- (Bl 1)

FAZ— FL—F o THENE

—

. AR —

IOEET, ERERELCOEA BN, DEXEDHEANE, o, BE

RUOERTHD L E208 44— FL—F AT 5,

(F) AEBIZED S L—FRFEBIT. T9E. th., BEROER 246
B/, PEXIPELTIIHERE (L—F2X) Ths, [HHE.
R, BEER O LA DR E DIBEHE - 4 EE T 5 HE R UM
FAER, PREXEPDRO—FIUIIEEB, T U AU —S 27 A0BH &M
BILLoT, ZROEEDHBNE - PEEETI - LEEHE LTRS
SNHBICONTIR, AEBIEY LAV LDET5, CEEM - *
L3R, BBGE, BHREE. bXIAE. LRV . Bt BEE,
mE () 7am. BREO L —FiEEs)

2. SIRAHRE -

RIZI|IT DR - BT, AERCSIATE LIl o TR RO~ H 218
BT B, BIAT AR - BRRECETMAERTS, nFE L, AEELA
TOMKE - RELOMOEENEREFICFRBESNEC LSS, HEZTTOMN
AAEREOERFREZELEL TEAT S,

- JIS T 0601-1 (EREREE £ 15 REKET 35— B ERSEIE)

" JIS T 0601-1-2 (EMEAMEE £ 13 REICET I —BRHEREE 52

1 BER— EREE L — ESREE R )

- JIS C 6180 (L —FHAREF 1)

- JIS C 6802 (L —V R B DL EYE)

« JEC 60825-1 (Safety of laser products — Part 1 : Equipment classification,
‘requirements and user’s guide L —HRIEDELM &1 17 - HEOLEE,

ERFHRUFIRZE OFE])

- IEC 60601-2-22 (Medical electrical equipment — Part 2 : Particular

requirements for the safety of diagnostic and therapeutic laser equipment
EREIHS F28  PHARMEERA L — BRI EE RS
1) ‘

3. ¥R



a3l ERARENEG

4. L—HF8EEDI T ARG
IEC 60825-1M 8IH (7 T A4y} ] WWHDSERETDHI &,

5. ®&EE
5.1 ERERMEL L TOE2M
ERESHR L LTORSME, JIS T 0601-1, JIS T 0601-1-2IZRET D
FETRBE P Tom & &, JIS T 06011, JIS T 0601-1-2iZ &96:}17‘” LHIE
a:%ALﬁHﬂﬁﬁ6&wo
*% XY B R '
cRTAREOTE R OEREL. JIS T 0601-10EICR W TEE LM
Aéﬁé L, R L, BENCEBWTERTAREICELUTIAB FRESH
RIXCFHESE L, FEAICRBVTERT 2EE B LTI BIBEE SR,
BF%%%%XiCF%%%W&#é
5.3 I/~—~'ULLC§?J"§'6T%E§
Pir b AIREWCE LTk, [EC 60825-1% UNIEC 60601-2-220 47 FRIC
b\f%ﬁ%iﬁé\éﬁé_ o
. 3.1 REBER
TEC 60825-1MD4. 212 L 5,
5.3.2 REBRDE—TTAAVF—T VY
IEC 60825-1004.3i2 & 5,
5.3.3 VE—hfvE—m w7
IEC 60825-1M4. 4z L5,
5.3.4 w==7AUEy
IEC 60601-2-220049. 2iT X 5,
5.3.5 #ICX5HH
TEC 60825-1M04. 512 & 5,
. 3.6 HHEET/NAXA
IEC 60601-2-22m32 d) R Re) T & 5,
5.3.7 E—AhivvH
IEC 60825-104, TIZ &L B,
5.3.8 BEEILASvF
IEC 80601-2-220051. 10112 L B,
5.3.9 VT 4 AL vF

o)

01




IEC 60601-2~22056. 101i2 L 5,
5.3.10 7y AL v F
TEC 60601-2-220056. 111 & 3, .
5.3.11 ¥—F o brAF 4 hr—2arFR R
IEC 60601-2-220059. 10142 X B,
5.8.12 EREUOREMSE
REIZRELECESEIZ., EFEIY B9M0ICHRH LR LB
BHeETHLERC, L-—FoAS~0HHE2ELETE L,
(R#% 1) BEEEHIOE, BERRLEE., BT (EHEE KR O E ik
L —FER) . jCI/_“HEtHj]RiV“—‘ﬁStHjJ%WﬂTE — l\‘/'\’
v A ORBERSTEL &, 7L, —@tlﬁl%%ﬁ%ﬁ'ﬁ‘é%/—\
BCHROBEFEREEL LR,
(EE2) MEICE T2 VEBE2EBE L. AR ;orﬁgﬁﬁMﬂ%RM
BAERICESERZTHIBETHIIE I,

6. a8
6.1 L—-VEIEFE
i (CW) IZRET 5,
V=YW AE Yy # TR S MEIRE HHSIC KO ABIECHoTH, T
DERRNENIFEREBHAZBL 2NV &,
6.2 L—¥EIREKE
780nm~850nmD FHIWPE RALHATH D Z &,
PLERERVCEEROEREREE & ALY IR, T CIo&AREHREL
EREE UUT BEARERER L), ) tR%EThd L,
6.3 V—VREBERT RBEFNX -
EERTHEIFIEEFETFLL, ERTERER CASETHE L, W Ga
AlAs%)
it\#ﬁw#%wv %%%ﬁ%@ﬁﬁ%A&éﬁéﬁﬁfﬁéfA
FOFEMIZOWVWTRBATEBRZ L,
6.4 E%Hjjj@ﬁijdﬁ
BOWLL T = &,
ttb\mkm%ﬁﬁﬁmwﬁﬁo%%m\%%ﬁﬁ%%@bfﬁ@%mw
AR TELZ &, ' :
6.5 sm/AEREHA
0.5WLAETHAHZ &,



6.6 PREGHE
BAEECE L TEEELRVR, Ay FE—RETER SN D RFEHHE (X
By R A X)) BEBOHEL LTREESATOHER. SNBREEHEOR
e, EAREEERBLASTHD I L,
6.7 HAFEFHE
HATESEIL. BAREEERLASTHDII L,
6.8 BATILVF—BERURRV—EE
BRI AR —BERUEKAT —HERRLE RHEE (EHE%) TO
BIC BT BT —BEIR, BRBERERLASETHDL I L,
6.9 FUNY—VRT A
(1) FIAY—L 2T A (L=PEEELEFCRFETIVAT AT, 77
S AT — T ENLBHEENDEF I ANY -V RT A, E L, £
S—FRe oo b —F IR, ) OILEAEEOEVLOEEETY
SY—ZF AL L EDMOF Y AY =Y AT AL ED, T ONRERE,
PN A (NA)  EAEERVOT 7 4 NOB/NFR BT RS,
BARERERLASTHE L,
(2) FYANY —RF hDOFEBRRE U EAER T8 O R H i H 7811
FAREREELASTHY., TOHFRLAOBELL20%LATHS
T b, (RERARERShAHAORHEHE : To—T A (EEF Y N
— AT L) DEBE—90%,/ FiE B E R 7 —60W (FREH FI67TW X0.9) .,
Fa—7 B OFEIRE—80%,/ K& HEHH—54W (6TWX0.8) T, 7R
— BT -7 ALV10%DRVE, ) |
(3) KRIZIBEASND T 7 A NEOERROMEIL, BEBERB=LR
EThDHIE, '
6.10 HEIE~DOFIEES
H s~ OV RSSO BB, SR, BERRECR L L, fiiEOER,
HE (Z|ENE/GE) RUMER., BAREEERLASTHDI I L,
6.11 BEHEEMEE—F
BAEEE— Fix, BAREREELRASTHL L. (B EREHES
WE L, 777, BROBAAVEM, @ELOSEIEAY /AT, )
6.12 EHFEHAN '
TEERE, EADEFER AL THEIL, HATLIHE)

7. EREH., BREIIEER
A EARBOGIR. i, BEERUER,




8. JEERHE
8. 1 RER&H
RILEDLHEHEGERE, JIS T 0601-11ZhE 5,
8. 2K
8.2.1 L—V¥HADEE
EBOLV—FHAOREEY., B/IMEILERERHIEE TS5 WEHRTE
LEd, BEEORKRHABOMAERES R L—FHAE (UT., BERKH
HEFEVS, ) THET B L& SREEICHT B R =20% 0 M
WA TWARITFRIER G2V, -
(&) @ RU—F= 4 BB 2EEDAT—F =7 OEFEL. HEFH
HEHCREBEL LBRET 5,
@ MEFHHF & IT, EEEERE L X ThICEPAEEICH LT k
=3B YT L ORBENTVAEE L EHWICHLERESNAR
LizbD 45,
8.2.2 HA FEoHAHIR

HAFRELTCLV—F2ERTBELDCH> TREEXTRT S L L biz,

HAREFEAHTHET S L &, BELOHEBEL BiodT3%atsrz

BLT, FOHNREEHFNBICTEmWHUTETS, L, FaERC

BLVOHATHBHT L, '

8.2.3 L-—-VHADREME

HEBELRREERLEIDO80% DEIELMETIOOMERE L% (HREERSERE

ERTVARBREBVWTRREERICHED, ) . BRHNBOBH 2 RERFSE

HECHEET S L&, HABEIEE 5 %LUNTARITRIZR LR,

8.2.4 #A<DRBE ‘

A= EiE, V—FReBE~BHETIZOOBNFERE2RELHB IS

eHDLDTHD, FAOREEREIZTRITENTS,

(1) V—VORBICH L TRESE L, BETELE/NZA BB LY +45
CREHDO/NDSWERARFILEE L -V E—AZBASEF 2R 2 —F
EFRVWTHET 3, #A-OEREM/ICH L TRNEMOBEEILIE10%
DREFEFFIZ A - TV T2 5w,

(2) +HEEHERONESVERRFBIRL LR (1) BFETOHEEE, L —
FRIFHE AT EB 24 YR a— T2 FANTHEET 2, 24 ~DEDR
EECR U TREER OB EEIZ10% DREHFAICA > TWARITFRIER
SEAAAN



8.2.5 E—Ai vy ZOWAMK _

L—Hr— AOEERSICHIEIMELREZA L, 1 FTEHILEORHEAR
BEf%. L—FOFBRERDT, HECEENELLRVI L.

8.2.6 E—iiy v ORLHE

e AV o X OBECHEBICARRNAE LR L Xk, BERARSHE A A
o FHEINTE LT OREPESE R B> THREL R, £, ZORKH
Lfm\%EK@%HHBHhﬁ%%K;Uﬁﬁmﬁ%éﬂﬁﬁﬁﬁﬁ%%m
W EhRTER bR,

8. 2.7 EEEDEMEBINGEOLHEI

L— PR ERERETAEBICHoCiE. V-V ERE L TRPMAR Yy MIE
PRETS LS. FORLE (BT, BEEBEV D, ) b U —FRIEEH
BNy RE— BB YT n— 7 ) £ COERE (ST, FEEIEREL VD, )
. ER AN EEESERECY LTE 2mB N OBREIZA > THWRITHIER
B2, ‘ '

8.2.8 FLLAA FEOLEALBOTH ,

L— PR EXRBHTAEBICH o TE, L—FORE S ERERTENX
XNAEATICBOT, FHLE VA FROEXTEENTOFLAITE0.5
MmN T, WEOXE EoTIZ1mEAR TRTIERS 2,

i EREHEFIC, 74 NERERLTBNTAIEEDCES, BEE
ALTHSREERLcnZICBWTEHREE VA FEOERY OREIL, B
BEFBBEAETHDL I L,

8.2.9 T - -

FERUSAOEE THEE LTRET D DI 2V TR, BARERES & [
HETHHT L,




CBIISE 2 )
XAV A SEAER L —FI o T o g

1. A |
TORMT, EERSELLTORE BN, DHEXEDENDE. thn. BHE
RUBEHMTHDEZADRAT IV A - Y S ARG —FICERT 5,

() REEEICED D L—FEHFERE, (908, Lh, BEROER 24
FIERD, SBEXIEDR LT 2RI AME (L—¥AR) Thd, [HIH.
i, BERUER UAOKEDBENE - PAeh BT 5 ER R O
FER. PEXIDEO—EBIITL|A, FUAY -2 25 AR
BiLE-T, TNLREDOHRPE - PierET oL 2 AL LTRE
ENERBIZOVTIE, AEBIZSLANDO LTS, (EEA :
LR, WBVATE, EBIAE. HIBE. LRy, HE, B
mE (&) 4%, RERO L —FRES)

BRI, RAYI VLAY IEERK L —FIEBEIE L — PR TRIEL
TbDTIERWDS, ZZTRETZMIC TV—¥) L8E&T5, . 34
VI LY EEERL—FOSRLRDREEFRE [BEE L L RS
A ETB,

2. BIAMA%

WIZBIT D - BT, REECSI AT L0 Lo TAEED— S
B D, 5IRT R - BERXHCEFREBATS, L, RKEELEH
T - BEL OMOEEMEREEICRESNAE ULBE, WEE COH
AAEEOCERFRLEBLRELTHEAT 2,

-JIS T 0601-1 (ERESHERE £ 150 : RLICET 5 —BHEREE)

- JIS T 0601-1-2 (EHESH#ZE F 18 . T2+ 5 —BEREE £2

i : BIBAI— BRLF M — EREE R URER)

- JIS C 6180 (L —HHABESE)
< JIS C 6802 (L — VR FEDORLEHE)

- IEC 60825-1 (Safety of laser products - Part 1: Equipment classification,
requirements and user’ s guide L —VHEISOZEEME B 155 #B04H5E,
EREFEEUCRIAEOFE)

- IEC 60601-2-22 (Medical electrical equipment — Part 2 : Particular

- requirements for the safety of diagnostic and therapeutic laser eduipment



(9] )

5

5

5

o

ERESEE 28 BARMEERA L —VREOREMOBERRE
H) |

. ¥R
e Rl ERARENS

Lv— RGOy T AL
1EC 60825-1MD 81 [7 I3 243 ICESERETH I &,

. BEE
L1 ERESERL LTOoREM

EHESMEL LTORAMZ, JIS T 0601-1, JIS T 0601-1-21CRET S
FECRBEITo7 & %, JIS T 0601-1, JIS T 0601-1-2IZE ¥ b I ik MR
BIZEE&L2TRIER bRV,
L2 BRBlIIMNT OIRE

mE AT AREEOWBR R OREIX. JIS T 0601-1045BICB VW TEELH

HEFHI L, L, EENICBNTERTHEEICE L TEB FRESH

XX CFREER L L, ARACESOTEMAT2HREICE L THBRRER.
BFBEBHNIICFRESH LTS,
.3 L—YiIHT aRE
L— e AR B LC R, IEC 60825-1 K% TNEC 60601-2-220 535
WTEBEZBESEI YD L,
. 3.1 REERF
IEC 60825-104. 212 & 3,
3.2 BHEEOE—TT 44 E—0 YT
IEC 60825-104. 312 K 5, |
. 3.3 Yy:E— b EF— YT
IEC 60825-1M4. 412 & B,
. 3.4 w=aTAYEY R
TEC 60601-2-220049. 21T X 3,
. 3.5 STk AHIE |
TEC 60825-104.512 X 5,
. 3.6 HMHEEET AR
IEC 60601-2-220032 d) B (Re)iT X B,
3.7 EF—Ahiyv#H




IEC 60825-1D4. 7IZ &k %,
5.3.8 BAEIEXAS vF
IEC 60601-2-220051. 1012 X 3,
5.3.9 LT 4RLF
IEC 60601-2-220056. 1011z & 3,
310 7y MAAL wF
IEC 60601-2-220056. 11z & A,
B F—Ty M UTF 4 =9 F N R
IEC 60601-2-220259. 101ic £ 5,
5.3.12 BHREURERE
EECAFESECEESICE., RESFTLZ BB LTRSS
%%%%?6eﬁﬁ*\V~ﬁ®ﬂ%«®mM%ﬁﬁﬁé*E
% 1) MHEERIZIE, AHFREXIZIBE., BER. BRL—FHAXITL
—VHARBERE, E—A vy vy FOBRMEILTELI L, 2FL
—REIBEEZEE T8I0, BERORALERFIEL LV,
(EE2) MECEENRVEMZEEILZ., SRICLX - TASICRETED
BAERIIES2HTOIBETOLIT L Vv, -

[9)] .

9]

6. MEEE
6.1 L—WREME
EROE LSV AR U ERE (CW) THha I &,
6.2 V—VREERE . -
AFTIT LT L= FORERRZEI064mmDESTH S 2 2 AD532mT H
BT,
TR RAVIV A XSV UNO L —FREREREBEE., Fhb
DEREROEDOERTHDH L, X, ZOBE, BRLE~TIa L 2R
CE L RE LIRS 0532m¥t & ORIUCET BT —#I2 L 0, AEEEE~
DERIPEFERBEIC AR L IE U EREE (LT TEEARERESE] L5, )
LRIETHHZ L,
6.3 L—VEE BEET RIEFK
HRELTHAVD L —FiZ, 2AVIVAL—FL 53, 34TI T A+
L—3 (1064nm) ZEAL L, ZOEEDOFE (+20mm) #HERE LT 54
DEFDLV—FLERTHIZ LN TEDIN, BAREREBLRALETHE L,
BB, BRABKL—FEBEESELEDOERBRBOME (KTP, LB
O%) IWHELTIREELR,



6.4 EHEHIORKRE

(1) FHHA
[P] 20WLLFDZ &,
[C] 20WELFDZ &,
kﬁb\%kﬁﬁwﬁﬁwwkﬁ®%éﬁ\%%ﬁ&%%ﬁbrﬁ%%wﬁ
WNRHEATEDLZ &, :

(2) ©—7 WA
[P] 6 kWEATODZ &,

(P : SR/ C o ERE)

% B— 2 HITIS C 618006, 4. 3T — 27 RTU—DRFEIIT LD T &o

6.5 /NBREHA
0.5WELETHBHZ &,
6.6 NMARTRAE— (1VRAHTEY) ORKIE

4.2mJEATDZ &,
6.7 I ALE
700nsl > Z &,
6.8 MR LEREE
12. 5kHz~37.5kHz D> = &,
6.9 MREEEE
BHEGEEIZE L THEEILRAVH AV FE—XETELEEN 5 RETEHE (X
By b4 2) BEEBOMEL LTRESRTOAHEIT, BDABFEROF
RHEFZ. BAREFERLIASETHDL I &,
6.10 Hi/1FIZEEH
MR, BEARERRRLRETHB I L,
6.11 ZBREZAF—FERVRRV—EE
BRIAVE—BERVEAAY —EEREbHE R HEE (BHS) TO
BECBIT AT —BER, BARERERLASETHLI L,
6.12 T UNY—L AT A
(1) FUNY - RF L (L—VEEELABCRFATOIVAT LT, 77
S R F A —TENLERENDFT Y A) -V RT A, L, ZEMI
?_ﬁﬁvzﬁzv—ﬁm@<o)@5%@%%&0%W%®%%%?9
NY—VRFLEL FOMOT I ANY =T RTLLE D, TOLFERE,
B AR D A (NA)  ESEHERTT 7 A4 NOR/NFEH T EEST,
BARERESRLERAETHL I L,
(2) Y ANY —VRT ADOFBBER OF A EH 77 B O Bz H 5 3w H 7744




BRARERBRRBLEAETHY, TOHABHAOOKEIZZ20%UNTH S
2t (FUHAPRREINDIBEOREH : 7u—T A (BEFYUAY
— AT K) OFBE—90% /B HE 8 HH — 20W (RERH 7722, 2W X0,
9) . T BOBEBBRE—80%, BEHEIE N —18W (22. 2W X0. 8)
T, 7R—7BR7E—7AXD10%SRNE, ) ‘
(8) BAICHEASND 7 74 "EOBBREOHE X, EARERESE L RS
ThHdHI L, ‘
6.13 HE~OFEE R
HIS S~ DTS O B A1, IR, HEHR#OR L L, FikDRE,
BE (ZR/ME/HH) RUOHEREIZ., BARERER I RETHIZ L,
6.14 BFBEET—F
RBEEET— NiX, BARERERLRAE TS DL, (B Ef Bk
R, 72720, BEOHETA VEE., BRELOBEIRA Y /4 7>, )
6.15 BRI
ERANT. ERAERBRLASTHIZ L, HYETEEE)

7. ERHEH, PEXETHR
LB OTIE, i, BEKEUER,

8. JEEHIMRME

8.1 HEAZM
MricED DEERBRE, JIS T 0601-1I27E5,
8. 2Mk

8.2.1 v—¥HIDKEE
EBOLV—FEYHNOREMEL2., R/PEPSFREHREAEET5WEIE
TEREYE, EBORKHNROBAZRES AL —FHEAS ULT. BE
FHAOEL WS, ) TRIETD L&, SREBEICTTIAEMEN £20% DiEE
HHHIZA > TWRRTRIER B0, _
(FE) © RY—F=4BMBTIHEONRAY —E= 2 ORREIX. BEEFH
FECRIEER LLBIRIET S,
@ WEFHNFEIE, EREZEEE L IRFRICETAEREICH LT
L=V EDT 4 ORBEN TV S5 L EHNICHLBREShWERE
Li=bDEd 3,
8.2.2 HA FROHAHRER
HA RKE LTL—F2ERT A0 ho THEESHTTS L & b,



ﬁﬁ%ﬁﬁ%&ﬁ%ﬁ@ﬁ?ék%\ﬁ%t@ﬁ%ﬁbﬁm%?é%éﬁ%%

BLT. 2OHAREEHFBICTsmWHUTETD, 2L, +AERBTE

BLRLOEATHB T L, |

8.2.3 L—FHAHOKREM ,

LB 2 B K H T D 80% D IERR At T30 MEES Lotk (REREIEMRE DS ERE

S TVAHBRICBOTIRBEERICRES, ) . ZEHTRoHNERERT

HETHETH & X, HAHFEETE 5% LURTRITRITRE 2,

8.2.4 ZA~DRKE

BAwlid, VL FREBEG~BETLIEOORNFHEARELAHABIES

EODOLDTHE, ¥4 <OREBEIXTRICENMT I,

(1) V—FOEEIH L TRELZFEL, RETELIRNAKHEALV T
CEERONSWERBEFREE L —FE— LB I T vr R a7
FRVWTHET S, FA<O&REMBICHT L TRFRHMOBEEIXLE1
0 % DOEEFHEIZA > TN RITIITZR LR,

(2) FHEEBEHO/NIWVERZEFN2 LR (1) BRAOEEIE. V—
PRIBEEETFIERE2AVRRAI—TR2AVTHET S, #4vDOER
EEICH LT RABE OB E/ILE10%0ORBEBEICA > TV RITHIER
B 72V,

8.2.5 B—Ahaiy v HDOMAMK

L— P —AOEERFICHIGIMELAREEZE L, 1 FRHUEORBHERE

BEM%, L-VOBEEED T, BECRENPELRNI &,

8.2.6 E—biyvXOREHEE .

B A v v X OBIERHEBICRERE U & &3, BRERARLHE A4

9 FEANT S V—FORBLHEN - THERBRY, Tz, ZORRIZH

LT, EBIEZATONARRBICLVREICHL SNEESHIAL P

I SR hIER bR, |

8.2.7 BELBEEHORE

SN AEOES, V-V ORBICH LTREZA L, ANV ABORR K

DB ERONENERBRFREFE L —FE— Az BHEEL VR A 2—

FEHNTRET S, SR LEARKORREEICH L TREMEITZL20% DRE

I A TWRITIEZR R,

8. 2.8 EHEENEEE R A OILERE S

L — P RERBHTAEBICH T, V-V ERENLTER/NARy MILE

PRETAHLE, ZOPLA LT, BAMEL VD, ) b L —FREHH

Ay FE—AEEBYIE T r— 75 £ COERE (T, (EBEEE VW S.)




=N %réﬂtﬁﬁﬁ%ﬁ%;ﬁbf+zmuW@ﬂ% WA 2 TWR T g2
b2,
8.2.9 FtEIA FEOERMBEDO T

PR ERBHTIEBICLoTIE, L FORESNESERTEY
En3ELAmEIZBNT, %ﬁﬁ&%%kﬁ@%%#é%m%n®¢@ 1£+0.5
mmPAP G, A O YEER EO T 1 mmBL R TR TR B,

T, EXABEETIZ, 7rANEEERBLTCRNT2EECRS. BEHE
AL T2 BHEEEE 1 enBFIlBOWTEMRERT A FEOHELBARWI &,
8.2.10 Fofth :

FRUNOTEE TS LTRET D DSV TIE, BEARERES L FH

LThBHI L, '






(BHE 3]
PNNVARA I T b s v—*ﬂ:eb’(@%ﬁ%

1. B

ORI, ERMEEL LCOER B, DEXINISDM, L, BE

RUBRBTHLLIAD VATV I DAY v —FIERAT 3,

() AEWCED S L—PFITERE, (98, Lh, BEROER 2E
FIEM, BEXIHRETHFIHARE (L—F2AR) Thbs, (G,
i, BEER OB DU OREDRRINE - S 2T 5 MR O
FIRE), PEREHRO—HUIRES, 7V 8) — V27 ALBH G
FE>T, TROREOHRENR - PEEF T L2 ML LTRE
SNEHBICOVTE, REBCHYELRVL DL 5, GEANMI : %
(LR, REER, FBLR, HSWE. LPRY . KBS, FEWRE,
& () &%, BRRED L —FRES)

2. 5IRRk
WIZIBT DR - XL, RERIISI AT LIC Ko TAEED L4248

Y5, 5IRTOH% - BREIEICENREERT 2. 2L, AEELEHA

TORE BELOMOEENEREEHICRESNELRBE, WEE TOM

IAEEOCEREFLZELE L TERT S,

- JIS T 0601-1 (EAESHE F1H  Z2IH T3 — B EREIE)

- JIS T 0601-12(EMEXH#S: F1H  TRCET I —RANHERTE £2
B : BEA - EBRET S - EREFEE UHR)

- JIS C 6180 (L — V¥ HAHEIEFE)

-« JIS C 6802 (L — ¥ HIR DZz e EK 1)

+ IEC 60825~1 (Safety of laser products - Part 1 : Equipment classification,
requirements and user’s guigle L— PR OREE F 15 EEosE,
EORFER OFAHE O F5)

- IEC 60601-2-22 (Medical electrical equipment — Part 2 : Particular
reqﬁirements for the safety of diagnostic and therapeutic laser equipment
EAEIKS B2 2HAHRUEER L — VBB oRetokEE k=
H)

3. 485



iR A3l EERRENS

4. VYRR 7 T A5
IEC 60825-10 8IB 7 5 A4yit) WEISERET I &,

5. LaEtk |
5.1 EFABERHEREE LToEEMN
 ERESER L LToRSMIT, JIS T 0601-1, JIS T 0601-1-2IHET 5
FreCHEB A To7m & X, JIS T 0601-1. JIS T 0601-1-2iCE¥ b /o4 H
Biz@e Laidhidn by,
5.2 BRIINTIHEHE
BRI T AREOHRROBREIL., JIS T 0601-10S BBV TEELHE
axwHIE, FEL, BENCRWCHERTAEECEL TIEB FREER
WIXCFIEELE L, EEMIBVWTERTAERBICEL TIBRESE.
BFHEEHNLC FHESRE TS,
5.3 L—¥Fiexd pRE
L— e AR EICE LTiE. IEC 60825-18% U'IEC 60601-2-22M 77 3RICE
WCEBEESSEH I L,
5.3.1 REERK
IEC 60825-10D4. 2iZ XL B,
. 3.2 BEEFOE—TT 4 I—2 YT
IEC 60825-104. 312 & 5,
5.3.3 VE—hAvrF—uy”
IEC 60825-1004. 41T & B,
5.3.4 =274y
IEC 60601-2-220049. 2{Z X 3,
5.3.5 Sk 5H%H
IEC 60825-10D4. 512X 5,
5.3.6 HMHBET AR
IEC 60601-2-22032 &) B We)liz L D,
5.3.7 E—A¥yuH
IEC 60825-14. TIZ X B,
3.8 RAELAL vF
IEC 60601-2-220051. 10LIZ X B,
5.3.9 LT 4 AAvF

9]

W




IEC 60601-2-22M56. 1011z Xk A,
5.3.10 7w FRAA w3
IEC 60601-2-22M56. 1112 L 5,
5.3.11 #—F v b F4r—arFNg xR
IEC 60601-2-22D59, 101z & 5,
5.3.12 BEREKUMEHEEE
EBICEENEUEBACE, BREGH2A90ICRE LR T RS
FEERTHERABI, L—FOINB~ORHE LTS - L,
B%E 1) REEBICE, AEFEX B, BER. @KL —FIHHTL
—FHABERE, E— Ay v ¥ OBRBEILTE D &, 7L,
—RE RN B AT, BROREFEREEL L,
& 2) AEILEEhRVERLERIL, ARICK - TESKRHTIEX
BERICEE 2R T 2METHNIT L,

6. M
6.1 L—YRIEBE

SNNVARTHBZ L,
6.2 L—VRIEKE

2.1umTHBHT &,
3 L—VE S RERT . FEFR | —
YAGEMIZHoAFVEEMLE2y K (Ho : YAG) THaAZ L,
k T DMOETEIMIZONTIHHEE LRV,
6.4 BHEHIORKE

(1) EHHEAOWLTDZ &,

(2) E—ZHAIBKWITOC &,

¥ B'— 2 HAILTIS C 6180006, 4. 3T IS E— 27 U —DWE I L5 7 &,

6.5 m/AREHN

0.5WLAETHBZ &, :
6.6 NAVATRLE— (12 BHTED) OERE

3.8J L LT L,
6.7 /LRIG

1504 s~800 u sD Z &,
6.8 KL EKE

40HzLL T D Z &,
6.9 BN

&



BHEFEICELTEEIILAVS Ay FE—2ETEEE N5 BRHEEAE (X
Fy b4 R) REBOAEL LTHESRTWAEEE, R/NBHEROF
AEEEE. EITARZRE LEEFESE OT IBERRERER 20D, )
ERETHDHI &, i

6.10 HARIZEHHE

HATEHET, BAREREB LRSS THOIZ L,

6.11 BRTAINF—BERVERAV—HE

BERTINVE—BEROREANRV—EESELEL 2254 (EHESE) TO
BIfic BT AR A X —BER, BARERERLAEFTHDLI L,

6.12. T UY=L AT L

(1) FURY)—v2F 5 (L—YPEEBELEFRIBRTLOVATAT, 77
A4 RBTFa—TENLERINDETIANAY VAT A, L, LEEI
S—FReoPal—Z IR, ) O LEREEOE VL DEZEET Y
RY =Y AT BE L EOHOTY NY =Y AT AL ED, T OREEE,
P AiER 0B (NA)  EAEERE VY 74 AOR/NFAE T EREET,
HAREFERLIFAETHDLII L,

(2) FUARY —RTF LOBRRE VR RER B I8RO & HF U,
BANEEERLAZTHY, FORRNBHAOBETLI20%UATH D
Tl (REEAVERINIBEOTEHF  Tu—TA (FEEFI D
— AT L) DBBER—90%,/ FHE A H 7 —80W (R H 7188, 9W XO0.
9) . 7u—7 BOBBE—-80%,/ HKHHHEHH—T1W (88.9W X0.8)
T, Te—7BiEr =7 AXY1I0% DR NE, )

(3) BRICEBASNDE 7 74 NEOEBREUVHER., BERRERERLASE
THhHT L, |

6.13 HEE~DFEEN

HE S ~DOREER O 03, REREE, RiRREOAH L L, EORE.

JEEE (B NE/AED RUHER., BEARERBSRLRAZTHDLI L,
6.14 BHEENEE—F

BAEET— R, BAREREBLAZTHHZ L, W & BERES
SR L, L. BROBSIIAVER, EBELOBEEA YA TR, )
6.15 EFHFH

AR, EARERERLASTHIZ L, FEYTIHE)

7. BB, HEIDE
M OB (b, YRR UER,




8. JSEFRIHE

8.1 REALH
BILEDAEEERE, JIS T 0601-11THE5,
8. 23K

8.2.1 V—¥HIHhOEE

EEOL—FEHHAOREBE . B/MES bRRESHAEE T 5 WHE

TEALSE, EEOREKRUFHOBAZBESNEZL—FHAE LT, BE

FHAF LW, ) THETHLE, SREECHTLIRAEMEN £20%0HEE

HIZ A > TWRTRIER B R,

() © RU—F=FPHBTIHED U —E=F ORFMEIT, BMEFHD

B CHIEME % LBRIEYT 5,
CDWE%Mﬁ%km\@%ﬁ%ﬁb<ﬁ%hﬂ@f6%ﬁmﬁbf%y
=Y EVT 4 OBERBENTUVDHFBEEYNICHBERESAKL
b ET B,
8.2.2 HA FXEDH IR

A RKELTUV—FEERTAILDICH>TUIEELHATT I L L LIz,

HAZREFHAFTRETS & &, BELOBRBMEL B Ti0etsE

BLT, TOHNEEEHERIITEmWETE TS, AL, +49HEETE

DLVNXNDHATHDZ &,

8.2.3 V—VHADOEEME

HEZRKERHIIO0% DEREME TIOSMER L% EHERNEE

ENTVLHEBIZBOTIHERRERICHEY, ) . RERHEFHBOEHE2KREEFH

HATHET S L&, HATEIE 5 %LURTRITIZR B0,

8.2.4 FA-DBE

FA=EF, VP HREBRHE~BRITIEZOORFNEHNLZBRELEH TS

TeDDEDTHDH, FA4vORBEABIITRICENTT,

(1) v VOREITLTREZFEL, RETEIRNIA BI04
CRERDO/DISVWEXARFILEEL P — AR ST nRa—7F
ERVWTHET S, A4 ~OA&REMEICH L CRBIEMOBEE®IZ+10%
DB|EBMH I A - THRITNIE RS20,

(2) +HEBEBROASOEREFRFNLL LE (1) BRTDBEIE, L—
PRI METOESEA VIR a—72AVCHET S, 24 vDED
EEICH L CRAEEOMEMILE10%0EEEEIC A > TWARTRIER
B,



8.2.5 F—Ahly v DMWAKE

L—F - AQEERHICHAEIMELRELE L. 1 TR EORBER
BEM%E., L—VOBBREROT, BIERKEENSELRNIL,
8.2.6 E—Avyyv¥OEEERE

B Ay v X OEECHBICRENA U L &, EREARCHA AL
v FEANTS L—FORESLHEBH - Tk bRy, £, ZORRICHE
LT, BB T b ETRIC X 0 IFE I b SN EEFT A G2
i R RIER B RV, |
8.2.7 BERLUHEEOBE

L—HFOEEICH LTRELA L, R/ NVABORE LY 2R ERD
PENERRFCEEL P — kRS EA YR -T2 AOTRET
%, WiE UBEEOAREECE UTENEMEITE20% DBREMBICA - TR
T bR,
8.2.8 EYE/EBIRERE WMEGEOEMRS

VR ENERTAIERICH T, LV EBHLTERAAR Y MLE
PRHTALE, ZOHRLA (UT, BAMEL VI, ) b L —FREHS
(AN FY— AR YIE T 0 — 7 ) £ TOESE (UUT., (FEIBREEE V5. )
. SRR AN AEEERERC Y LT+ 2mAOBREICA > TWARThIZR
BV,
8.2.9 FHLHA FPHEOERMLEDTH

L — A ERBRTIERICH> TiE, L—FOREINERBRETEN
SNAESAEIIRBWT, XS VA FROEXRTIENRERLOPLRIZE0.5
mmBAP T, TE DX EOTIE 1l TRITHIERZ LR, ,

7. ERBHEPIC, Ty A ASERERALCRATIEBEOSRS. BREE
BLTWA B aZEicB VW TRILEr A FAOBEEREBI RN L,
8.2.10 D '

FEUAOERCHEL LTRET 20DV TH, BRARERKS & H
ETHHI L,




(Bl 4 ]
RERT AV —FIiZ o T oL

. R

COEEE, ERIESRE LTOER B, DRIPHENATH, Fh. BE

BUOEKETHD L ZADREN A L—FIZEAT 5. |
(E)Kﬁ@ Ebav VEREIFEEE, (9B, 1Lf, EEROERK) 2
mam XIEHRETEIEMABE (L—FAR) TH5, [,
!&Uﬁﬁjuﬂw%EWﬁﬁ%%-%%%ﬁﬁﬁéwﬁﬁwﬁ
%E%\%%X@%%®W%Rméﬁﬁ\?UNU~VZ%A%%%%#
EIZLoT, TNOLBEORENS - L BT L2 HME LTRE
SNTHERITOVTIE, REBIEEYE L2V 0 LT3, GEAMNM : 3%
LR, BEGEE. FRIBK, HSIEH. LbRY ., HE. B,

% () &%, BREO L —yiEEs)

2. BIAHRE
WICHBT R - BB, FEBECBIATHZ LItk » TRERO— 4

YD, BIAT 8% - BEEIHICESFREZMATS, H=FE L, AEELEA

TORE BELOMOEREMNERFHEIITESRELLES, WEZTOM

EAEEOBERERLELE L CEAT S,

- JIS T 0601-1 (EAESHE B 15 REXET 5 —FEREHE)

- JIS T 0601-1-2 (EFAESHSE £ 1 Z2CET 2 - RHEREZE £2
8 BIEAI—ER AL — ERFERURER)

« JIS C 6180 (L —VHIARIEFE)

- JIS C 6802 (L — ¥R DELEYE)

- IEC 608251 (Safety of laser products — Part 1 : Equipment classification,

. requirements and user’s guide V—VHRIFOE2ME F 1L HBDLHIE,
ESREEROFIBE OEF)

- IEC 60601-2-22 (Medical electrical equipment — Part 2 : Particular
requirements for the safety of diagnostic and therapeutic laser equipment
EHEXRHER B8 BWARWMSERA LV —F#RoTeE0REERE
)

3. #h



WimER A3l ERMHENS

4. L—HHEREO7 TR0
TEC 60825-1D 8IE [ T A4S IWESERETHI L,

5. &2
5.1 EAESRHSRL LTOoREH
ERSSHEL LTOR4eMEE, JIS T 0601-1, JIS T 0601-1-2i28EY D
HHETREB AT o7 & &, JIS T 0601-1, JIS T 0601-1-212E® bz Y E
FIZEAS LT iERbRv,
5.2 BEIIHTHHRE
ST AREORRRURET., JIS T 0601-104BICB VW TERBEE
LXgBo L, L. BENIEBWNCHEABT HERICE LTI B FREER
RITCFREZME L, BEMcB W THERTERBICE L T BIBIEEE,
BFHEESNIICFRESHET S,
5.3 L—¥lTxd BRE
L —Hr st AR IZ BT LT, IEC 60825-1 % TNIEC 60601-2-220 3 3HITE
WTEBZEAIELHZ L,
5.3.1 REER
TEC 60825-104. 212 X B,
5.3.2 REEXEOE—TT 4V E—T DT
TEC 60825-104. 312 L 5,
5.3.3 VE—hMf v H—mDY
TEC 60825-104. 412 X B,
5.3.4 v=2a7A40Ey b
IEC 60601-2-22049. 2}Z & 5,
5.3.5 #iT X5
IEC 60825-14. 512 % B,
3.6 MHEETSALR
TEC 60601-2-22m032 )RR i & B,
5.3.7 P—AVyv# |
IEC 60825-1M4. TIZ & B,
. 3.8 BRELAALvF
TEC 60601-2-220051. 10112 X 5,
5.3.9 VT ALAAYTF

1

e




IEC 60601-2-220056. 10112 & B,
5.3.10 7y hARA v
IEC 60601-2-220056. 11i X 5,
5.3.11 F—F o b rTalr—YarFALa
IEC 60601-2-22059. 10112 L %, |
5.3.12 B R ORERE
RECBERELHER %*”%%E@%h@waﬁxiT%@ﬁ
%%%%Té&ﬁﬁ_\V—%@%%A®HM%FE¢5 o
FEE 1) BEEBIZE, BAREXITEE, B8R, BXL—FHAXTL
—PHARERE, E—b Y v v ¥ OBEBERSNTEL &, L
—REIRZEE T 2551 i\@$@%$%§*$ﬁkbtw
(FE2) MEICSENRVEBZERI., SRICE - TASICHRBEN T
RARIIES2RETHBETHILIZI W, '

6. MEE
6.1 L —FXIERE

BEHE (CW) RO/ X SARAETHD 2 &,
6.2 L—¥PRRKR
IO.E’ium'C“Eb)ZDC}.‘o
.3 L—VIRE BERTF BIEFK
V— VB IIREB AR (CO,HTR) THBHZ L,
MEAZRIL. BEICERERE L EREE (UUT IEAREEREE Lvwo,)
LRETHDHI L,
6.4 EELHORKIE
(1) EHEHS
[P] 100WELTFOZ &,
[C] 100WH Tz &,
(2) ©—27 N
[P] I0KWLLTDZ &,
(P : 7SV RB/C o ERTH)
% B2 HAITIS C 618006. 4. 3B [ B — 7 U —DREIEICE B = &,
6.5 m/ANEREHT
0.5WllEThrZ &,
6.6 NAVRZFAF— (1VAHED) Qﬁfﬁﬁ'
1 JETDZ &,

(o))



6.7 7SIVAIE
0. 05ms~20msD = &,
6.8 HuELAEE
S5kHzEA T Z &
6.9 FRETELH

BEGEICE L TEEIR LAV, A FE—ASTER I WD REEHEE (X

By M4 R) BEBOAEL LTRESN TV AHAE. RAORBEERO

AEHIT, BAREREBLIAETHLI L,

6.10 H A7 AI K&
HATEGEL., EAREFRBLIRASETHIZ L,
6J1ﬁkI$W%—&E&U%KNUH%§
mfixw#waﬁkomkﬂv~&ﬁﬁﬁ%ﬁ<téx#(E%%)rm
BEIIZRBIT AT RLF— EF(AWZ%)&U/KiAU—&F(CW)
HARERERLIASTHLI T &,
6.12 TV ANRY =L AT A
(1) FURY—2RF L (L—FEBELEFIRRTOVATLAT, 77
A RS —TENLBRENDEFT VAV VAT b, 1L, ZEE I
S—FRv=Eal—FiFKR<, ) O LEAEEOEVLOERET Y
NRY =Y AFRE L FDMOF Y NY—T 2T AL ED, T ONFERE,
P AR YA (NA)  ESEHR T 7 4 NOR/NFE T HEFT
HEAREEBBLRAFETHL I L,
(2) 5V AY = RTF AOEBER OB KR H IR O R A ST H &3
HADEREELAETHY ., FTONHBHNOEEIIL20%URNTHSD
b, (AEEANERINSESOTHE  Yu—TA (FEFTIUAY
— AT N DBEIBIE—90%,/ H i 5 5 — 60W (RIEH A6TW X0.9) |
7 u—7 B OEBE-80%,/ & HHHH /1 —54W (67TWX0.8) T, 7'm
—7BR7u—T7A LD 1I0%DRNE, )
(3) BRICEASND 7 7 A NEOEREUHER. BARERESE L FF
THBI L, |
6.13 HE~OMEES

HHE B~ D FE A S 0 B 13, HEREE, HEREEOS L L, BEOHEER,
EE (BB AHE) RUHRER. ERAREREBRLFSETHLIZ &,
6.14 REBEIEET—F

WHEET— Rk, FAREREELASTH L, B B/ HES
@R L, L. BROBAIIAVER., BRLOBERA Y /A T7HR, )




7]

15 BRI
TR, BARERESRLAZETHhAI L, (FHYT5H5EL)

7. EREM. BEEITEHE
RO, Eh, BE LK,

8. JLERUHAE

8.1 REBR&EH _
BICEDDHEERE, JIS T 0601-1TH 5,

8. 2%

8.2.1 L—¥HADKE o
REOLV-VEHHAOREEL., H/MENSBREREAEE 5 WHE
TEEE, ERORKHHBOHEAZHES N Lb—FHAS BT, BE
BHAFEVWS, ) TRHETILE, FREBICIT3HEMES £20%DEE
FEILAS TWHRTRIER SR,
GE) @ XY —= I BHBTAIHEEGONATY —E=FOEREEZ. KIEFH
| IR CHIEE & LB ET B,
@ RMEFHAH L I1Z, EREELE LI ZNIEPRERIG LT -
b EDVT 4 ORI TV RS L EHMOICHBEREINAE#RK
LibD et 3,
8.2.2 HA KEDHAHIMR
HA RRELTL—F2ERTILDEh > TIREEYHETS & & bic.
HAEREFHAFTRET S L&, BREEOERME BIcT 2 LeMsE
BLT, ZOHAREKEHBICITSmWHUTET S, 2F L. +0ERT
BLAADOHATHBZ &,
8.2.3 V—¥HIHOREMHE
B ERAERH S D80% D EEL I TI0SIESR Lt (SRR NRE
SNTVWHIERITB W TIEFMERIZHES, ) . ZRRHIBOEIEZEERH
HHTEET S L&, HALEIZ+ 5% TRFIIER bRV,
8.2.4 FATDREE
ALk, VP BEA~BHT 500 BAFRERE LHE S5
EHODEDTHD, FA4<DOREEREIZTERIZEVT I, |
(1) L—-VOREBIIH LTRELF L, BETE BRI A <R E+4
CEREEO/NSVEARFIIESE L — VP E— 2 BRI a2 a—F
EROCTRET 5, &4~ OFREMSK L CRIEEOBEEIZE10%



DBEEFHHEIZ A > TWARTIER LR,
(2) +BREBEBO/NSWERRFHI 2 LR (1) BRFTOHEE, V-
PR IT S EREA VR Aa—TERAVTHET 5, FA4<DEK
IS U CRAFROHEEIE S 10%0OBREERICA o TR TIER
SRR
8.2.5 E—Ai¥y v XDMWAME B

L e A OEEBHICH A ML RERA L, 1 FELEOBER
BEHG., L—VOBEBERDT. BECRESELRVWI &,
8.2.6 E—AhityFOREHE

P Ay 2 OEMECHIEIC RENE UL &1k, BERARSHF AL

v FHEANT S L—FORBESPHFAN D> TRRLRY, E. ZORRICH

LT, BBIEz T bhERREBICI VS ICmME SNEESETEH L

ERRTIER B,

8.2.7 BELAKEKOREE

SMAREOEES. L—FOEEICH LTREEZE L. B/ L AREORER L

DA B RO/ S VWERBEFICEE L - AR ESELS YR A2 —

FEBWTRET S, BELEEEORBEEICK L THEMITE20%D-EE

SFHHEIZ Ao TWRITHIER LR,

8.2, 8?@%@%%/%%%@®E%é

LR ERBETIERBICH>TIE, - %&%%Lfmmzfzku%

%ﬁ&#éa%\%@ﬁ@ﬁ(uT\%ﬁu%&woo)va — VR

BNy R R T n — T ) E COMEREE (LT, fEEIREEE VD, )

. ER AN EEESEREIC R LT L 2mlbNORBREIZA - TWRiThiEe

B, o '

8.2.9 EfLVA FROERMEDTH

L— Y AERERTIEBICH o TIE, U #@ﬁméntéﬁﬁﬁfﬁt

XMAEABIERBWT, BHELTA FROEXTIERETNOFLRIEE0.5

Pl T, E O EOPTE 1mBATARTERLRY, L. 2B

HiI5—FROF YN —TRAFARCBNTIER, EED6 FAO L —FHHF

FICRWT, EHLE VA FREOTRIZFROREEURNTHSZ L LT D,

T ERBHEPI, 7oA ERERLUCRRTZEBROSE. BEE

LTSI 1 cnZB o B TEREREY A FEo#EEEzBX 20T L,

8.2.10 T 0ih o

FERMSDER TR E LT

LETHHIE,

c

||||

RET B DIV TIE, BRRRERERLF




(BU#E 5]
FEATIT LTI L —FIEoNT RN

1. HEASEE
OB, EFELLTOEH B, PRIDESTE. L. BE
CRUEBTHILIADXA VIV A YT L—FITERT B,

() RAEECED D U —FRIEEIZ, (9B, Lh, EERUER] 26
FEB. PEXIDRLTEFMEAHE (L—¥2AR) Ths, [HH.
Ak, BERE R OGRS LIS OB O IRIREIE - ZDRE 2 AR B MESS R OV
FIEE, DEIDRO—BULLENR, 5 U U —2 27 AR LM
BILLoT, TROLEEDHEDR - PELFTHZ L2 EMHE LTRS
ENTBITONTIE, AEBTES L bo L+ 5, (EEMI : %
L6 R. BBIGHE, BMIAE, HSWLE. LbWRD., BE. SamkE.
M () . BREAO L —FREES) |

2. BIAHE
Riciglf 3 - ZBIL, FEBISIATI LIl o THREEDO— B2 1E
Y 5. SIAT 8 - BEEXECEFREERT S, L, REXELBA
TOHB - BELOMOEENERSECRBEABLE LSS, KEETOM
AAZEOCERFEZEE L THAT 5, '
»JIS T 0601-1 (EEMELHERE H 15 LT ET5 —ROEREE)
- JIS T 0601-1-2 (EMEEHKE 515 : RLITHT 5 —BOEREE §2
i BlER — EREE N - EREE R URR)
« JIS € 6180 (L —FHABEFIE)
- JIS C 6802 (L —VRGDRELEHE) ©
« IEC 60825—1 (Safety of laser products — Part 1 : Equipment classification,
requirements and user’ s guide L — RIS D&2M 15 EBOLHEE,
- BEUREFIE K UF B E OF5])
* IEC 60601-2-22 (Medical electrical equipment - Part 2 : Particular
- requirements for the safety of diagnostic and therapeutic laser equipment
ERESMS F28 BWARCKREA L —TEBRBORESHOREE RS
H)

3. R



WAl EFRERKENG

4. L—HHRIED I T A5
TEC 60825-1M 8IE [/ 5 ALyt IWESERETH I &,

5. waht ,
5.1 EFES#SR L LTOoREN
ERESEEL LCOREME, JIS T 0601-1, JIS T 0601-1-2ICHET D
FETRBEIFol-& &, JIS T 0601-1, JIS T 0601-1-2IZEH b - i%HH
BIZHAE LR iEa by,
5.2 BERIIXTIHRE
BT B REOHRRUCRE, JIS T 0601-100BICBWTEEBLE
L& HHIL, P L, BERNCEBOTHERTEBICEL TIEB FBEEE
WIECFRESE L L, EEACB W CHEAT 258 ICHE L Tid BRESE.
BFBEZHXIICFREST L T5,
5.3 L—¥Rxty HRE
L—Fio s B4R #IC B LT, IEC 608251 UMIEC 60601-2-220 53 4RICE
WTEBZESESEDI L,
. 3.1 REER
TEC 60825-14. 212 X 3,
3.2 BEERDE—TT4A Iy
IEC 60825-104. 312 Xk 3,
5.3.3 JE—hFM 2 F—aw7
IEC 60825-1004. 412 & 5,
5.3.4 =27V EY Lk
IEC 60601-2-220049. 242 X 5,
5.3.5 SHLD5HE
_ IEC 60825-1D4. 52 & 5,
5.3.6 HBHEET AR
IEC 60601-2-22032 d) R Fe)iZ L 5,
5.3.7 P—Aai ¥y ¥
IEC 60825-1004. TiZ X 2,
5.3.8 BEELRALyF
IEC 60601-2-22M51. 1012 & 5,
5.3.9 VTARARALF

a

Ui




IEC 60601-2-220056. 10112 & 3,
5.3.10 7y hAA vF
TEC 60601-2-220056. 111z & 3,
5.3.11 #—F v b AT 4r—3arFNg R
IEC 60601-2-220059. 101iZ X 5,
5342%ﬁ&6ﬁ%%%
EBICEENECLBAICIE. REST+ E B ﬁﬁbﬂﬁl@ﬂ%%%
EEERTH LRI, L— ﬁ@%%m@ﬁﬁ%ﬁtfé*a
(EZ 1) REHERICE, #HRRXILEZ, BER. Bk —VFHAXIZL
—PHARBERE, v — A/%V?®%%Wi%T NN fo all
—RERE & BT 5HEITIE. BROFBAZEREFEL L2,
E=Z2) FPRICE ENR2VEMBER R, ARICL--TEZICREEN
RERIZESEZRTDHIBRETHNIT I,

6. EEE
6.1 L—FIIRHEE
ERE (CW) RO/ X VABETHDZ &,
6.2 L—¥RIEKE
1.06umTHD I &,
6.3 L—FHE BAERT HIEFX
YAGEMENdAF2HMLizry K (Nd : YAG) ThiIZ L,
6.4 EHRHIOOZRKE
(1) FEHHA
[P] 100WELF DI &,
[C] 100WELTFDZ &,
(2) E—ZHA
[P] I0kWHT®DZ &,
(P : NNVRPEC o ERR)
* B2 HIETIS C 618006 4.3 (e — 2 NU—DBPEJ 2L B Z &,
6.5 m/ANREHBS ' /
0.5WLl L TH 5 = o
6.6 SSAAREZRAX— (132 HD) OEKXE
1JUToZ L,
6.7 7UVANG
0. 05ms~20ms D = &,



6.8 HRLUBAKE

SkHzLLF D Z &,

6.9 MREH :
CEABEEICE L TRERLRVS AV FE—RE TR SN D RAHEHE (X
Ry b A R) BEBOMAEE LTHEESNRTWAEEE. s/MREEROFF
AHFEIT. BRARYREBLESEE T IEABERESR) LV, )
LEETHB L, |

6.10 Hi /R EEH

HARESEIT, BARERERLESTHDL I L,

6.11 ZATANVE—BERTERNY—EE

BRIV -—BERVEARAV-BENRLEL RDEE (RS TO

BIICE T AT AR —EE (CULARE) RO/ XAV —EE (CW) i,

BARERSE LRSS THL I L, |

6.12 T VAR — T AL ,
(1) FUINY—LRT A (L—FEEELERCEFNTLSVAT AT, 77

AARTa—TENOBRENDET VA -V AT L, 2L, SRS
F—FHeoPa b —FiER<, ) O LEAEEORNLOZRETY
NY =V AFRE L FDRDT I AN 2T LbED, TONHEEER,
B AR DA (NA) , BEEEEER T 7 A4 AOR/NTFA i EEFIL,
ERRERERIALETHH L,

(2) FTYNY—P 2T ADHBBR UER K ER L RO ERmHT 21X,
MAREREELIA%STHY, TOHNBHAORBEEITIZ20% LN TH S
Ty, (KREHABBRENIEESOREF : Yo—TA (EBEFIAY.
— AT R DFEBER—90% Btk HET iR )~ 60W (AREH I6TW X0.9) |
“u—7 B OHBEE—80%,/ FEHFHH I —54W (67TWX0.8) T, 7'u
—7 BRI E—T7ALY10%DIRVE, ) |

(3) RIHBAESND 7 7 A NEOHREOHE X, RAREREBR L RS
ThsdI &, '

6.13 HER~OHERE

S~ DS 0 B A3, AERER. HERREDL & L, MIEDTEE.

BE (ZB/ME/HHE) RUTKER., BAREFBSRLAETHDI I &,

6.14 BHEBEE—F

BAESHER— N, SAREFESRLIASETHI L, (B Bt/ BES

BEL, =L, BREOBAEA VEE., BELOHEEA Y /T 7R, )

6.15 Z#HHF




ERAAE, BAREFRRLASE THE L, (FYUT3HE)

7. ERER. IR
RO, b, BEE R O,

. JEFRIFRS

8

8.1 REALH
FRIZEDDHEERE, JIS T 0601-112%E 5

8. 2H#%E

2.1 L-FHADKE
EBDOL— ﬁIﬂﬁﬁ@ REMEE . RAMED DRRKERBAEE T 5 WHIE
TELIE, EBORKHFBOHAEBREENEL—FHAH CIF, BE
FHAOFTE WS, ) TRIETD L&, SREMICHTHRIEMEN 20% D5E
FHHICA > TWARITAIER BN, ‘ :
(EHDAU EFEmABMETEIEEGONRT—F= ﬁ@i?ﬁi IEE H 7
st CHEE® LBERIET 2,
<DVﬁﬁmﬂ#ti\lﬁﬁﬁab<@%nmﬁfégﬁmﬁbrbv
—FE VT A OHERBEN T LB LEEHNCHBERESREE L
Tebm 35,
8.2.2 HAFAXDOHAHIR
A RHE LTV —F2EATALDICH-TIIREFHET I L &
HAOZREFHAF THET S & &, ﬁ%rwﬁmﬁaafﬁﬁéﬁéﬁ%%
BLT, TOHNDEEKEHBIZ TS mWETET 2, 2L, +5HR
SL_AVDODHANTHDZ &,
8.2.3 L—VHAODEEM
HE T RAERHTD80% DEEREAE TI00MESE L% (BEAERIBRE
SNTVABBIBWTHEFHAERICIEY, ) . BRHFBORE N REFH
AFTHET S & &, HAZBITES BN TRITRIZR L 2V,
8.2.4 FA-DEE
FAwLiE, VoVFREBRE~BHRHTLILDOBRHEHNLRELEH IR
tb@%@f%é F A= OREMEXTRICENTY,
(1) V-V ORRICHLTBRELFL, RETEXIRAZA~RHEED+5
WCHRFEHEON SV EETFICERE L —F & — A%%%é@ﬁ/uz:—7
ERAVTRHET S, A4 ~OEREMIZH L CHBEBEEOREEIXE10%
DRBEEHFICA > TWH2IT iR B0,

OO



(2) +BICHERD/NSVERFEFIAL LR (1) BRADOEER., b—
RIS T IEESE AV AT AVTHET S, ¥4 TDER
e o LT RS 0 B EE I £ 10% O BEEFHTICA o TWRITILZR
B,
8.2.5 B—ALiy v ¥ OMANE

L—¥ P — AOEEBRHICHAEIMELREZE L, 1 TR EORMAR
BEf%. L—VFOBERYRDT. BIECEFENELRNI L,
8.2.6 E—AlyyXORERE

P hr oy X OBEPEBIC TR E Ul & &1, BREARCHEAA

v FEANTH L—FORRPHFBH - TiT2bR, Fh, TOTRIE

LCit, BB EIAT AR TR L HTEICH L ENMBERETAHL P

ZERBRTNIER R,

8.2.7 MELAKRDODEE

SARBEOEE, L—FOREH LTRELZA L, BNV RIEOER L

D BURERONSVERRETFEERE L —F s BHEEF YRR~

7%%mfﬂﬁ?éoﬁﬂb%ﬁ&@%%ﬁﬁtﬁLf%ﬁ@ﬁi%%@%ﬁ

_ﬁﬁmﬂofwﬁﬁﬂﬁtaﬁwn
8. 2.8 IEWE/EHEIEEE REHMEOERMRES

L — P RERT I EBICH>TE, VP ERBFLTRNAR Y MIE

PR T AR, FofiE (UTF, EAEBEVH, ) b L — Pk

Ny RE—R 4GS e —7 %) £ TOEE (DT, FREREE V5. )

=R %?éﬂk%%ﬁ%ﬁ%ﬁﬁtfi2mﬂﬁ®%%ﬁlof“ﬁﬁhﬁﬁ

B2,

8.2. 9¥mﬁ&ﬂ4bﬁ®%£u%®¢n

L— R ENSBHTIEBICH>TIE, b %@ﬁméntﬁﬁﬁﬁfﬁﬁ

ENHERmMITBNT, ?ﬁ’ﬁw‘ﬁkﬁ/f REDENXTEZRFNOFLAILE0.5

mPlN T, WEOXE EOTE 1 m A TRTNIERL RV,

. ERBREPIC. 774 NERZFRLTRHTEBORE. BREE

A LTV BHIERE 1 cnB B0 TEMTLRTA FEDHEZEBA 2N

8. 2.10 ZDfh
LR OIER CHEE L LTRET B L ORSV T, BRABERELSE L A
EThoHI L,




