20237 HMET (BB15HR)

| AAEERESSEES | 872699

EFERAM A EL—T+—L

H AJE RS K2 OIFERHk B4E2018  (20194EH HTAR) (2 HERL L C/ERK

=5 M A BHR R
A N Lo

r7Y/FV>5E 10mg

OXSORALENtablets10mg

#l SRER:ZiE 73

&

A oRE RS | AGEEES EE-EMEOLGEICIVENTLZL)

B & - & & | HE APy 10mg

1 4 A REH L (JAN)

B i’ % £ 4 : Methoxsalen (JAN)

BERSGERPERAR | WEHCARFEHAH 200743 H22H (BRRAEFIZL D)
Ol K % IR & O- HAGREHEN A A H - 2007456 H 150 (ARGELAEFEIZ L D)
Bk 5t B 8 £ A B |MREBGBAEH B 19674F9H 1H

BUEARGE « RIERSERASHE

EEIEERIE L E OERE
KRIEHEGER S ATF A INA T A— gt X—
TEL : 0120-591-818
M WwaEbHheE &EO 9:00~17:30 (++ H - fiH. UHAKHERL)

EERRBIRE 1T AR — L —
https://medical.taisho.co.jp/

AKIFI320234E7 H BET DO EFAL SN BM CE ORI S S UWET Lz,
BATOMEEIL, MSATEIEN B RS O O R TR IR — U THES L TS0,



EERA VA E1—T+—LHADFS EOHE —BrREEAH2—
(20204E4 A 2zT)

1. BERA V21— T+ —LIEROEE

R P RS S O FEARRY e B & LC, ERAEERLIR SCE CUF, IRE3CE) B3dH 25, &
PEBL CEERN - JEAIRNSE O BEFRAEFH DY A 5 EB B e IS O EfE R A TE A 2 B
WA SIS ROMR S N7 A BT 2 ICERM R A LR G 6 o v . TSR FE o R Wl
BEF (LT, MR) E~OEFHROBEMNGFERCERIC I VEREMTL TETND, ZORRICHLERE
WA MBI AFTLOOHEEY A M LTEERNLA Z Ea—74—5 (LT, IF &BET) 73
FEAE LT,

1988 fFIZ H AR Al (LU, BIREE) P 2 /NEB S IF OGLES T, IF fi#kks, IF
FLHUESHZ RIE L. T D% 1998 4T HIWEAIES 3 /NEERA, 2008 £4F, 2013 4R H K EHAE
WEB R IF U HOUGET 217> T&E T,

Eﬁﬁ%@l%ﬂﬂ¢lFiHﬁ%@ BT —2 L LTRET2 2 e FAIE ooz, ZHUC

. M CEOFERUET N & > LA ICSGT ORI T — & 2B L7 [F BREehIcffit s s
L lipolo, BHRD IF X, EimE%%““ AHERE (LU, PMDA) OB 3K i 5 52
D~— (https://www.pmda.go.jp/PmdaSearch/iyakuSearch/) (Z CTAB SN TW\5, HIF ﬁiif %, 2009
FELVHERL O IF OERERFT MR E LT M X Ea—T7+r—2R5E) Z%EL, Hx

O IF PIRASCEEZMET 2 MIEEAFH®R E L THRHYNEL - il Tnd

2019 FFOIRM CEFHBEFEO LTI G, IF GLHEMHE 2018 BNAR I, 4k TR EZEM,
DIRFIE BRI T 204 71 ) ISR 2 IEREM DT, ZOEHRAE RE L.

2. IF&IE

F 1T TR SCES OB WA ME L, Eh - A EOERIEFEE T L > THEEBICLER, &
O MEELDT- O DOEW, G EFTOT-ODE®, AT HOfEHR, EHKLOBIEMH D7
D DIER, %%%ﬁ*%&?@kb@%%##%ﬁéhk%A%ﬁ@%mEiﬁﬁﬁikLT H
JRE FLAEAE A R E L, RIS D=9 % K L O RS 7 TR GE I HE o D AR ZEIT/ER KL
U%&%Kﬁbfwé%mgﬂjeMEﬁi%néo
IF (ZFCHT 2 T A EANE B30 R E L7z IF R BRI ML U, — 5O BiIoh & bk X KGR O RN
DIFMPFEHS N D, 722 L, REEEOREFICED L b O KR ORIHE B O35 - Hlkr - 24t
TAREHEFHELIF OFEFHLITRORN, SRR 5 &, REEREN RIS IF 1X, FIRE
H O - Bl - BAREA T2 & &b, RERMTET 20D LWV IBMER O L ERifR L
LT3,
IF ORMTE T —F 2 AL L, BIEAETORKRIILAHTIER,




3. IFOFIAIZHT=>T

RO IF 13, PMDA O ERHER MG R R O~ — I HIG T NRE STV 5,
BT RGN A  F B a—T 3 — DMEROF51 & | (296> TIF ARk - 122525, IF O
JRAR 2B E 2 ERBUGICRE L TO D IE R IF 7ERRFIZGE# L O E RS oW T BE R X o
MR E~DA X Ea2a—IZ LV FHAFEOAANFEZRESE, IF OFAMEZED L LERH D, £
7o, PERFUGT SO EoEEFICET 2 FHICB L TIE, IF BHGET S5 £ TOMIE, 3R
ENRMT DEETNAZ A DS L2 CES, & 25 WIEAR O ER G RIgM — e 252 L v 3K
KRS H LT 5 & & bic, IF OFAICHT= > TiE, B OUT CEE PMDA O & 35 2 ik
PEWRB DON— U THERT DLENRD D,

B, HIEHEHASCZEEOMEO SN DM IN TS [V 5 BRERE © (X1 25&EH .,
(XTI {5 ICBT 2HEASEIIAREZ T TORWERPEEND 2 ENH Y ZOEY T
FTHBETRETH D,

4. FIAICIRLTOBER

IF Z HHEBICBO TR T ZENTERWEERFRIE L THEH L TWe/Z& 7w, IFIXH
JRIE DTG 22T T, YazlE IS O REIRFE U XARGE IS D R EDMERL - R 5 EIENEIE
D72 DFITER T D & DALE-DITTEA, Fesl « RBUTITIERRIE O L2 1 RIS B % = 3 5
DOIRFEERIBATEEN AT 20 A FTA v "= — 8 - 47 - 7T 77 4 2HOfIK 2 —ER
EZ T &5 2500, IREEHERIRIHEEI T A R T A 2Tl RARIESAGBI O HES BT 51
HWARMLIC DWW T, REERENEFREFENOORDIE L TITI 2 LIFELX xRN SN TEY,
MR ZE~DA U H B a—HLOXERE /2 SICL 0, FIHEEDON IF ONFE LI T L&Y
DTHH I EaRW L TEPRTNITR LR, TEEEN G/ LN D HROFB AR Z MRS L,
ZOREBIMEE R E | ERBISICHT 2 EM AR T 5 2 L I3EAROARB TH Y | IF Z1EH
LCHEEBZTICMED 25 HDIZ L TV & 720,




x

b e % - = 1 5. IBAT 2 ATREMED 8 DI oo 5
Lo BAZE DA oo 1 6. BANIOKFESRME FICB T DLREME e, 5
2. B DIRFEFEIIREFNE oo, 1 7. FHBE R OV DZETEME oo 5
3. B OBIBIFAIRFE o, 1 8. Al L DELAEN MEALFERIZEA) 5
4. W EFEFAICE U TREMTRERE 1 9. TAHIME oo 5
5. RSOV - B EORIRHEE ... 1 10, ZR2% « BLEE e, 5
(1) ZEEBGE e 1 (1) FEEDLER N « a3k,
(2) Vil - EORIBREIE o 1 SN FFR RS SR - BEEICER T AW ...
6. RMPOBETE oo 1 (2) B e 5
(3) A R B e 5
% i bl 0 = = 2 I =3-=170% 7 = G 6
O 2O 2 11 BUEHRHE S IV D B 6
(1) T oo b 12, Z DML s 6
) N 2 2
233 ggﬁ@ﬁﬂ% ...................................................... o V. ARICET BB e, 7
I - 2 Lo PNBESUTINR oo 7
(1) B4 BAIE) o I e 7
(2) {32% (ﬁg{f) .............................................. 2 3. ﬁﬁ/ﬁ&()\ﬁﬁi ..... El ....... 77:\ ......................................... 7
(3) AT A (SteM) e 2 (1 %%&Qﬁf@ﬁﬁy; """"""""""""""""" 7
3 HEERASUTHER oo 2 @) FEROHEORERER « Bl 7
b B F R TFHE oo gy 4 ABRERURARICEET DER o 7
5. b4 (@405 XUFIAR— e 2 5'%5?%&;;%;;:; """""""""""""""""" ;
O MU B RIS R ? () BEPRERERAAIR oo 7
. ﬁ;ﬁmﬁ':E¢6EE --------------------------- 3 Ei; gizgg%ﬁuﬁ% ........................................... ';
Lo BRI e, 3 (s) %%;‘ﬁbglj*ﬁ%ﬁ """""""""""""""""""""""
(1) AN = AR e 3 T °
. (6)  TBIEBIE oo 8
() TBFBRVE oo 3 7 Eot....... g
() BRI e 3
(4) RS (s . Bhal. BEE A 3 VI. ZEEB(IZET BIEE e, 9
(5) %ﬁ%ﬁg%ﬁﬁi& .............................................. 3 1 %ﬁiﬁ/‘ﬂz Eg@&) é{hé\%xzi,ﬂ:/ﬁ\*@ﬁ ............. 9
(6)  SHBRBRI v SO O, 9
7) X OMDTEITRE o 3 (1) ETEBAE + PETBEIF o 9
2. ARG DRI FIZIT DZTEE o 3 Q) AT 2 BRIRAE oo 9
3. ARG ORRBRIRE, TERIE v 3 (3) (EHIFEBUER « FFGEHERD o 9
E:U8 s i 0 = 4 VI. EYEREICEAT HIEE ..o 10
Lo BT e 4 1o HLFPEEE DHES oo 10
(1) FTEDIER oo, 4 (1) 19 LA e, 10
(2)  BANIDOIBIOPEIR (oo, 4 () BERREBR CRER SR 10
(3) BT = R s 4 (3) HFEEI e 13
(4)  BUBTDIDVE oo 4 4) BFE-OFHEOEE o, 13
(5) DM e 4 2. R EEZREI T A oo 13
2. BUBNDFER oot 4 (1) BT T e, 13
(D) ARG (MRS OFEE OIS 4 (2) WU FE TE B oo, 13
(2) EREEEEDPEPE oo, 4 (3) TR EE T e 13
(B) BB e 4 (@) T UT T U R 13
3. VMPVEMR ORI T B v 5 (5) AT RTR e 13
A I e, 5 (6) DM, 13



b/ 4

10.
11.

A i e

BEH (R —232) BT o 13
(1) FBHTITIE oo, 13
(2) /T A= HIEENER] e 13
WUV oo 13
o i1 H OO 13
(1) i — MBI PTAEAEBE oeee 13
(2) iR — FERE B PT I oo 13
(B) HHADBITVE oo 14
(4)  BEHRA~DOBITE oo, 14
(5)  FDOMDHBE~DIEITVE oo 14
(6)  IMIEE FIFEA TR e, 14
R e 14
(1) AREHEAL K ORETREE oo 14
(2) B 53 2% (CYPE) D4y1Ff,

FEEER e 14
(3)  WlElEEE RO L NEDEIG ... 14
(4) W OIEMED A MK ONE L

FEAEELZR e 14
BT e 15
F 7 U AR—=Z =BT DR v, 15
BTN L DIRETR e, 15
BEEDYE RET T DI e 15
DM e 15
féﬁ(ﬁﬁt@&%%)tﬁ?éﬁ&
RN E Z DR oo, 16
RN E ZDPEH oo, 16
ZhEE X TN R BT 2B & 2O H ... 16
MER OHEICEET 2FEE L EOEE ... 16
B AR & F O e 16
BEOEREZATLEEICHETIEE 16
(1) AOHE - BEEEEOH D BE 16
(2)  BREREFEE R o, 16
(3)  PFREREFE R oo, 17
(@) AR ZE T DA e, 17
() BT o 17
(6)  FZFLIT oo 17
() IINVREE e 17
C =21 =T 17
FEEAEF e 17
(1) PEFHZESEZOHME e 17
(2) PEFHEE & ZDFRH e 18
BV <o, 18
(1) FERZREWEM & WIHIER o 18
2) FOMDEWER oo, 19

B R AR AT RAT KT TR 19

10, HEEFEG e
11 B EDOVEE e
12, ZDMDTEE oo,
(1) ERREEANZIEE D I e
(2)  FEERARARBRICEE S < EH e,
X. JERREREERICEET HEB e
Lo FRERERBR e
(1) SEEDEREEEABR oo
(2)  ZAEMEIPEERBR oo
(3) ZDOMDIEIEERER ..o
2.0 FEMERRBR oo
(1) HEHEGFEERBR
(2) A GFEMERBR oo
(3)  EABEEMEFRBR oo
(@) DNASEPERRBR oo
(5)  AFHFREAETEMERRBR oo
(6)  JRIFTHIBEERRBR .oooeeeeeeen
(1) ZDOMDEFERTENE oo
X. EEMBIEICET HEE ...
Lo BEIIE AT e
20 ABDHARET oo
3. EEEREE TORTHE oo
4, BN EDTEE (oo
5. FBETET B oo,
6. [R5« RIZNE oo
7o FEESFEALEH B e
8. HLEHRTEAREEH H L OVKGRE =,
FEMMEAENGAEA B, IRGEFATEA H o
9. ZNRESIZNABN, FHVE KR OH &2 B4
DFEH B EOF DT oo
10. FREEARE AR, A RAREH H LD
FEDIPITR e,
11 BRI o,
12, BRI RIHIFRICEE T DM
13, BAE T R e,
14, PRBRFAAT EDTER e
D G NS " 4 N
Lo BIFTTHER oo
2. ZDMDBE SR oo
XTI, BEBE e s
1. ERIETOIETERI L oo
2. WM IT D EEIR SR M v

.19
.20

.23

.24



D 1| R /£ 30
1. FRA - IREESHRIZER L C
BRI 21T 5128 T2 > TOBEREHR o, 30
(1) B e 30

(2)  ARlE - RPN
RGP T 2 — 7 OiEE M
2. FDOMDBIEIZE Rl oo, 30



I. $IZICE9 HIHE

1. RAROKEY
TV MCHAT 2 ' VB O Ammi majus Linn (14, : K27 €Y £ F¥) ORIZOHN BB OTERICH R0
ZliE. BESRUCEEm LN TWEE WbiLd, 19474 Fahmy HIC kW 2 OF#SE LT 7<)~
(furocoumarin) FHEARTH H A FFH L (methoxsalen) & Z D[FEIFEARNSHEES L2, 19484F El Mofty? 7
EOENET IR ERF T2 2 LI BERBICEEFBENAONDIZ EERE L, 7 s~ ik
BEICALORE S Y T L2 (psoralen) & L CHItH S TH Y . AFNELZE DI-methoxy(K ThH 5,

2. HROAEFNEHE
(1) A bV Lo b REREOSEMNR (UVA) Z0FH T 21R5EIX, PUVA (Psoralen + UVA) &1k & FEIZILCUN D,

(2) ARFNLE G O ZVER, FrICRIE RO (320~400nm) |25 2 28T,
(TVL 2. (1) TEREAL - TERISFE ) OESER)
(3) AR ZEFG LT BFICEINRE IR+ 5 & RBICAERILE L KIERISHB RO, BHHICA T =
WILET D, BAEEEICEARLE LTRSS 28 2 T8I TR > T,
(TVL 2. (1) TEREAL - TERISFY ) OESER)
(4) EIERITRIERIOLE T 8F (13.11%) 1314F (21.31%) IZRD b, FDOER G OITIRI3M:. Em3ET
Hot,
(TVI. 8. EIWEH) DHEZH)

3. HIROEFFHHE
(1) PTPY— hiE, BG4 - SEOHMIMEZEHOLEBHT, EyTFarbte— (HEITLEOEMERR) &
1T>»TW5,
(2) PTP>— hOHEIFICIE, ARTKERB LI W 2= =Y AT T30 b LTS,

4. BIEFEAICE L TRMT N SHHE

W E G B % GEb . ROl e A N5 o 5%
RMP
SBIMD Y A7 e MEEB & LTIERR STV 2 B
Bl AN A F5 A~
38 ] 100 R 7 P

s s [ s [ s | T
fﬁ’ﬁ’?’?/ﬁ

5 AREHRUTME - EALORIRSEE
(1) AE&EH
A L7220

(2) & - ERLOHRER
A L7g

6. RMPO#IE
L7



I. AICET HIEH
1. BR5E4
(1) %04
%7V F L 8E10mg
(2) *4
OXSORALEN tablets 10mg
(3) AMDHERX
BRlZ7a L
2. —fR4&
(1) #04& (asfiE)
A MY L2 (JAN)
(2) #£& (wfiE)
Methoxsalen (JAN)
(3) AT L (stem)
B
3. BEEAXIETREX
4 HIRRUSTE
3+ 0 CioHsO4
oy 216.19
5. {e24& (diE) XIEKE
9-Methoxy-7H-furo[3,2-g]chromen-7-one (IUPAC)
6. BR%A. A4, BS. ii5&F5

B 7e =Y
%5 : 8-MOP (8-Methoxypsoralen)



. BRRSICET SHE

(1)

2)

3)

(4)

(5)

(6)

)

3.

WELFMEE

HER - IR
A~ o

AR
7 auaiRLh
I DRENAS

0% T4
MY ERe L

il S ATFESRIEDO AR T, 12

TR, AF ) —)b, =& ) —L(95) TP =F Lo —F 1|

MR (DER). BR. BER

Bl . 145~149

°C

FRIR A AR E B

BH TR L

DL IHR S
MY ERe L

DD E M REE
WG Amax : 244~300nm (% / —)L)

BUNHS DEREUTICE T HREN

B OBRIT 2R,

RAFGRAE PRAF I RAFIERE (EES
=R 3 RE, Lok KRN
40°C 65 H REE. Lot Kk
50°C 3% A K. Lot Hiksm

40°C, 80%RH 3% A K, Lot AN
FENBELET 64 H - KRN

B AT 7H — Kk

¥/ UHT 8¢ fH] - HFEN

ﬁ)‘j]ﬂz o)ﬁgnnb\nt%ﬁlf E%i
fifeaRaBRiEL - H$i%ﬁV%F%#V/J@%Mﬁ%&
EOE BRI/ (A MR Ly OBEEICE

RFIZ L KIZIFEAE



V. REI-EHTHEEB

(1)

2)

3)

4)

(5)

(1)

2)

3)

Flf
#f DR 3

AANT, FEPIZ L > THEETLDOT, Lotz BIICHEREES LT 5D,

AR DHNER B DR
HR5E4 el NI - A X5k
i T 18 e
F2 V5 L bElOmg H DR GE O
[ERES B HE
(mm) (mm) (mg)
%98 #94.6 #1240
FAlO—F
AR OPTPY — RMZFm @ T130
fRIDYE
MR L
Z Dt
FE L
SUHI DA Rk
S GEMERS) OEERVHME
HR5E4 F7 YT L BE10mg
ARy 15 HF A b4 L2 10mg
KT
fhdh Lo —=A
E e 7 et /LAY —F
ATT VU~ TR T A
Ea Aa—2A
EFi
. YIF
A
WAL e L
TIET ILKR
v
KT A R
TNT7—AbT 7
g, F 2 o
HaFrroRm
ERBEEDRE

L7

He
BRI




V. ®FICEd 5IEE

3. RTEMEDHEBRRUEE
FE L

4. Al
L7

5. BAT DEREIED &H DKM

9-hydroxypsoralen, 2,3-dihydro-9-hydroxypsoralen"

6. HHEDOFBEHTICHEITIREN

TRAFSRIE TRAFHH TRAFTERE il R
40°C, 75%RH 65 H PTP,/ 7 )V 3 ik Pk
25°C, 60%RH 245 H PTP,/ 7 /L 2 @k ik
25°C, 75%RH 3x A &7 AN (AR HFEN

40°C 3% A et 7 AR (KU BN

D65 30001x (£§ﬁm) MEEFEY L v — L B

7. RBEERVEMBEROREN
L7

8. fthF L DEEEILL (MEILFMIEL)
SRR L

9. FHk
(518)
H AR S AMESE S =8 T A b4 L o 1omghita sty 1IC k5
% S RVE (1001 5))
ARt - 7 v LRk B U v A (1-100)

(5 3%
FoRE BE e s
10mg 904y 80%L k

10. & - 2%
(1) FENRELGES - B, SMESRRCESR - AXCHT HI1EH
L7

(2 8%
PTP100%E [10%E X 10]
FEE TR P RN 54 & [RIAA

Q) FPRE=E
L7



V. ®FICEd 5IEE

4) BEROME
PTP: 7/ 3=u A, KRN 7uar’L > (PP)
ToItve— Ry xzFL oL 77X L—hk (PET). RY=xFL > (PE), T/VI=1 LA

1. BERHESINDIEME
L7

12. Dt
PR



(1)

2)

(1)

2)

3)

V. ARICEY SHE
1. DEEREHE

4. HEEXIIHE

%
SEHAR

SEEX TR ICEET SR
RIE ST

RZERURAE
FAERUAEOR®E

6. AZRUHA=E
W, RATIZIHE28E (X FFP L e LTC20mg), 7~12F TILHI~28E (A F&xH 1L & LTI0~20mg) ,
6FLLFTIZIHIEE (A P L b LTl0mg) ZRO#FET 5, ZRBIERIC L @@ EHEET 2,
& OB 2RI AR & D WII N TERIMRO BRI 21T 9 . EF IO ABHIINRBIENEE L,

AR UARORERE - 1R
LB L

RERUVAEICEET 5 EE

7. BERUVAZICEET 535

71 SRAMNRE RS 28546, BEFEEOEANZIS U CEBELZH 2 [T I0ERH D, TOHLE LT
E. PRET U7 A OB ABEEAL SR E LB 7 ISR L, BT DRRENEY TH D,

7.2 FRIZERANDORE 1T, REREZHIET 2D B b, RADABERLL TN LT 22 ENZEELL, —ihD
Hicl LT, HHIBOLAIXSD LV ihD ., N TSN O%4513, eI L 0 20~30cmD FEREED 5143 &
DR, LItk FEBLEAL O R RIS X 0 i - Wi L CEEEAE L, BT L,

7.3 AFNT360nmAE B — 7 LT LW RICTEVEEEZ AT HD T, F & LT360nmfir DR % A9 % Black-light
DOIRFNLEE LU,

B R Al iE
BERT—2/\vHr—
MM ERe L

PR TR
SRR L

AR RISERAR
AR L




V. BEICEd BHIEE

(4) WRAEHIHER
1) AR
LR L

2) RLMHER
AR L

(5) B - FEMNHB
AR L

(6) JAEAIfEF

1) ERARERE (—REAKERAE. FECARERE. TARELRAZ) . #ERTERT —2X—X
RE. WERTRERABROAE
YR L

2) RBEHELTERFEODHNRXIIERL-FAE - ABROME
BARSANA

(7) ZDith
E N — R RBR O GEIZLL T L B0 TH D™,
PB4 g (%) [tELl k]
S MEREE 76.3 (135/177)

) BRARRERSHER (FRHER) OARTH L,



VI. EMERICEEI HIEE

(1)

2)

3)

ERPH(CEHESHHILEMRITILEMEE
Y LN

FIR{EF

YEFRERMEL - {EFRR

ER%RF

AT =R FT e =Rtk TFrronbAEEemaInsg, T —BIIHEHEOBETHY . FTEEKD
AT = VRS NE B IIER A IS, ZORRT r oS —ENEM L ENDY, invivoTD A FERH LV
B GIX TRIKZ AL L, 2 L > TS OMBNSEN RS ICBITL, Fur—EniEibahns?, £72.
in viro COUVARRSHZ L > TA T /%A "D AT 7 ha B FERORRAFBIFHCH 2G2HI N IERE LT
Fa o —BEEA AT S E LT EY,

Je R M EsR 1k A
A NV UL EONAUEZ R S A ERAZ A L, FRCREEM OSSN (320~400nm) (2352
ZMEARTY, A R LR LI REICRMR AR5 & REOAEEAIRE L, SREG R
BB A 7 = DILET D, BBERET OGERLAECFZBRITLE M Z 285 130T > T
PRI RGO FBENLCAFAET DD A T = il 215 L L, A 7 = U IBARIia 0y 32 = & w59,
EHREEC EEANOAFZEOHEIMET, (1) WEL TWD AT /¥ A FooEhEkOBZ b < diErE e, (2)
AT —LAOERIEE, 3) FriE R— T 5F 0 o —EBOIEEEMN, 4) 27 %A FojR
KB OBHRZZE Oy O8N, BNE—IZUIMHAE > TRIDbDEEZ LN TNS?,

B &R 1T HHEBRAAE

1) FOIF—EEMSIE/ER

FIHY (FERRRICA XY Lo akb325 L . iGN L. RESRAEMT 52 &6, A ¥
YU G L0 RN B M 28R TREICRAT L, BRI 20 TidRnns L,
El Mofty 5% 237 » MZ X h¥H L &b LT, SO & 0 P ~OFAT & 3R 7 flehi & HA 1 72,

F 72380 IFPUVARRSHIC £ o CTEAE v MR SGINC ERE S 2 ATREME 2 1 L7z,

2) BRMEOENMRICHT 5REZHIEEER

Lerner 5 ' 1%in vitro T, SEMNRRBHBTHBO A M2V L URIKIZDE, Fr 2 « DOPA « L7 F A4 [HE—
F v F—ERINTOWTHRE L ATHUCK L THREER L LMW & R HEHRRICB W T A R Ly
B CIIARTEETH Y . RIAMREOFH T2 2 LI THIO TR ERTHEEZHL NI LI,

YERRIERFR - FiakeE
SROMBRIRSZ PRI P IR 2 6~ 8IRF R LT D



VI. EMENREICET S1EH

(1)

2)

1 AR BE D #E 7S
AR LA MR
AR L

PRARSBR THRRA SN IFRE

1) HERS

RG fEEER A 6 ULEAT—%) W
BehHE A REH L2 (8-MOP) L L T40mgk 7 b A A — —1E|2 CHERR O # 5
FIIE - BRI H 7 v GRRREAI X R %)
HETTIE © 025~ 1HFE A CEE L 72 IE T O8-MOPA 7 i~ 7' 5 7 4 —IZ L » THIE L7,

FERELLTIORT,

Crnax (Mg/L) Tmax (hr) AUC (ug-hr/L)
i (n=6) 266+ 146 1+0.3 568+334
H7EL (n=6) 161+77 2.1+0.7 309+165
B OMIETERETLLTO X 5 ICHEB L,

lit75H 8 —MOP L L
600r (a) - (b)
s hERE (2s/1) i -
0 2 s 4 1 2 8 4 5
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(1)
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3)
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(1)
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VI SRR HHH | BH
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R R R

~ U AHFBEE R L TE, A FSY L2100 0200mg/kgik 155 CHISME 23, 400mg/kg TIEA R 72
HIRN R BTz, ~ 7 RZHT D FstfEERIEL, 100mg/kghl A #5-TiRD bivignoTe, ~ 7 A F KEBIEEEIC
*f L Tld, 400mg/kgik A #-5-C—EBHml 2 mthVWXE%m I3, 100mg/kgiR 05T FREAZ R LTz,

B AR
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7o REREMEA ORBFICIL, 025% A b5 L UIRIRILE CTHEBEZ RO o120, 7 v M EAWTHIRIER
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Z DI DEEHER
LB L

=R
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_ ia 1,170mg/kg 1,880mg/kg
A
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= 4 KIE
= 1 4 Bausch Health US LLC
e 7 4 OXSORALEN ULTRA
HIE - Btk Soft Gelatin Capsules, 10mg.
J& I A 19864F

ZIRE X35 R

Photochemotherapy (methoxsalen with long-wave UVA radiation) is indicated for the symptomatic control
of severe, recalcitrant, disabling psoriasis not adequately responsive to other forms of therapy and when the
diagnosis has been supported by biopsy.

Methoxsalen is intended to be administered only in conjunction with a schedule of controlled doses of
long-wave ultraviolet radiation.

MEXR O &

PSORIASIS THERAPY
1. DRUG DOSAGE - INITIAL THERAPY: Methoxsalen capsules should be taken 1-1/2 to 2 hours before
UVA exposure with some low-fat food or milk according to the following table:

Patient’s Weight
Dose

kg) (bs) (mg)

<30 <66 10
30-50 66-110 20
51-65 112-143 30
66-80 146-176 40
81-90 179-198 50
91-115 201-254 60
>115 >254 70

Geriatric patients should generally be started at the low end of the dose recommended according to body
weight and closely monitored during PUVA therapy. Although clinical experience has not identified
differences in response between elderly and younger patients, the use of methoxsalen in older individuals
may be affected by the presence or pre-existing medical conditions.

2. INITIAL EXPOSURE: The initial UVA exposure energy level and corresponding time of exposure is
determined by the patient’s skin characteristics for sun burning and tanning as follows:

Skin Type History Recommended
Joules/cm?
I Always burn, never tan (patients with erythrodermic 0.5 J/cm?
psoriasis are to be classed as Type I for determination
of UVA dosage.)
I Always burn, but sometimes tan 1.0 J/em?
I Sometimes burn, but always tan 1.5 J/em?
v Never burn, always tan 2.0 J/em?
Skin Type Physician Examination Joules/cm?
v Moderately pigmented 2.5 Jiem?
VI Blacks 3.0 J/em?

* Patients with natural pigmentation of these types should be classified into a lower skin type category if the
sunburning history so indicates.

26




XI. 8E&8H

JHER O &
(m3x)

If the MPD is done, start at 1/2 MPD.

Additional drug dosage directions are as follows:
Weight Change: In the event that the weight of a patient changes during treatment such that he/she falls
into an adjacent weight range/dose category, no change in the dose of methoxsalen is usually required. If,
in the physician’s opinion, however, a weight change is sufficiently great to modify the drug dose, then an
adjustment in the time of exposure to UVA should be made.
Dose/Week: The number of doses per week of methoxsalen capsules will be determined by the patient’s
schedule of UVA exposures. In no case should treatments be given more often than once every other day
because the full extent of phototoxic reactions may not be evident until 48 hours after each exposure.
Dosage Increase: Dosage may be increased by 10 mg. after the 15th treatment under the conditions
outlined in section XI.B.4.b.

DAILYMED [OXORALEN-ULTRA@(Bausch Health),20214F11 A 2457 ]
https://dailymed.nlm.nih.gov/dailymed/drugInfo.cfm?setid=ac951dc4-9031-43bf-943¢-cb2366951123 (202346 H 7 7 & &)

% KE

E I 4 THERAKOS, Inc.

W e 4 UVADEX

KT - Bk 200mcg/10mL  7EHF)
5% B AR 19994F

UVADEX® (methoxsalen) Sterile Solution is indicated for extracorporeal administration with the THERAKOS®
CELLEX® Photopheresis System in the palliative treatment of the skin manifestations of Cutaneous T-Cell
Lymphoma (CTCL) that is unresponsive to other forms of treatment.

Each UVADEX® treatment involves collection of leukocytes, photoactivation, and reinfusion of photoactivated cells.
UVADEX® (methoxsalen) Sterile Solution is supplied in 10 mL vials containing 200 mcg of methoxsalen
(concentration of 20 mcg/mL). The THERAKOS® CELLEX® Photopheresis System Operator’s Manual should be
consulted before using this product. UVADEX® should not be diluted. The contents of the vial should be injected into
the THERAKOS® CELLEX® Photopheresis System immediately after being drawn up into a syringe. Do not inject
directly into patients. The UVADEX® vial is for single use only. Any UVADEX® that is not used during a procedure
should be immediately discarded. UVADEX® can adsorb onto PVC and plastics, therefore only THERAKOS®
CELLEX® photopheresis procedural kits supplied for use with the instrument should be used to administer this
medicinal product. Once UVADEX® is drawn into a plastic syringe it should be immediately injected into the
photoactivation bag. UVADEX® exposed to a plastic syringe for more than one hour should be discarded.
During treatment with the THERAKOS® CELLEX® Photopheresis System, the dosage of UVADEX® for
each treatment will be calculated according to the treatment volume.
+ The prescribed amount of UVADEX® should be injected into the recirculation bag prior to the
Photactivation Phase using the formula:

TREATMENT VOLUME x 0.017 = mL of UVADEX® for each treatment

Example: Treatment volume of 240 mL x 0.017 = 4.1 mL of UVADEX®

Frequency/Schedule of Treatment

Normal Treatment Schedule

Treatment is given on two consecutive days every four weeks for a minimum of seven treatment cycles (six
months).

Accelerated Treatment Schedule

If the assessment of the patient during the fourth treatment cycle (approximately three months) reveals an
increased skin score from the baseline score, the frequency of treatment may be increased to two
consecutive treatments every two weeks. If a 25% improvement in the skin score is attained after four
consecutive weeks, the regular treatment schedule may resume. Patients who are maintained in the
accelerated treatment schedule may receive a maximum of 20 cycles.

There is no clinical evidence to show that treatment with UVADEX® beyond six months or using a different
schedule provides additional benefit. In study CTCL 3, 15 of the 17responses were seen within six months
of treatment and only two patients responded to treatment after six months.

Drugs@FDA [UVADEX (Therakos),2021455 A ti 7T ]
https://dailymed.nlm.nih.gov/dailymed/druglnfo.cfm?setid=5ad333bd-845f-4318-9ecf-43491126¢7¢c7 (202346 H 7 7 = X)
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L RN
KIE DA SCE PREGNANCY:
(2021411 H) Animal reproduction studies have not been conducted with methoxsalen. It is also not known whether

methoxsalen can cause fetal harm when administered to a pregnant woman or can affect reproduction
capacity. Methoxsalen should be given to a woman with reproductive capacity only if clearly needed.

NURSING MOTHERS:
It is not known whether this drug is excreted in human milk. Because many drugs are excreted in human
milk, either methoxsalen ingestion or nursing should be discontinued.

F—=A T VT The Australian categorisation system for prescribing medicines in pregnancy
(202346 H) Category : B2

Drugs which have been taken by only a limited number of pregnant women and women of childbearing
age, without an increase in the frequency of malformation or other direct or indirect harmful effects on the
human fetus having been observed.

Studies in animals are inadequate or may be lacking, but available data show no evidence of an increased
occurrence of fetal damage.
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Hish NS
KEORASCE PEDIATRIC USE:
(20214E11 H) Safety in children has not been established. Potential hazards of long-term therapy include the

possibilities of carcinogenicity and cataractogenicity as described in the WARNINGS-GENERAL section
as well as the probability of actinic degeneration which is also described in the WARNINGS-GENERAL

section.
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