A

Jick

OIS RIRZ-FIAV-URID-CFT1

HO

45| 14-3457 &

2i=7|7] =& s17IS

(4 3{7hHZ : M 3493 5)
T 2l 1RAx / [v] 5 v] 22 / [ ] &=+
("jfﬂ%%, 22y E%éé") Coepic( ROl E) MEHZMZEALZ| AR 2RHE(SZ) | A16060.02 (2)
2 2% H F = |EF
gl A 2 |7 s7AbEE 5
Moo= o # | 7] srpiee 5y
o s |71 si7iabEn 52
A& 5 F | 7] 7k Y
A8 W 8| o] szl sy
ARE Al FolAME | 7] F2tALE R Y
I & et 2 |7l sztarEat S

2
bl
18
-~
T
e

p o)

AREZ| 2L

- T T I PR =

xarghy 7] IR Sel, ARSZIZE 7] EHUlAbeE S

HE(5)HA : (F)22al2, MEEHA LT T ofxH2 375 , 4013 (Pel S, 32l HErSI3AL
HzE(re)gx 32

Hz=g . 7] §{rtaken s
Gl 2= H |98
et X K| | MeEws BET olxMER 375 |, 401E(TolS, A MELIBA)
H| A

re|g7|7|8 |, H6= - HM15= % 2 # AldFA Hsx=H2g - M3gz=ol w2}

2|et #ol &7tk

rlo

20204 o7 @ 15 ¢

B RER Rty T AN F.%, [ v
¥ 2 E2yME Yoz 2ZEUCH, B
sl 2AHEICIE HRERE FAHON(ANHE S D2 1) S A




EMECIHS : RIRZ-FIAV-URID-CFT1

e
o
2

i Atg

on

HEd o

i

2014-12-03 | = &35 7}

2015-01-19 | ®MZY (28 ®MEH #A)
2015-01-21 | M EY (28 M EZY )

2015-01-29 | AF2A| FojAbal (140, 3 40 wj2} do|st HHEeR motsls HF)

2015-01-29 | A2aHH (140. 9 E 40 wj2} Zolst @Sz moixe= AF)

2015-06-29 | S5 7IE5M LT

2015-10-23 | &{7h/edE7= HY

2015-10-23 | 22 p=-2|d (140. 8% 40| w2} Zo|d HAS 2 HolEs 29)

2015-10-30 | &{Z7HeIEFTE HE

o015-10-30 | BCITHBED e (H s (20150184666], MZ Xt [20151023]2] Ho|ghid H3|

2015-10-30 | 22l =-2|3 (140 . EHE 40 w2} Zojst HHo 7 Hole= FF)

2015-11-03 | &35 27

2016-06-20 | AFE W (14 ALEYH & T2|87(7| EA| - 7| Sol #E 78, o e o7 42 o2 ¥

%25 14-3457 = 1/14 ONQ!P—!E?)EM

‘S.LE{L‘“OE "E‘SEJ '21901 %JHIOIII(emed mfds go. kr)9J "’E‘E-E-kl{q%o' I}II Soll AME MRS HOIE = AUSLICH
19 HIAE2E MYH(AINHE AL 1H)2 5t = ASLICL



M= S @ RIRZ-F9AV-URSD-CFT1

HO

2016-06-24 | £S5 7ISMmT
HEME(TUHREX) (222]7] ‘MEyPygu= k7l(—rﬁﬁ4-3457£) of chstol =M AA AT}
2017-05-19 | Mo e Algl & A abE MEs AlY 3 M Ee| oHHE AlE SEF
)
2017-07-07 | M =X} (=X 1)
2017-07-07 | Al =2l 2|} (M =2l 2| &} BE)
2017-08-28 | 2P =-x$¢ (27|8™(ZE2E2 X+ & FF))
2017-08-29 | AlEHAZ (ME7IE 9 Algehy Was(gd o Faie, go 289 oEE))
2017-08-29 | MM E (BL= MAMZIR(Z2E22 FE89, MAad, 225 2 4R 22F))
2017-08-29 | Ms (AMEFZ HFol| we Z|MAE =Y (EHAHE L))
2020-02-07 | AFEEHH (HE MZE 7= ol ALSEY HA)
2020-02-07 | R F=-EM (XEZ JHool s HA)
2020-02-07 | A& (L3 M #Hdo 2 M5 HY)
2020-02-07 | {AE (RA(xIF), F2E Haluz HY)
2020-02-07 | A=A (AMETZ(IEC 60601-1-6) F7| ! ARt ME vy we HsAYH 7|&E ¥Y)
2020-02-07 | 22U T=-2/F (HE MZE 7= HFol u2 2z HE)
43| 14-3457 & 2/14 Q) usomEN




Hd
2

I

QIS : RIRZ-FIAV-URID-CFT1

2020-02-07

Deofalpa-x| 4 (ME Tx Hyo o2 HA)

2020-02-07 | MEUE (71 Fotoll we WA)

= =

2020-07-15 | 2fH 7=~ MZ(zZ2=) HE(ARRPIM

In

S 42)Fotof ui2t 2 HWE 7IH)

2020-07-15 | 2

W& (ARRPIM S 474) F21of w2t 2 ulE 7(A1)

H B o

Coepic(=oll &)

+6] 14-3457 =

Q) vEermeE

qn g L b 2 e hag iy U T LA QL X et
= zo Ml ClfYoR U2EAUSH, ZSHOIX (emed.mids.go k)2 ESEMER| 20 M2 Sall SIHE HRE FHol8 = UASLIC
5t 2H5IHS HAZRE FAFLN(AINHE AT 18)S dtal & USLIT



2gF % 15 - S8

H&ES 652nm, 940nm OHEMC HEE &

0185t Xz sSHl ALE

: RIRZ-F9AV-URSD-CFT1

Ste JIFE, Mt ZZE
2 FHEEHN U2T, FIHe LEDE ALZEH
ZANDE FHE2 92 F5oll, 0] 92 d%2 2UDZE =00 olAER2 ZE2 FRTAIA, 2d
EJIE Lo9|= ERE ES0HFNH, EES 23AIle 200t UCH
=3 'I -

b te 34 : & s DAY A
¥ 2 ZSUME QHWeZ 23 ASH, SHO X\(emed mfds.go.kr)2 té*a':"— -‘?—|§0| [H|7-r§ gf_l EX 01TEF 3“"’5.—‘_4 & U LILL
EEl 2M5IHS HIRBEZ T EFSCI(AMULE SAIEL

IZZJ¥)E 5la 4 ASLICL



2M

205 : RIRZ-FIAV-URID-CFT1

2% Y PE - oY

b ARL 2|t
1. 24

<2H0| =28 HASH YEY> <EHOA T2 wiH AEf>

<2Ho Z2= YT HEf> <EHOA Z2E W SR>

-+-3| 14-3457 § 5 / ]4 0 AT FOA

o, Z2HOI K (e o.kr)2l
(AHUE SAZAZZ)S 6l




@ A
Lt 188
N . i
I; = b 4 5. &
ZEH Frs i Zed Z==2H
[BEZQ . ARRPIM] | [SE2EY : ARRPIP] | [FEEY : ARRP1V] | [FEEFY : ARRPLY]

* 71Ty + gEn) 4 Ty Yoy

-2 -

351 14-3457 = 6/14

HO
x

201

IOIII(erned mfds go. kr).—l Ha*é‘-i-}dﬁ-rlétm Dih-r’é %oH Tl
LHE SAsooz ) 3l 4 USLICH

L3
2504

=
=2

3 : RIRZ-FOAV-URID-CFT1

Q) umosrmemn

EQQQ

2 Of
R =1

LICH




Ao
a

2 RIRZ-FOAV-URID-CFT1

2. 234y

< BH BY (@zEE)> < BH 5>

@

@
=AM g= i
@ = H|(Main Body) K22 9 =2Ho|ct
@ MY HEQON/OFF Button) | HEE #1 E & UCL
® IL 2 = (Probe) X2 Al, LED 40| Lt2E Z2H0|Ch
@ G1Z4% (Connector(Socket) | X2t ZEE AtO|E AFsts AZRFZO|CHRA F&
® HS(Connector(Plug) | EHISt TRE AO|S YAl PHUREO|ICLEND £8)

BIE2[7F 22[SlX] 271 #ofFE #HE, HE2E uEd i
® HIE{2] P{Hi(Battery cover) | o b a oy
- 3 -
‘+‘6'I 14_3457 E 7 / 14 O Aol BRI

LA -

T T T
: -m??‘ 33'3'
&

= °|E‘li°§ "*:‘Elﬂc’ﬂi IHIOIX (emed mfds.go.kr) 2l “”*3-.'?_‘- "-'-‘?I‘-‘tm Ui!w’é SOH 'r|tﬁ_7§. oS =Hol8 5 ASLILL
NS BIRE2E M9 So(ANHE SAZEM)S &l & ASLILL



HO

M2eIHSG 1 RIRZ-FYAV-URID-CFT1

@ EAl(clamp) AEAl 222 FE = Us 20ICL
249 {H{(Probe covers) | QIAIOIE EE M Ues AH | 2ot FHHo|Ct
©)] OIAIO|E H4|(Inside-bush) | LED &€ ZMD QU= FE0|CH
@ LED & (LED Chips) A& Al LED FHO| Lt2= BE0ICH
o o
45 14-3457 & 8/14

O MBI EEHHA

- : 1t et AN ' ,v%\_l__n LK Re: DN zh . i
E1 Hloi m:ﬂmom EIOIIl(emed mfds go.kng USIEHELAC H=E Soll AIUX HFE 99%’ & “Ll Lk,
HIRSZE MSel(ANUE SHZAZZ ) S sl & ASULL



TMEAUHS : RIRZ-FIAV-URID-CFT1

1. AR1
1) 24
A ==
¢z 52
A B G
= A 86.0mm 60.0mm 39.5mm 58g
2) IRZE
/
H ]
& |A
T
UL
s
-
G
:t A
sezo LT za H 3
A B C D E
ARRP1M 54mm 30mm 28.4mm a7 145mm 99 71g7d
ARRP1P 54mm 30mm 28.4mm @7 145mm 9g &5 = O
ARRP1V 54mm 30mm 28.4mm a7 145mm 9g S mhoy
ARRPLY 54mm 30mm 28.4mm a7 145mm 9g e - mhoy
—’-‘—6'1 14_3457 i 9 / 14 O Al FOIUF AN

# 2 SEAME HUWCRE ESEA2MN, ﬁltllOlIl(emed mfds.go.kr) 2| %*%-‘i’-)‘dxl-‘%létﬁl I]-IIWE %oH TI _7.5 CES 2&"'2 % &LICH
w8, M5S0 HIRE2E AYAU(ANUE SHRUZZI™-)S &ta = UASULL



#HS : RIRZ-FOAV-UR9D-CFT1

Ho
x
J ]

2% R 7= - 54
1. 54

2712 ON/OFF HES 0I88tH J|J|12 82 MOotl, XES <8 &3S ON AIZIE JI10
t= 5

MRAO0| Q0 MCUNAS 652 nm, 940 nmel & JHO DHAS &S AIZIL, SAI0 EHOIDID}
g43 S0 TS Yel= LHSO 7Y SN 2L, B43 2 £ B2 TRYE S§ LED
BEES EAB,

2. 4714 A4

- E&®R : DC 3V (1.5V X 2)

3. A7|EFo] g REyH 2 HIAE
CUEAERIT, BFE D17

4, A=A
- MRAAX: UIAA, MJAASIXS OFFEI 71710t HS5HAl &S,
- J17] B8 FX Al 3AS LY(EHNN A0 W2} 14, 28 L4).

+0| 14-3457 = 10/14 Q) mremern

A 5 A S AT i h
SHMYHC HFE Sof #IHL 0:‘“!"5 2olg = ASLICL

QIHUHWCE U3EU2SH, EIIOIII(emed mfds.go.kr)

siCio| HIFC 2 s AB0I(AIILIE SAOITE J8)

k



A
]

5. F&AExE ¥ FFAEE e FFEHT

- LED &4
@ S ly ‘ 7
Power Supply —P» <— B, ST 0
@ Key _ | Low Power ®
Pressing ’ Mcu ! Detection Circuit
@ LOW, Powler P €— Buzzer Circuit | ©
Detection Circuit
Al = IIs
@ Power Supply JI2100 DC 3 V (2 X AAA) &8 ZZaE.
® Ep— Key ZAESHZ, J/7/9 on / off & 8l1, &1
r ¥ HIRE D& FECL.
) Low Power Detection 10 FYECE RS8 £+ ATE AR F
Circuit =g 1 #olgtr].
@ Mcu JIo18 SFE Hol/ Yd¥Eete S TE2HAH
® — JIII& ON / OFF Al &80/ SCIBA ZS&E
= orgiry.
Low Power Detection | & ep) w=sto LeDTH Z8oILY,
Circuit
LED &M
IZAl, LED BMS &8I
a PWM RS3IE SEN iR

5] 14-3457 =

MEQIHS | RIRZ-FIAV-URID-CFT1

Q) veomEen



MEOIHS @ RIRZ-FIAV-URID-CFT1

Ao

6. A7 H7|ddx

r A
4 ]
INTERNAL CIRCUIT
- ’# - o P i
~ S~ P — B /.»"/
y BATTERY |~ (c)~
\ v,
L (D}
TABLE: INSULATION DIAGRAM P
Pollution degree ... 1|2 —_
Overvoltage Category ... HE -
Altitude 1]1<2000 m -
Additional details on parts considered None [ ] Areas —_
as applied parts ... :| (See Clause 4.6 for details)
Number and cTi Worﬁlng voltage | Required | Required | Measured | Measured
type of page | clearance | creepage | clearance
Area | Means of Vo | Ve | tmm) | Cimm) | ) | (mey | ROTERS
Protection:
MOOP,
MOPP
Batteries
A 2MOPP lilb . 3vde 34 16 | >4.5me1 | 52, o | Slectrode to
non-metallic
enclosure
Batteries
electrode to
B 2MOPP b - 3Vde 34 186 >4.5Notet | 52 g ot | el aba
surface 1
Batteries
; Notet o1 | €lectrode to
Cc 2MOPP ik 3Vdc 34 1.6 >4.5 >2.1 nasal probe
surface 2
Enclosure to
D 2MOPP lilb - 3Vde 34 1.6 >4 5ol | 53 Nt | nasal probes
surface
Supplementary Information:
Note1: According to CTL PROVISIONAL DECISION SHEET (No.: PDSH 0791), In case that the measured
minimum or maximum value is exceeding or is below the limit value for more than 30%, the value given in
the TRF should be > [minimum required value + 30%] or should be < [maximum required value - 30%)].
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HRA0| QIJIEH MCUMIAE 652 nm, 940 nmel &= JH2l DS 2dst AlZlLl, SAIU EFOIHIL
243 =20 NEsS el 2HS0 /18 22 21, 888 & 5 U = s Sdll LED *
HHE AAELE

o
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Il

Do
E
o
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- W2EA : DC3V (1.5V X 2)

3. A7)0 Y 2382 € BIAT
SH™RI7|7], BFE 2J|7|

- HRAALIX: HIMNA, BFAARAXE OFFSHH JIJ|10t BS6HA @3,

- JIJ B8 X Al IS LY(SHUAH &80 Tt 18, 28 24Y).
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5. F5AEE ¥ FAF5AsEd wE F5H
) LED &H .
M ‘ @
1| Power Supply ——P — B 7
@ Key Low Power ®

— MCU ]

Pressing Detection Circuit

) Low Power > €| Buzzer Circuit | @

Detection Circuit

Al s /=
@ Power Supply JI2100 DC 3 V (2 X AAA) ERE ZSH=C.

P Key 21ES3(Z, 7179 on / off& &/, &
@ e HIZE TEF HOIEC.

Low Power Detection |77t FMEocE BEE + ATF AR F

@ Circuit =& X SoIg.
@ Mcu JiJ|1e s&E Hol/ 486l 52 TZHAH

. I JIJI& ON / OFF Al &80l Sc/BiA ZS4E
@ uzzer Circui e
Low Power Detection | ma0) m=a0 LeDH Z=OICH

Circuit
LED &#A&
WEAl, LED BME & B
@ PWM P&S3I2 .
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INTERNAL CIRCUIT 4 /
| e
ATTA
- "//
FO,
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,
TABLE: INSULATION DIAGRAM P
Pollution degree ... 3 12 —
Overvoltage Category .. HES —
Altitude 1|<2000m —
Additional details on parts considered | [X]None [] Areas —
as applied parts ... .. | (See Clause 4.6 for details)
Number and CcTl Working voltage | Required | Required | Measured | Measured
type of creepage | clearance | creepage | clearance
Ares Means of T Vis {mm) (mm) {mm) (mm) Remarky
Protection:
MOOP,
MOPP.
Batteries
electrode to
A 2MOPP lilb - 3Vdce 34 1.6 >4 5ol | 52 1-Now o matalic
enclosure
Batteries
" electrode to
B 2MOPP liib - 3Vde 34 16 >4 5Now1 | 52 {-Notet nasal probe
surface 1
Batteries
) potel Notet | €lectrode to
c 2MOPP 111 3vdc 34 1.8 >4.5 c 7 e nasal probe
surface 2
Enclosure to
] 2MOPP lilb - 3vde 34 1.6 >4 Ghotel | >3 1ol | nagal probes
surface
Supplementary Information:
Note1: Accordlng to CTL PROVISIONAL DECISION SHEET (No.: PDSH 0791), In case that the measured
minimum or maximum value is exceeding or is below the limit value for more than 30%, the value given in
the TRF should be > [minimum required value + 30%] or should be < [maximum required value - 30%].
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@ Begin treatment
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4 Background light on

@

ONOFF Button

F27l5

(6) Buzzer once

@Buue
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2 &t
Tmner, Register
@ Initinkize
h
@ Buzzer once
@
Low Power Y-
h
® Begin treniment
@ @ Back ground LED | o
B fash
@
Y=—P{ Portopemtion |fd—Y: ONOFF Button
N
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Timeend
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Buzzer twice
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=M 8 5 A s
) Power on JIJlel s Zgstht
@ Port initialize 2ZE =J| WEE &Fe&th.
@ HALT J1919 E5= SKXELL
@ ON/OFF Button HES =i 2101 s&2 Al&EsU &0
® Timer, Register Initialize AlZtE 2380
® Buzzer once 2HdEs0] gE SElL).
@ Low Power HEAE =0 SEHS 28 MRS ZZFCL
Begin treatment XNEE AlZEEH,
o) Bac“gmﬁgg ';gnm i LED® light flash Z2{8HCI.
) Time end X2 AlZH0| E2It 22 L FELCL
) Port operation HE xJ| HFHCOEZ E0HJF XIZE AHEL,
®@ Buzzer Twice 2500 F8 280,
@ switch off A9 XE OFFSIH dE S Ezetlh
%3] 14-3457 = 14/ 21 Oﬂgglgm?_,m{
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AA =
e i 2Zdees =5 i
w0 _l
Upper case AN-6019-P01 Xl==: 85.9 mm x 60.0 mm x 20.9 mm 1
Bottom case AN-6019-P02 4= 83.6 mm x 57.6 mm x 21.0 mm 1
A% 53 mm x 44 mm
1 =l PCB AN-6019-B01 8bit MCU, 512bit RAM, 14K ROM 1
EIOIHESAIZ : 38
Battery cover AN-6019-P03 Xi==: 84.7 mm x 59.5 mm x 7.5 mm 1
SCrew Screw @2.0 x 7.0 2
A= 144 mm x @10.2
Bush-End AN-6019-P08 gesg: 3V 2
=2 3 mW -6 mW
2 o Inside—Bush AN-6019-P10 XlZ=: 40 mm x Z6.4 2
o282
Transparence Bush AN-6019-P09 X4 28,5 X 41.8 mm 2
Connect Bush AN-6019-P0O7 Xi#=: 28.4 mm x 14.8 mm x 10.6 mm 1
Pin Line AN-6019-P17 2/0/: 120 mm, WZ: PVC 1
3 Connector
Socket Line AN-6018-PI16 2010 980 mm, MZ: PVC 1
4 LIS HHE 2] Battery 3V (1.5Vx2), 3 AAA 2
5 ATEYN AN-6019 Version: AN6019-HT48R0638-1.0.1 1
e e EREaCHS F= = |13 (B H0E
# =2
ws e EYED # o g Twaseq)
oy Polycarbonate B
2 % Ho IE
1 (Transparence Bush) (AN-6019-P08) Bl 1 S8 =

[XtAtAZ 1)

1) el - DA

2) UE A0l

3) Ma o OEE

4) et #E2% 1 630 T(1166 °F)
5) BHAS Sdld : 284

6) HIE : >1: (8=1)

2 0

R 0

5l 14-3457 &

Q) vamEeEn

[ Fase? DA S B ankY Jtn A A ek Sy e »Z‘" Rt bey e ,(»ﬁ*;, a?‘“ﬁ"-' 4 >,
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HO
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ox,
ofr

& U = HIZ2
e 83 DC3V (1.5V X2
Az 2 Dual wavelength phototherapy
THEHZF 1} 2) 652 nm (nanometers) & 940 nm (nanometers)

LED &% 22 & 3mW - 6 mW

=
I PO plelgls ZRHO| B 2R Y
[=R=] — € o

EA EHH 7mm+5%
g9 3T + 15 %
s3(uy) Q= oL 2E

SE AlZH ot 38

J121e S AEL B2l 18/

ozt
21219 ZIBAIZE = Al 28 S0
HHE 2l S8 2 x 1.5V / AAA batteries
BHEi2| 9 oF 1008 ALE (181 AFBAIZF @ 32)
x| &2 &t
BPI=SN N S|, BFE 717
258A Y S5
25 -20 ~ 60[C], &% 30 ~ 85[%]
HE He
Jlet 70 kPa ~ 105 kPa
2% 15 ~ 45[C], &% 30 ~ 85[%]
= #e
Jlgk 80 kPa ~ 105 kPa
+01 14-3457 & 16/ 21 Q) ssommen

=HOIK (emed mfds go.kr)el
(i HHE SMETIZ 13)S 5a

SeAESIEe HE Sl SIHE G2 E elE 4 UL,
2 AsLICH

210
E



ll
x
JL“!

#HS  PWEY-NAHJ-LNQZ-QMGQ

AHSEY

1. NE&E2] ZEUHIAE
@ ABoHI| & HEAE A0 ASEDN FSAMES A8t
@ M@ AXIL OFF O] UA=A ZLISHC}.

@ W= HHEICIDF SHIE2H &S50
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8t £22 J1J19 2ME &1 }E o2 TIZEE HO0F 2HUlM 28t
ez 9

o

@ D2SE A 02 YIAIZLLCL DelohH BHE=0M 88 = UL

@ J1712 ON / OFF HEE =d IDI% S AIZICH

@ 5 IHE0l 243E0H Z2E0A LED 240l U=

B g B9 X FIls= ¢ 3 2 S NSEU

® XZJ B = 2010t 522 HAO
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A34E
1. 22X 22 qEYH
1) &2 : -20C ~ 60 T

2) HESE 130 % ~ 85 %
3) 212 1 70 kPa - 105 kPa

2. &5 &3
1) =2 115 TC~40 T
2) BE5% 30 % ~ 85 %
3) 71 : 80 kPa — 105 kPa
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A4
1. QHE M0 28 AIB
- I[EC60601-1
- IEC60601-1-6
- [EC60601-2-57
- AR ™0 2E AlE
Fo|g21019 ®XiDF oHE 2As BEINE
- WEHE AHN HE Al
roj=21712 Msstd otE 2tst S SJIIEAA, o LGEL.

4

2, ol mECh

2. S50 e AIE
#HE NEs2 A® = Aog g
2 91&{= HHS %, 8 % LED
’ S WE Ot& : 652 nm £+ 10 %, Ji2ll, &M &2 ZHEIIE LED &0l €
=L AE 940 nm =+ 10 % OILHO{OF StCH | H & 1‘3:‘- ma=aMo 2 EHAL IHE
2 =ysich
M mAo | LED BIE B2 G 3 mW -~ 6 mW 0{0F BICHL | 2 =2 SEDIE 0IB3I0 RS HUIR
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I8 EREMN A s 3 Zge
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* Probe covers

1. &5AE

1) Selsistd S50 28 AE
w oA HE XA

M OEH Y = DOE(2H) T= S8 =E202 2&%
£ = # 4.0 g 20 me 70 + 2.0 'C, 24AIZH
BE NEs2 NE = A& e
1 Aok SMEUET 0|20 ANIE | KOOR BEFC)
(hatord =gl A FERIIAME Y pHE
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Ol ek Al s
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