o -

Install Date Expiration Dat®
219105 013827 |
2014.2.19.10:5 201462

2014.2.19.10:5 I |
2014.217.17:25 201565 —
2014.3,7.13;51 2016.12.17 4

N BN S O . - v

Date/Time : 2014-2-19 10:15

Patient ID> : KIM-04.
User ID: LEE-D1

Order # ;765

LabID:  NANOENTEK

PSA: 187 ng/mL

FEn el

o
e
o
Hu
o
ofn
1o
-
sl

29
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FREND™

System
s it

11. 7tE2|X|9t S5 HHE EH|gLicH

Patient ID

i il

§
i)
8

- sixto] ZH|E F8| & 1 2-4mL HAUS SmL FH0| HH3 5 AMELE|S S5}

12. gxtg=et MEE FHERX| flof #7[0h 7, M= TS 0|8
AL BH(RE £= EB)E FtELX| FYF 0| FoldLth

OF

tol

/I\ Caution:

AHE FLL W, 71Z7F WIH St 8-S =60l FUSH REE F
9| gLt

13. 09l B0 TEST HES 2B AIAHS HSO2 BA Hu Y2 349

o= o|sYLct

TEST DATA

30



Xt=
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FREND™
System
g "kt

/!\ Caution:

FhEEIRIl del WS Folotn Y 2R MEHS BelchiAle.

31 FREND™ System © 2012 NanoEnTek Inc.



pN L
1o

FREND™
System
g At

16. ZA7H AHECR 22 UIHK| 7|2l Al 2.

Processing

s
s

17. H+20| 2HEE|®, FREND™ SystemO| ZAFS A|EFStLC}.

Running Test. Please Wait.

(000000 )

/!\ Caution:

FREND™ SystemO| Xt5 Z ¢ 0] =,

18 ZA} 22 El®, 72X

Date/Time : 2014-210 10:15
Patient ID : KIV-04
 LEE0L
765
© NANOENTEK

1.87 ng/mL

L HtO
=

2 1191 AL Z1b7t BAIG U,

HeZ 1 OHIAIQ. @S0 glolo gL,

32



pN L
=)

FREND™
System
s it

Date/Time : 2014-2-19 10:15

PSA: 187 ng/ml

20. AL 2t2E|QAELIC 2rof THE AME AASH HCHE 11-18 THAS

- IR ASO2 MYELICH 09l Spio] KR TIEE 20 o B Y

rlo
i
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FREND™
System
HjOJE| e

Q! =3Ol CojH HES F2H

ol Ef A=y

NANOENTEK
ABC

BIO

CDAC

ARA

BBB

cce

2011-12-16 11:44
2011-12-13 10:43
2011-12-12 08:42
2011-12-10 08:41
2011-12-08 08:00.
2011-12-06 12:35
2011-12-05 08:15

-

Hedsis| glsfA
Ho|x| 0]5) Mkt

< NANOENTEK
ABC
80
CDAC
ARA
885

2011-12-15 11:44
20111213 10:43
2011-12-12 00:42
2011-12-10 08:41
2011-12-08 08:00.
20111206 12:35
2011-12-05 08:15

#y

g

Pzl
(=]

2% StHo SHBRE

AR HIOE AfH| & &

b

= sk
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Xt
1O

FREND™
System
Glo|Ef 2zl

= NANOENTEK
ABC

BIO
CDAC
AAA
BBB
cee

20111215 11:44
20111213 10:43
20111212 09:42
20111210 08:41
2011-12-08 08:00.
20111206 12:35
2011-12-05 08:15

20111215 11:44
2011-12-13 10:43
2011-12-12 09:42
2011-12-10 08:41
2011-12-08 08:00.
2011-12-06 12:35
2011-12-05 08:15

2011-12-15 11:44

2011-12-13 10:43
2011-12-12 09:42
2011-12-10 08:41
2011-12-08 08:00.
2011-12-06 1235
2011-12-05 0815

Z2E7L AZE|Of A2,
Ol stHo=z FopZfLCh

IH

2l

[

2oIsk] s SMl B HES FEULCL

Be 8= FOIELLC

35
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pN L
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FREND™
System
oo & 2|

ool st

CloE =23

7|7| IO USB H ZEO|| G 0| g
=2 USBE GZAYCL

A\ Caution:

o HolE HES F28i gol, #A,

HALCIOJE AH| & Eats

FHFLICL

ONOFF  DC12Y  usgH UssD

Oicz i ®

USB HF(1.1)S

s NANOENTEK
ABC
BIO
CDAC
ABA
BBB
cce

= NANOENTEK
ABC
BIO
CDAC
AAA
BBB
cce

DE HO|EHE &

SHOIBHAA Q.

2011-12-15 11:44
2011-12-13 10:43
2011-12-12 09:42
2011-12-10 08:41
2011-12-08 08:00.
2011-12-06 12:35
2011-12-06 08:15

2011-12-16 11:44
2011-12-13 10:43
2011-12-12 09:42
2011-12-10 08:11
2011-12-08 08:00.
2011-12-06 12:35
2011-12-05 08:15

36



pN L
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FREND™
System
Glo|Ef Rz

CIOJE AtH]|

2011-12-15 11:44
2011-12-13 10:43

2011-12-12 09:42
2011-12-10 08:41
2011-12-08 08:00.
2011-12-06 12:35
2011-12-06 08:15

MEfSH HIOJE 2 Mot H2 B2, HIOIEE MEfst 7| 2734 Mef HE

= T2 Ho|H 7t AN E Lt

5 NANOENTEK  2011-12-16 11:44
ABC 20111213 10:43

BIO 2011-12-12 09:42
coAC 2011-12-10 0841
2011-12-08 08:00.
20111206 12:35
2011-12-05 08:15

HE HOIHE AMstn A2 F2, d8M H

APRIE LIEE

H HES 28 2E HO[E7}

37
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7 A EH

FREND™

System
X e

FREND™ System Q1 Ap&t

4 QA3 Ct2o| Al =l sFHAI.

: 7|7| *FE” WOt 2|2kl 0] & 01 F ot FREND™ System 2B

. 7|7| *kﬂ"l Ol ot &24Gl0| FREND™ System o M5 43 22| QC FtEZ|X|
13| AAF sFEMA| 2.

. 7|7| 2ol 2 01551 ZHEtE LA £H 77| A8E 54 SISt S8 £

= FIZAF MH|A B 2 g2te SHdA 2.

>
_t-_'

FREND™ System SX| Zta| ZHH]|

Q.C. Pouch Q.C. Cartridge Q.C. Code chip

[T

FRENDSystem
Qc. Codechip

dit

FREND™ System 20l Algt 52
L Zlo/N &8

2. Zo|X LEtIHE

3. Hlg A

38



FREND™
System
X e

N
Qo
(@}
&l
In

a3

mlo
ot
ez
fH

ot

IfQ

9| Code Chip HHES

_._E.=,'

C K|
o

StLte|
QC 7tE2|x|9|

Ut
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7 A EH

FREND™ 5. QC7tER|X|o HEE AHEo2 MEEL|CE

System /

X e

New QC code installed.

6. QC BER MX|7} 2A2EB OK HES £21 M giBioz o|SFLIc

Lot = Expirstion Date
303272 14 2013.8.27
303003 1L 2014.6.2
L
14

303771
153050

1
1
1717:23  20156.5 1
111012 14.3.713:51 0161217

1

9.QC A=Y MX|7H B |, OK HES 21 47 gipioz o|SELIT

40



X

a AL
R

FREND™
System

X el

12. ZEERIXIE MU0 5L

/!\ Caution:

HE Tl FtE2[R| Q| Yo ReSHIAIL.

H -

41

FREND™ System © 2012 NanoEnTek Inc.



13. ANt Aoz S=2E WA 7=

[

Running Test. Please Wait.

(C I

o MA BAs M EHAZ T>ELCH
THAIL. 2fo|N &7

THA2. 20X LetelHE

THA3. HIE AL

14 AMZE BREH, QC FLEZ|X[7} L@ MIZER] EHA[Of TRt Z1t7h #A|
EULCHL 88 & Al AHBAHE M7HRI S1F 2AE ol & USLILH

Quality Control Result
Date/Time : 2014-2-19 10:9

Stepl. Laser Power ; Pass !

Step2. Laser Alignment : Pass |
Step3. Calculate Ratio @ Pass |

/!\ Caution:

BIof RE ZAIE SHOIA| 2518, 21-24 EE CA| Al=stiAle e xoz §

ISR R B2 SEAIM 2OlSHAIR.

42



Quality Control Result
Date/Time : 2014219 10:3

Stept. Laser Power : Pass !

Step2. Laser Allgnment = Pass |
Step3. Caleulate Ratio : Pass |

Q.C Pass!

16. QC 7tEE|X|E &Ot FHAIL.

ONOFF  DC 12V usaH USBD

Oz @

¥
/!\ Caution: ﬁ

QCIEHZ MAHE Al BX QC ZEH S =2FHAL. ac

code chip

111011

FREND™ System SX| #2|7} 2t2 | A&L|Ch
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AEBHM H25kA
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g MA £ =tet

Zek 24

e FREND™ System=
Lt 2X|2X| OHAA| L.

H

oK
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Al2.

e FREND™ System& &

o OFM2 I3} FREND™ SystemO 2

o FREND™ SystemQ| &2+

o

HUAl2:

1o
(]

b

ze mHUM =

- 2&£:15°C ~ 30°C

-

o
=1

ta

-&5k5:10% ~ 80%

X| OpAA| 2.

=
S

o

1

. 7|7/9} BRiE AHo|

WRSHA 7XI5H0] FHUA L.

off FoISHIAIR.

=
=

AEE SlH 717

x=3
=

o Lt

X| OpAA|2.
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1o

ST

= = oy |
=X siZ HEO 2H7L MY 2, MulA HE 12t Hol kg AR PIX| 2ol 3
AR,
T
FIEZ|X] HY
EMC-01 7} E 2| K| 7} A E|X| QLRUSLICE
Restart and insert cartridge
fMcior  Canuidge Insert Alert
+ OKHBIES £221, 3000 7LERIK|E M At
Restart and insert cartridge
fMcia  Canuidge Insert Alert
+ FIERIXNE M HUATLICE 4 = FIERIX| 7L SHE HURRA=R] el
L|Ct.
EMQ-03 7tE2[X|Q| @f SIS Bl = HAYELICE
Restart and insert cartridge
BGos  Cortridge Insert Alert
« FIERIXIE SHIEA M HLRLICEL X 4 = FHERIX|7} SHIZ MR RUl=
x| ghorgLct.
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EMC-04 A QU5 7HE2|X| 2| @eto| SH2 K| Y& LT

Check the insert direction, then restart

m Cartridge Insert Alert

« ZIEZIXIE SHEA M dYLCE M 4Y = FELX7L SHZ YU
U=X| =RlgtLCt.

EMBR-01 7} 2/ (0]l Q1245 HIAE T} A E|0j A 2HH2 Q1AJ0] E|X| Q&LiCh

Restart with new cartridge

[Bwmm | Barcode Scanning Alert

« MER FLEZ|XZ MAIZ St

EMBR-02 7} 2| X|0fl QI &l B} E 7} OIAIE|X| Q2L Ch

Enter the cartridge lot number
in the manual mode

[iManoz  Barcode Scanning Alert

- JlEE|X| HRE Yool Yk YB WSS N Y2 AL,
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Qx| Y ma

AoE  uas

Mo

Cartridge lot number should correspond
to code chip number.
Enter correct cartridge lot number

Emproz  Incorrect Barcode Info

c JIEEIXS 2 WSS SHEA CHA| et S 2HEY AL 24
EAEHN 22 9¥ HD O FLEZ|X| 2 CHA| A3 AI2.

Hlo|Ef B

EMDB-01 USB % H ZE9| 0|At2 & FREND™ System@| USB H{Z 0| SrX| &
Lt SHEA AZE O UX| S LICE

[

Check the USB version or if the USB
is connected to the USB port firmly

DBl Unrecognizable USE

- USBZHUSB H mEO| S6h2A AZE|YAEX| HOIHAIQ. O HESE
11 X|2l, FAT E T} C}2 USBS ALSBICHE TICE SHSOHA| 22 4 UL
C WAIS 0| OIASHR| ECH TRl ZOlLt ZAfO] 2olsHIAlL.
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Hlo|Ef B3

EMDB-02 FREND™ System Of| A{ USBE G| O|E| 0| £X 7} LrAysh &L C

Check the USB is connected to
the USB port firmly

[EMopaz  File Transmission Alert

. USB EESHUSBY HIZ ALEIS SHOIsHAIAIS. DHof 242 2R LMA| Tf2|
Ho|Lt HZ AL 2olsHAIAlS.

GIOlE X%

EMDS-01 FREND™ Systemo| G|O|Ef X{& 82F0| X D}E|Qi&L|Ch

Back up the data with USB
and then delete the data In the storage

MDso1  DataStorage s Full

« USBEZ 0|28}0f FREND™ Systemo| H|O|E{2 O|E3}0f 2 Bs}D 7|Z0| A}
2E AR FUAIR.
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1o
>

Ao
-]
=cl>=l-
my

a AL
R

FAEH ME

EMCC-01 FREND™ SystemOf 2
olAI3}x| 2gLCt.

Hol SHEA YUK FAAL FEHS

Check for proper installation of code chip,
then restart code chip installation process

Mol Code Chip Reading Alert

- BCHo| B2 MY EIYEX Helstn BEH BN A AR BUICH
22 2R Y Al, 2 HOILE HIZAIO] SO5HIAIR.

EMCC-02 FREND™ SystemO| FEES QIAISIX| £5FL|Ct.

Restart code chip installation process

ez Code Chip Reading Alert

« ZEH EXE M AIE SHUAIR. 22 2H Y Al tH2|FOo[LE M =AY 2
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7 A EH

27 67 aseam

EMTF-01 £l 7LE2|X|O] dHAHZ I} HX|E IEH | LAt AKX}
A @&

Cartridge lot number is different from code chip

number. Restart with new cartridge correspond-

ing to code chp o install new code chip corre-
ing to cartrid

EwiFol  Imvaild Code Chip

- FhE2ixiol Yatw

=2

fot
o

Restart test with new cartridge

Gz Test Alert

« MER FIEZIRIZ T AR SHUAIR. 22 2A| LA CH2IFHOILE MZ=ALf 2
OISHAA| L.
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=8 sl Z HIAE Zat (41%)

EMTF-03 7} E2|X| 0| H| &AL HFSO| O[3 ZA} ZIHE Holst 2 Q& L|ch

0

Restart test with new cartridge

| Test Alert

© MER FIEZIRIZ M AR SHUAIR. 22 2R 2dAL CH2IFOILE MEAL]| 2
QoA

Restart test with new cartridge

[Eutios Incomplete Cartridge Flow

« MER FEEZIRIZ M AR SHUAIR. 22 2A| LA CH2IFHOILE M AL 2
OSHAIR.
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7 A EH

ax sz HAE 23t (A12)

Restart test with new cartridge

[GTros Incomplete Cartridge Fow

c MER ZIEZ|X|Z T AZ SHUA|Q. 22 2| 2dlA|, CH2|FOolLt M Z=AL| 2
o|SHAAIL.

Restart test with new cartridge

m Incomplete Cartridge Flow

c MZ2 ZIESIX|Z T AR SHUAIR. 22 ZH| Z/YAL 2| FHO[LE MZA =
OISHAA|.
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=x 5|z HAE Zit (4%)

EMTF-07 E}QI0t2 of 2

Restart test with new cartridge

[EMTRor Incomplete Cartridge Flow

« M22 7tEZXZ WA= SHYAIR. 2H7t ghREctd, Rd 227§ Sl

Ol2EE MAY = M22 FtE2IX|L M2 ME2 LA Al=SYA L. £
thelHolLt FLEYAA 2l 2.

EMTF-08 7}E2|X|2| S57|7t0| X| &Lk

The valide date of cartridge is expired.

Restart with the cartridge containing the
new lot #.

w08 Expired Cartridge

« fRIIE golet 2, 22 FHEZ|X| o

AH
= (=]
A ER/AIZO] &S] YA =R ZolsHHA

2 FYUSHIAR. == HEH O
gets |2
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=X siZ o=

EMUF-01 USBO|| FREND.exe I210| ZXY3}X| Q&L L.

Restart with update file in USB drive

[Bmpy  Update fle does not exist

o USBO| 20| EC{0|| = FRENDexe Lt K&t X AIZ SHUA| 2.

EMUF-02 USBO|| FRENDUPDATE.exe T}Q0| ZX|&HX| & L|Ct

Restart with update file in USB drive

Ewuroz  Update file does not exist

» USBQ| 112j0|= E{0f U= FRENDUPDATE.exe It A&t X A|&F
Al2.

ol
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Invalid entry requirements. Enter the valid
entry requirements or, check for your
setting again.

EMERo1 Entry Requirement

L9 YL (Patient ID Order #)2 YHAMEX| HABMAR. HH
2 WYstm MOAIB, B9l B0l General Settingol A BAY 4
Euch

NOTE: 7|E} 7|79 S0 2H o 2T Alol= W2 = CHA| 717 & %5
SHA|Z{LE, 2l e SYEEROA 22I3HAI7] BHEHL T

FREND™ System © 2012 NanoEnTek Inc.



et AC100 ~ 240 V
R & 17A
ESTIES 50 ~ 60 Hz
HA o et DC12V
M5 333A
240 mm x 260 mm x 175 mm
-H‘Z:! Iy 21 =
(& x 20| x =0|)
24 3Kg
AHET IPX0
nshEy Class I

Active screen size

7.0 inches diagonal dimension

Pixel format 800 x 480, TFT LCD
os K4 75 mm x 103 mm x 44.3 mm
(& x 20| x 0)
SHHY Z2IE A 2379
A kAl Serial(RS232C)
OIMH = 2 inch(48 mm)
Ol £ 50 mm/sec
« TAZA FA|
- 217/0) g2l
Mexd S B
oEE XU 2E:15~30°C £:10% ~ 80 %
eHI XM 25:15~30°C £5:10% ~ 80 %
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InkZpNE] 2 AF8 HEAM0| 2L 0 e ZE HEE CHEHE '5# E VS (IPS S
= HEol ols) 2z ELICE MEHX| 52} 810| g, H, Qlaf A
HiZE o == &L
7o LIE 12 @R E HESHY P UX|TH A F &
MA| L QIE2 ofH AL ZIX| SELCEH FE 3 740 CHSH LY
&2 At o1 glo| HAE £ UAELCH
FREND™ System 2 ™ M AOA EtOHE|T Qlom, X|HOICH DZHX|
# MH[ATE golg = ASFLICHL HISE HMEM= X MU[A Y
Xto| MG, MAMS 2|1 0|l Y =4 So| I ZHL|of
g Lct
2 A8 HYAMo FE = A|CHe SHEA AEA2H A F2| §f
O] LH8o| =T & £ UASHLICt
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