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WEEOFLRE), ME (EE TH IR, BIEVEMEEE, fhomE TRRO R
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;;%ﬁp% hEE - R Psoriasis
ol gk Al Mk - & Before starting treatment it is advisable to give the
%) patient a test dose of 2.5-5.0 mg to exclude
unexpected toxic effects. If, one week later,
appropriate laboratory tests are normal, treatment
may be initiated.
The usual dose is 7.5 - 15 mg once a week.
Weekly dose may also be administered in three
divided doses over 24 hours. The total weekly
dosage can be raised to 20 - 25 mg as necessary.
The dose should thereafter be lowered in
accordance with response, which is usually
obtained within 4-8 weeks.
kS
JelE | focs (EA4)
NEE « 2R Psoriasis
Mk - HE For the treatment of severe psoriasis 10 - 25 mg
orally, once a week, is recommended. Dosage
should be adjusted according to the patient’s
response and the haematological toxicity. The
prescriber may specify the day of intake on the
prescription.
=ES Methotrexate has also been used in the treatment
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of severe, uncontrolled psoriasis, which is not

responsive to other therapy.

gL

s (E%4)
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Vulgar psoriasis and arthropathic psoriasis

ik - &

Recommended initial dose (with regard to a
standard adult with a body weight of 70 kg): A
one-time test dose of 2.5-5 mg is recommended to
estimate possible toxic effects. Lantarel is taken
orally. If laboratory parameters are unchanged, the
dose is increased to approximately 7.5 mg the
week after. This dose is then increased gradually,
always monitoring laboratory parameters (in steps
of 5-7.5 mg a week), until an optimal treatment
result is achieved. In general, the weekly dose
should not exceed 30 mg methotrexate. After the
desired treatment result is achieved, the dose
should be reduced gradually to the lowest effective
maintenance dose for the individual patient, if

possible.

Severe forms of vulgar psoriasis, particularly of
the plaque type, and arthropathic psoriasis which
cannot be sufficiently treated with conventional

therapy.
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Psoriasis

ik - &

7.5 to 25 mg per week, i.e. 3 to 10 tablets per

week, taken once.

e

Psoriasis in adults: o extensive plaque psoriasis
unresponsive to conventional therapy (PUVA
therapy, retinoids) o erythrodermic psoriasis o
generalised pustular psoriasis Given the
uncertainty of the long-term safety of the
medicine, use before the age of 50 years must be

carefully considered.

nE
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BRE « 2R

Severe disabling psoriasis/psoriatic arthritis

ik - &

Recommended Starting Dose Schedules: Weekly
single oral, IM or IV dose schedule: 10 to 25 mg

per week until adequate response is achieved.
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Divided oral dose schedule: 2.5 mg at 12 hour
intervals for three doses.

Dosages in each schedule may be gradually
adjusted to achieve optimal clinical response; 30
mg/week should not ordinarily be exceeded. Once
optimal clinical response has been achieved, each
dosage schedule should be reduced to the lowest
possible amount of drug and to the longest
possible rest period. The use of Methotrexate may
permit the return to conventional topical therapy,

which should be encouraged.
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Psoriasis, Psoriatic arthritis

ik - &

Dosage in extremely severe forms of psoriasis:
Recommended initial dose (for an average adult
weighing 70 kg):

A one-time test dose of 2.5 to 5 mg is
recommended to estimate the toxicity. Tablets are
taken orally. Pharmaceutical forms of
methotrexate for subcutaneous, intramuscular or
intravenous administration are also available. If
laboratory parameters remain unchanged,
treatment may be continued after one week with
approx. 7.5 mg. While monitoring the laboratory
parameters, the dose is increased gradually (in
increments of 5-7.5 mg per week) until optimum
therapeutic results are achieved. A weekly dose of
30 mg methotrexate should normally not be

exceeded.

Psoriatic arthritis:

Recommended initial dose:

1. Single dose of 7.5 mg methotrexate once
weekly

2. Subdivision of the oral dose into three
individual doses of 2.5 mg methotrexate each,
which are taken once weekly at intervals of 12

hours each.
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If the initial dose is tolerated well, a dose of 10-15
mg methotrexate - depending on the activity of the
disease - is administered once weekly. A weekly
dose of 20 mg methotrexate should not be
exceeded. After the desired therapeutic results
have been achieved, the dose may be reduced
gradually to the lowest maintenance dose still
being effective. The treatment of psoriasis
vulgaris or psoriatic arthritis with Methotrexate
“Lederle” is a longterm therapy. In the event of
psoriasis vulgaris, response to therapy occurs
after 2-6 weeks. Subsequently, treatment is
continued or discontinued according to the
treatment guidelines and the changes of laboratory

parameters.

Non-oncological indications:

Extremely severe forms of psoriasis vulgaris,
especially of the plaque type, which cannot be
adequately treated with conventional therapy, and

psoriasis arthropathica.
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3. BEENRFITRDENADLNTE T « REZEIZOWT
(1) EfEALILEEER, K ENERBRE TR D AR CERE L COMERN

<XBMOBREFE REXLCHRERFHNE), REBEHE, X RBLSOREHRMBOBKE
>

<y B BERARS >

R X OV EME RIS T A A B LR — b (MTX)DO#E/EZA LR (RCT) &L
TRz iR L7,

F—x~—2 : OVID MEDLINE® 1946-present & OVID MEDLINE® In-Process
fR3E H - 2014 410 A 29 H
1. ((methotrexate or MTX) and (psriasis or psoriatic)).af. 938 ¥
2. limit 1 to randomized controlled trial 39 #
BOE SCHR ¢ 39 M b= M RIRE 4 v, BAENEVERCRE 5 WA ®IE Lo, ME - M, /NR
D, FITAA A T U 72 STERIZBRS L 72

1) SEEEROER (Table 1)
MR EHERBICNTE MTXZE 1B EAROKRE DR EIESL(LxBELBRR
2

[BH] 25 tEam it RE 2882 e LTMIX O X042 E 1 E#E LER
BehG-Crlg Uiz, [FiE] R vEs E e R 12 MTX2.5mg/ H (6 H[#]) (5 1 &, 101 #i)
F 7203 15mglE (4r 3, 8 BEMI T &)(GE 2 B, 101 pARR OGS Lo, SmEkEk, HEER
&, M RFEFR(BUN), MG 27 VT F = M, RIEA, G200 FE, HIEEE4(PASI)
a7, G EEGHEG% 2, 8RB, DA 1ETEH 4 7 ARICHEE Lz,
BRIR R IC DWW TIE, PASI 2 227 O E 3R 7% % %)), 25~75%% H %)), 25%Ai; %
B L LT, [FR] 1BEZIER TIE, FLE L HEO 60 fllk LU 2 #Eo 81 fl(P=
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0.001), A ZhITA %19 filds KON 14 f5i], HERHIIA %22 ks KOV 6 il CRO Lz, —itk
OF R B 1RO 45 Fld L O 2 BE 0 33 5l TR b7z (P=0.11), &5, JEH,
7, BLXOHGEEITE LEO 4618 L O 2 880 30 ] TR 572 (P=0.0001), [#
] MTX 28 H &G S 7o BE, Rk, WM, 38, I N X0 bRhote, —77,
MTX 280 1 Bl G S 7B, TEBRREEN L0 DR, BIRRN L o,

EESFHERRABEICBIT S 10mg & 25mg D2 >OEEHEDA F LI —FE
1EISEMRORSOFENE L RN X BEAL_ESRARRKARRRAR®
o] AR —RCER SN2 25T 7w AR, 7V hLF U, BERRE
XU LT, BRI TH S, L, EWFEHRAREE SN TS, MTX 45
LEEGRO [T— L RRZ X — K| EThb, WEICHT 5 MTX OfciE H &I L
TEartr ¥ 2ARB[OEATELT, KEFHEICLIDAG AN =132 THY, 1R
e T, RNDBIETHZENHDH, [HW] EESEELZRBIERICBT S, MTX DD
RO TEWERANAER T HEEHE 1 MR OFERSHEZALNCT 2RBETTo72, [F
5] HEOBYES G MERLRE, B A (18-62 5R)60 Bl & kf I, BN X MEAES T EEHOE
ITREH EHR R 21T o 7o, AL EESIC AFEMTXI0Mmg 28 1 E#R5)E721E B
FE(MTX25mg 28 1 Bl 5N T T-, R—A T A b 12 18 £ TrOBERDH - B SR
(PAS) DAL % F BHR )T & L7z, [R5 ] 255 60 #il 7 51 f1(85%) 1% 12 HH OBk A 52 T L
7o PRBRIETHE, RX—2ZF A b PASI 23 75%MK F L 72 (PASIT5) 1%, MTX25mg #
HRED 24 $1(92.3%) 2% L, MTX10mg £ 5-#£ Tl 18 #1(72%)7- - 7= (p>0.05), PASI75 73
5 %2@5 £ CTOYHEEIL, MTX25mg BE(7.92+£1.91)D J5 A% 10mg % 5-8£(9.47+2.29) L v A
(245 < (p<0.05), BRI O 12 # B LLNIZ PASI 28 100%1K F L 72 B3 1%, MTX25mg #*
TIE 20 $1(69%) 7 - 7= D%t L, MTX10mg # TiE 9 $1(30%) 75 - 72 (p<0.01), A EHFHLIZ
— AR E T, B T HERE 51 B 43.1% CR® vz, 10mg B CIIEEE MK -
W, WEEORERSBEICAEZIIR o1, [fam] MTX25mg 8 1[5 513 5 5 57 i
TRIROBAEE & L CIEFICHEZIMEL BV, MTX10mg ¥ 1[4 5138 & L 0 iz
BEMEREWD, ERORBUTELS, A2 EN,

HEF~BEEBESERERICB TS 7 ABE MTX OB SHERETR X E/ELLEL
5 Bl PR A B ¢
[HA] e ~HERBESFHERICBNT, 7B E MTX OFMER L O ERES
% 3 5 AR A AL LR BR & 1T L 7=, [Tﬁ;&] 60 il & Xf 512, #&1 MTX (15mg/il)#t
FIIRE O 7 < LR (30~120mg)FEIC EAE A IZEI V1, 16 WIch V&G L, 4 HBH
L7-, FEFHGIE B X, 12 3% o wifif mfd 5 J:UEJ“F#E%I(PASU@MI: & LT, [RER]
TG IE B O fRAT k50X, MTX BE 25 f5i], 7~ VERRE 26 Bl Toh - 7=, 12 1% D PASI
DAL, MTX BEIT 14.543.06.7+4.5, 7 < /LEEEEIT 18.147.010.5+6.7 T, _X— R 5 A
Ul RS OHEXT ET 1.4 TH > 72 (95%1E HEIX ] —2.0~4.7, p=0.417), 16 itk DFSy
FLRE R (PASI @ 75%LL E O T) I K OGEREfEF(PASI D 90%LL DK T A & 7 BEfH
e oT, AEFEGORINCHEZIT D> 72 (p=0.236), EEmEALIX 7 ~ VERRE
T% < (13 it 2 fil, p=0.002), A > 7 /L 2 FEEREIR 1T MTX BETE 0o 7= (1 it 7 4,

10
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p=0.050), [fam] FHEE~FEESHFHEEREZ BT, 7k e MTX Of 0 HEILFE
EThoTl,

FEERW LEEOBESEHEMOBIICBITS MTX L ¥ 7 v XRY VOB °
HAEE 72\ U EE O 18 MEBEIR 2 R E 1S % LT MTX (44§51 SE¥) 416 7%) 7213k 7 m
ARY > (445 ; ¥ 383 m%) ZEEAEAIC 16 HMH G L, #5% 36 @EREBHEL T
R ALE L, MTX O 581X 15~225 mg/# Th -~ 7=, 16 BELEHRICZNZNDORE
T A3 I KO 42 BI DD R 2T 3 2 &, WifE & b wofid d R — BAE RO R 27 3 [H
FRERT L, BEICABZIT oz, EHIC X 2 R E OREG IR, FEisil X O%E
fEE TOHM, BLOQOL bIFA%ETH 72, MTX BET 12 BINATEESE 1 F D72 D IS5 %
ZHIELE, ZOMOEWER® S H, IRKIE MTX BECTE < BE L2, B8, fHi AW,
MR EORIUI 7 a AR VEOFNE -1,

Table 1. 4ME EIESLRR ; SHEERRBICNT 5 MTXIC & 2 BRABR
SCHER HREE - BB MTX, ikt B#to | fFA%K AR - ek
No B - A&
SR

2 15-77 %, B e, 25 MS | & 18 ; MTX; 2.5mg/ MTX 2N H S Shi- B
M, A (6 AI[#), VM A IR M SRR L9 97 0 &
1B 101 41, % 2 BE ; MTX; 15mg/ Wi ote, — 1 MTX A
%5 2 #E ; 101 f (5 3, 8 KFH 2 &), W1 EREINTZEET T

po BEREEN L0 D7 R
RN LD @EDoT,

3 18-62 1%, B 1c, EE D= | MTX; 10 mg/if, MTX25mg 8 1 8] $ 513 & &
i R R MTX; 25 mg/i, WO RE TR M D LA IE & LT
MTX; 10 mg/i#, 30 #i, # 18], po FHEIZCHDMEL & WV,
MTX; 25 mg/i, 30 i MTX10mg # 1 [ 513 & A

LD R AN
A OFRBUTE < A 20k
HARV,

4 18 WUl b, B4, 4% | MTX:15 mg/iff (4 3, 12 Hh S B~ R SR IR WL AR
E~BEEOCBEIZHEME | R L), FITBWT, 7 <L E L MTX
WL i 7~V :30~120 mg, DHEDEIZFRETH o7z,
MTX:27 i po, 16 i i
7 = Vg 27

5 18 Ll b, B, W5 | MTX;15~22.5 mg/iH, W RE & b LR R — TEE
JE~HE OB M | CyA ; 3mglkg/ A R 2 207 8 A R AR
WLARE, TUBMICHEEZE TR o
MTX;43 i, =,

11
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CyA;42 fi

MTX: A F hL X3 —hK, CyA: 7 v AR po: ROHKE

2 ) HEHEMEZEROES (Table 2)

- BB A BREICB T B MTX D5 v ¥ AL 52 REBRR ©

[J715] womethBAEn 8 BB 221 Bl &2 %f 5 & L C MTX16mglill & 7 7 AR L teilg+ 5 6 1 A [
CTHEMRT X MU R 2 JE N L7z, [R5 R] MTX B 109 fild X OV T & AR EE 112 4
O F i (R MR 72) 1 46(13) 35 L OV 51(11)ik, B/ MEEiE 53/56 35 X Of 44/68 f3], B
BRAREBIIZ 21 B L OV 23 4, {RFEFIEFIT 4 B LR 1261 TH-o7=, MTX X6 » H KA
WCBITABREBLOHEMERE /e — "L 2 a7 BLOREEZ a7 OIKTICR L ToR
H#TdH - 72 (P=0.03, P<0.001 I & T P=0.02),

- BB AR IR D MTX s

HrMEVERER R B 20 ] (18 s LA L 69 LA ) Z XIS L& L7 7 &A% T HE T MR

AT Uiz, BEICIZZT 78R ELIEIMTX (25mg /10 H, §EFEF7-13MmE) 2 12 » H

IZhle 5 L, MTX 58 Tl EER B L OBEEEROUGEIZB W TENLTZ 2R
WD BTz, BIERIZ 13 FNZRD b, BRI, IRK - O, REEE, 1WNIED,
BEL IOAME DR ETH -T2, ERDIBEIETEYSGOBEIZH L TH MTX EIEIT
FohcThdEEbn,

cEAEEERIC T AEAR MTX SV REEDS VA AL 7 5 R B - EEREERR
%8

BIEE MR O BE 37 25 & Uiz 12580, &Oo&kh MTX v 2Bk, 77 8R
X T EERRBRAE LM L7, MTX OB 5 81T 7.5~15mg/i#l (2.5~5mg % 12 KFfE] 2 &
(2 3[EE) &Lz, IRBREMOFEMIC XL D&, MTX #5800 BEER X O FEERIX
placebo (ZEE A TEE L7z, MTX BETIZMIEHR R E U LB AENRE BA L7722y, BIHEH
W2 KD EEEPIRFIX R T,

B8 0 9 M W2 8E L2 69 5 MT X+ alefacept, MTX+ infliximab o 6f #5132 MTX B# 5 X v
AW TholtBESh TS 2,

Table 2. #E £ELHLHRR ; BEHEEERICHT S MTXICX 3 BERRR

SCER MHRBE - KB MTX, Lot R#E RS Ao - etk

No DRAE - A&

BEEAEMERL R (PsA)

6 18wk LL . B4, BAMIAE | MTX:15 mg/i#ll ,po MTX X 6 » A IFRIZR T
ey 3 Placebo: po 5 HBE B L UG & Wl
MTX:109 {3, 6 % HIH ra— ) z2ar7 i
placebo:112 i EEAa7 O TR L

12
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TDHEWHETH o7
(P=0.03,P<0.001 ¥ L ¢
P=0.02).
7 18 mkLL k F 4, BAMiAE | MTX: 25 mg/10 H, MTX 4% 57 C 13 B8 e IR
PERZHRE, 21 61 iv, im B L OB HEIER O g
8 20-70 %, B4, BHE | MTX:7.5-15 mg/iE, | NSAIDs TR BRI Bl 0D RFAR
L fE po, 12 & MTX # 5 F D B i iE 46 &
MTX:16 1, OVRZ &9 IR 13 placebo (2 bk
placebo:21 #4 NTHE LT,
9 18-80 % 5 %, BHHIIE MTX:10-25 mg/il+ | Corticosteroids, | ACR20 H%h=% ;
M W alefacept 15 mg #, | NSAIDs MTX+ alefacept £t 54%,
MTX+alefacept:123 i, MTX+placebo ¥ MTX+placebo #f 23%,
MTX+placebo:62 {1, po, 24 & [ (p,0.001)
MTX+ alefacept (3 B8 &iiE it
WD) - Za
10 |18 8L B4, BAGNREM: | Of F#E, infliximab ACR20, PASI75 B # 5 ;
e, MTX & 5-888r @ | 5mg/kg iv+ MTX infliximab+MTX ff F B 1%
RVERE 15mg/i# po, MTX BRI bR CH &
infliximab+MTX:56 i, HMEE, MTX WEg L,
MTX :54 %, 15mg/i# po,

MTX: A K FL¥¥— b po: RO&E, iv: #IRNES, im; FHRNES

< ARIZBIT DBEERERABRE*>
MTX (2 XV 258 L7 EWN kA2 MR L=, ICH-GCP ¥EHL L 7= BRI BRI 72 > o
7~

T HN—= A EEBERT —F RN

MiFiH : 2014 4 10 A 30 H

RFE : (methotrexate+MTX+ A R R L ¥4 — h+ 2 Y kL& & — b)*izfif

FREE R 1 307 ), T DN 38 HE MTX O « LEVEDFHIICHEH Lo, fit - fF#,
NROEE, MTX OG5 EHE STV 2R W ITERIZERSN L 72,

BEE -

[E N T3 S L7222k LT Methotrexate (MTX)Z#5- L7288 0 FRIMER L OV% 4
% F & Table 312, FEAMIT Table 4 IR L7, XSRERBOBELIL, 5 MELEE ; 36
B, BAEEPEREE 5 26 B, MRAVERCRE ; 8 B, 3 X OMZERMEALEE 5 2 I TH D AEF 72
BITH Tz, FRIREBOBE ORI ; 55 #i (76.3%), Lotk 17 #i (23.6%) TH
PERZ N, Fl I 16 %05 78 K CTh o 72, W, HfiE O BRAIERIZ DWW TR ERER 2
AT L, EEOKERHZEPE L CTHHAl GEAT v A FHEREH, RIBEREATrA R
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RE L DIAAD K DBEEZITDEENZ ., PEE» L EEOGRIRRIL, 28
PEDOIEH (FEARAT v A REURIEA], BIBERERLVECAl, 7 rAKY L (CyA), ©X
SUDAHlL, B/ F=APR A TR~ THEY A TE) L MTX &R
HA#EG ST\, MTX O 1LHEM&7ZY OG5 81X 2.5 mg~16 mg/ill Th > 7=, # 5%
BIXZ < OREFINREAKE Th o722, FERAKEGH S DEDH - 7o, wRIEEO BIEIT%R
JiE 2 PR S, BB oL D S8, RIEMOMME RS2 ICb D, &
BT 5 MTX+OFH3E T o R F - BIEDER Ot IE 87.0% ETH -72, MTX DORIfE
i, WK, BACRE, B, HIBEE, oW, BRI, AmEkEd, ez, 5
EOBRENRE SN TV,

Table 3. EINSCHAHE ; BRI X T2 MTX IC L 20K (EFHRE 2 E5t)

PIE 335}
SHM B 4 JER L R Overall

BEK 36 26 8 2 72
51

B 26 (72.4%) 23 (88.4%) | 5 (62.5%) 1 (50.0%) 55 (76.3%)

ik 10 (27.7%) 3(11.5%) | 3(37.5%) 1 (50.0%) 17 (23.6%).
GH

& 18—72 16—76 34—78 52, 59 16—78

DERE (28 HEHB%)
Hy

24 (66.6%)

24 (92.3%)

8 (100.0%)

2 (100.0%)

58 (80.5%)

2L 12 (33.3%) 2 (7.6%) 0 (0.0%) 0 (0.0%) 14 (19.4%)
MTX 36 (100.0%) 26 (100.0%) | 8 (100.0%) 2 (100.0%) | 72 (100.0%)
A&, mgid (&) 25—15 4—16 3.75—7.5 75—15 25—16

B ERE; po 32 (88.8%) 13 (50.0%) | 7 (87.5%) 2 (100.0%) 54 (75.0%)
jiv, im 2 (5.5%) 0 (0.0%) 0 (0.0%) 0 (0.0%) 2 (2.7%)
BRERBOTHERL 2 (5.5%) 13 (50.0%) | 1 (12.5%) 0 (0.0%) 16 (22.2%)
MTX Btk
% - E 32 (88.8%) 25 (96.1%) | 7 (87.0%) 2 (100.0%) 66 (91.4%)
AH - Rm#EARL 1(2.7%) 1 (3.8%) 1 (12.5%) 0 (0.0%) 3 (4.1%)
MTX BIfER, L#dH D 32 (88.8%) 2 (7.6%) 1 (12.5%) 0 (0.0%) 35 (48.6%)
AL 4 (11.1%) 24 (92.3%) | 7 (87.0%) 2 (100.0%) 37 (51.3%)
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ik No. 11-17 18-39 41-47 48, 49
MTX: A~ FLFH%— bk, po: BOES, ivi BRI S, im;, RN ES

1-1) SEMLRE

AV MLde— b lkBBEHEROBR"Y

R PR IC6ET H MTX BEIEICBI T 2 5EF s (6 ), =55 MEREE O IR L LRI B BB
FNLVEVORNRBIOANAZIZILDE L, TLOTEHEEERICDTE> TS, 2D Z &IF
REEBOMEIRME L, ETof—2WREMRIBEIERFELRNIEBERL TWD, KT,
HEMIEHH Th D5 MTX ORI K T 5 H MR HE S TEB Y, 4E]L 6 flZx LT MTX
kR AT, BEIL6 6] (18-66 %) T, MTX X1 HH&E5-10mg, 3-10 Hf% 1 7 —L
ELTHREG L, 2B TREDHEENBBO LI, TD 25 201X 4 » HZ S FEZ R0,
RO HLNTZEERITIRS, BRAIRBSIOHERE Th o7,

ATV XU TIREREPICEELAON, AP MUY NARFARETD LB E
PEERED 2 ]

EIA 7 VX< (X)L I 77— R)ERERPICHELRA LN, A MMLXFH—1
(MTX)NAROFF 23 2850 U 7o W PERiE o 2 il &t U 7o, [REM 1] 58 m%, HPE, 33 mRflC
SR RIE L, BEXEFICRBBNIER LT, 38 BKFIZATrA ROEX I D3
WAIOHNH, = L FF— MNAR, SEERFEIEUVB)THE LN EICZ Lz, IFX
5mglkg DG A BRI L=, ¥ 5 3 [ H T PASI 2 2 7 i#E R 75% % #E/RL L7z, L2L 3
A 5% 6 EH CHRBOFRAALNT, 4 [F ARG IIEGSMELZ 7 BEICERE, MTX
6mg/ i DNk & OFH L 72,6 [BI H LAREIZ S22 13 L, 13 [B]1 H & 5% D PASI 2 =277 1% 75%
B A MR LT e, [ERF] 2] 45 5%, ik, 17 CaRE s BiE L, KB ey
IR LTz, 20 & RFIC AT A RAAVH AR OWNAR, B4 > DIRF DI, = L FF—
N OWAR, SHRFEIE(PUVA, UVB)THIE L7228, HREZ#HEVIEL 2 E T 2 [ ABEE
Nd> o T2, JERDUE L7220 IFX 5mglkg D52 BlE Uiz, eI BBidkEL,
B G- 2 A1 H DL I3IF X PASE A =2 7 75% R ffEff L Tuvic, &5 8H 7% LV F
REBDD LI odc, G IRHANGEGRREZ 7 EICEME L7723, 9MH 6 %
OB OFERNH Y, 10 [ H 25 MTX 6mg/iE O NROEH 2 B4 L=, 244 34.4 725
72 PASI 2 27 (X 135 £ TIK T L7z, [fam] Wl IC36 1T 5 W 7w RH o fE# Cid4
W E & MTX OBFRIZHER STV 2R WA, BEA ORI EE T HIE IFX # 54
D2 WENFI~DLIED 1 HE L THHATHL EEZ DN,

1-2) FAEEMEER

- Methotrexate M%) L 7~ & et B &

36 ik DB, 1998 FFLH, SHEICEEIE A 5 ALBE & A7 11 R DIP BAET O A Ji MR AR 23 HH B
L7c, £0%%, 2007 il | #5RE, 4 52RO AW PEERAY, 2008 411Xl 1V kR
I, 5 FHEah R, NFER A B Lz, NER L FRIBHBEE OLR, B % EiFIC
6 Alcwlz L=, AImEkE 8600/ul(Seg65.7%), JRMEE 7.2mg/dlt, RA [K7-(-), Hit CCP Hiik
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(-), MMP-3 200ng/ml1(IE % 36.9-121.0), ASO25I1U/ml, JR@bkis e, #8 /14 15kg, 75 46kg,
HLAA24, B39, B54, DR4, DR8, ‘& X # T4 Il 45 DIP Bfi o pencil-in-cup {4 %589,
B F IR R B LM ZE AL G B I R A R O 7o, BBITEH O 2T, FHELAE
A B~ PERIZE 2580, wtEREiR &2 Lo, MTX (KA & B 535
(6mg/3x12 FEfE4E/H) T 2 MZITITFIHROEM A EINICEMR Lz, A NfESHEirrae & 722
D, SHBZICITATFREDD 40kg EE L7z, Lol 5 A%, FHEEELOD MTX %
Hik L7eny, A FROEm A, BUE 4mgll CEMEA & 2 < KiBRIFTH 5,

« AV bLFE— OO BREBREENSES L BEEE LR Y

JEFIL 32 FOBMTH D, K 7T HEMBEELRICH L, A7 oA NiRE(HEBERE Y 7
A bhuy, By a5 Yy, Bt FaalLF Yy, EEBERE A Y )0
BB Z(T> CWWe, BBIZAT oA RAFICE S BUS LTV, FERkIo4E 8 HE X v L
FREIWZRAT L, RIRFICBIER OIERR, &m, EERBIRAME L, VU~ FiiEsEM TR
HEPERCHE (PA) & 2 S e, BOB B EREE X MR CILAGRIEI R A58 =2y, WEE
BRI H SN oT-, TBIFEIZA Y L ¥t — FNMTX)7.5mg/i#l, (2.5mg/lal, 8 [ = &
[Z3[ENp.o. L7, BEBHME%S HHEI VOB IIkEL, 5% 7 HHE X VB
DIERR, ERAEI L, SITHRE L o7, 1REBAIATR 10 7 A H 0 BifE, BfioLE %+
BOTP, RBOFEREITIALNR, PAICEWTIE, KRZBORE L BEESERZ R LEZ L
TIRIEDORIREIT O LENH D0, BIEERE S 2 WA EE L Ui BIEE IR 217 5 &
JED PAIZK L TR MTX 253752 L1%, +OEROODLIZ LEBXLNT,

Table 4. BREIZKIT 3 MTX T X 3 1BE (EFIHRE 2 ET)

SCRR XEBE - KA MTX @ a3 B - etk
No HE-HE
S E MR
11 6 % (B 341, M 341), | MTX:1 H 5-10 mg, A7EA N 6 il O = & MR DI
21-66 ik, =& MR 310 HM ; ZhEx 1 | 34, MTX §&% 5 L, 20 T K
J=v, 2-3 7=, po BOWHKERRTZ. ZDH5H
2 L 4w A1k, BB EH
720N,

BIVEH ; BEYR 416 11,20 2/6
B, & B ARIR 3/6 41,18 3/6
B, T 1/6 @F,53F 1/6 1,
& AR 1/6 6,2 5

= 1/6 {7
12 12 5 (B4 9 fil, &M 3 | MTX:1 H 7.5-10 mg, | 4 A&l o | 14 5t 2% 3 45, 45 %) 8 4,
%) ,18-66 5%, = & L fE 25 M ; chux 1) | & % 3 B, A %h=:78.5%,
-V, po BITEH : HkEE 8/14 1], H

MERI A 4114 1], 1D JZE kL s
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DODUB A 114 F, &HER
& 2714 {71,
24 (B¥E) 44,53 %, MTX: 5 mg,l& H, iv
13 72 kB, RCEERERZZ | MTX: 4 mgliH ADA B & 28 0 % W] 72 i, BRIR
(5 Mk e ) 1) 78 172 % B
14 25 (5% 14 58 5%, % | MTX: 6 mg/i#l, po A7eAb, PASI 2 =1 7 i 3%
M1 F 45 %), = EE t7 43V Dy,
HE ik ET, IFX
15 11 B (B 9 Bl etk 2 | MTX:JRHIE LT 15 | )/-MEg= | MTX+)/-vilig = F L5 O ff
Bl) | 24-T1 m%, S EMEF | mg/i#, po F LAl AR LY, 2plich i
fit HY.MTX DL HIEIC K
VRS
FIVER 5 /s 5/11
Bil, R BRI 111 B, T
7 A U1, B gk E
1711 4, AFREE 1/11 41
16 58 mk & ME, | MEEEE, | MTX: 25 mg/#, po | A7/ Al | 5 & 9 BERIIATeA N AR IC
BE A 1, R (AHR) AQURYW 2o
&Sk RIVER 5 5 & 9 I 1/1 4
17 42 B, JOAE LR, | MTX; 7.5 mg/lE, po | A7eA M Al | MTX; &8 M, 1205
18 MBI &) o F ET, B oeF & b I ER R RE IR D B
NSAIDs el EZR O
P A M R
18 58 ik Bk, BIETEMERIHE | MTX;~8 mg/i, po | TAC, ADA #5113 A M Bk o
(28 W2 A L0 =:EM ADA &0 Ik MTX # 5kt
o HiE ) T CRIEE R - B RE R O
HE AR AR
51 Bk, BEEMERE | MTX; 6~10 mg/i, | TAC, R 9% O 143
(20 WAREF L HE | po ADA
P Hz IR
58 ik B M, BIERIEMEELHE | MTX; 6~8 mg/ill, po | CyA, KB D kE
(AR & 0 =% MRz RE) ADA
19 70 % AcME, BIEUEMERL | MTX; 6 mgli#, po mPSL PWRIFEIME X 2w, N LI
e, HFHEFRIELZ £ 5, A 38 1 4T & A T
LB BE 55 1 4 9
20 36 4% B, BIEUEMEE | MTX; 6 mg/ 3x/i#, 4 | AL A Al | P, AFHEREE L, MTX
mg/ 2x/3, po Fr 1, TR 2N B MTX 4
mo/i#E TRIEM & 72 < fR
BAf
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21 58 mk 1, BUEAEMEEZEE | MTX; 10 mg/i IFX 0818 B 4F
33 5% Bk, BAEEME SR | MTX; 8 mg/if IFX MTX+IFX 1T X v BEfHi% &
BB IE e R HR, BB D H
R
22 62 % Bk, BIETENERIRE | MTX; 7.5 mg/il ET i /NN & £ 5 B EiE
2~3 H M M,po L2 A S o)
23 415% 5 M, BAEEMREE | MTX; 10 mg/i#, po CyA Btz & 2, iR L b
(=35 M L) R EZRED RN
24 16 mk 53 1, BEFIEMERLEE | MTX; 9 mg/i#, po NSAIDs MTX #4100 mg 2 L7
TABHFEIE B IR LIRE.
MTX # 45 #,GOT,GPT @ L
24 32k Bk, BIEMEHE | MTX; 7.5 mg/i#, po | A A O | EEi O AR D T, K% O
GKY 7 47 ] =3 55 4 R i D I BEEIELAR.
I )
26 33k BN, BAGIEMEEZEE | MTX; 6 —16 mg/i IFX, CyA | INF HLAIFEERBIED B AR
N P B 4 R LR L, E
FRRIEIC MTX OBMNZE
%
27 64 5% M, BIEREME R | MTX; 6 mg/iH PSL MTX # 512 L v B %1%
(15 7k e 1T & 5 M R oE B STR, FRRrEaR B
D) Jifi 5 (COP)ft 3¢, —PSL 3 F
%
28 35k ok, BIENEMERCHE | MTX; 13 mg/il £ T | CyA PHEALMI S, MTX ik & B2
(22 B/ H IR | R JEE A T K0 Bl A
L W) | Langerhans cell G
histocytosis,
29 57 kLo ME, BAENEPERL | MTX; 10 mg/i# IFX MTX+INF {5#12 L0 B
NS RN A o o B, R B IR AR
30 47 5% Bk, BAFRSEMERCHE | MTX; 8 mg/i P& 28 D,
(=35 PEHL IR O 72 7) B8 E 1 0L #e 1l
31 42 5% B, BAEIAEME R | MTX; 6 mg/i, po CyA, s ok E, B KO K
(BRIE M HE 2 1Y) NSAIDs, | # - H%
PSL
32 A7 B VE, BIHEIEMEE | MTX; 4 mg/iE, po CyA, BE #9 TXIRR,
e, (13 4ERTHEH O 2 H PSL, ET
PEEZIE DO ZWT) 5L D IR
%
33 39 B M, HEAEDPAHILE | MTX; 8 mg/ifl, po CyA, IFX, | MTX+INF {652 X 0 B
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PERLEE, (10 #ERTIC= W NSAIDs | & O35 B 7 i 5
4 B2 RE O 72 )
34 46 m% B L, BAFRJEMERZ | MTX; 5-10 mg/i PSL, SER (TR, HREE =&
f#,  (F 5 AT = %k NSAIDs |
HLE D LT
76 % B, BAEIEMEL | MTX; 5 mg/i PSL SER (TR, HREE =&
fE, (R 25 4RI = 5 Mk I
HLE D)
35 42 B M, BEEM L | MTX; 5 mg/i, po NSAIDs | #5 &0 13 e, BEER &
R, R, (R 6 4EaTIC KRR
5 PR R O 2T
36 kB, BIEEM R | MTX:7.5 mg/i#, po CyA P 1 E AR I P
fi#, HEE, (10 mE LV
0 VERORE) | AR IRIE
37 1k 5 M, PE S 4 R MTX:7.5 — 2.5 mg/il, | A7nf}", B2 & - BE R T
i, Zumbusch B JEMEFZ | po LTV D
38 3wk HME, BAEIEME T | MTX:7.5-15mg/il, | SUL,ET | MTX; #h %7 < ik, SUL;
i, R, (K9 25 fFal | po B £ 98 12 35 %D
V2= ML)
39 1% Bve, PAEIEM S | MTX:10 mg/i#, po CyA EERRINES S
i, A, (18 RIS
WL & )
IR . A
40 JEFISEEE, 31385 %1 (B | MTX:7.5~15 mg/i, HhE; MTX 76.2%
P 167 f, 2ok 190 %) | | po
ZDHH MTX 41 6, i
96 P R
41 59 7 B Mk, MR I L A MTX:4 mg/i ,po Arnf bR | BAE O MERR TR, KRB b
(B EE M e 2 1 ) B,y | Bk
D3
42 59 sk Bk, BRI M LR MTX:6 mg/#, po AFeAN N | BB O S E, (S LR
(PLFEHL) li8 B
CyA, IFX
43 78 mk M, R R MTX:7.5 mg/i, po CyA, ML 3n ATKBIX
PSL,ET | ¥HiB, iFEEER HIXT
44 7455 B, BRALA 4T | MTX:7.5 mg/i#, po ET, CyA, | KB DkE
TR YERE (IR M ATEA N
)
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45 40 kAo, MRE M MTX:3.75 - 7.5 mg/ ET KB oM #E
(PLFE M) i, po
46 49 % B, R M R MTX:7.5 mg/il, po A7uA b P2z e, R S TH Kk
(Zumbusch B3 4)
43 kA, R M MTX:7.5 mg/il, po ATRAL Y| RN, B2iZ b R AE 1A
(LFEME) i
47 34 s H M, TR R MTX:7.5 mg/i#, po ET, CyA, | BB IRk, 1&FE. CyA #
(a5 ) PSL 525 A BICRRMmEE MYy
B & GEg LB L.
HL R L 2 S
48 52 ik ok, WLREMEALROE | MTX ; 7.5-15mg/i#, | CyA MTX Tig{f, CyA T & i
po, im
49 59 kB Mk, WREMERLEZ | MTX ; 7.5-10mg/i#, | ET, CyA, | KiEixse4 . WL O
JiE,  (F9 20 £ERC =M | po PSL K5 BAT
Wi & L)

PSL: 7"V} =Juy, mPSL : #FV7° VI =Juy, NSAIDs : FEA7n4 b FLRAEFK, CyA : ¥Juak )V, ET : 2hvFr-h,
TAC : #78Yhx, SUL : AV7747Y 7, ADA : 78 VA7 IFX @ 27 )%y%77,

<SRBT 2 HKMBEBRABRE >

M H 2014 4E 11 A 4 H

F— % ~—2Z : OVID MEDLINE® 1946-present & OVID MEDLINE® In-Process

5% 2 ¢ 1. (methotrexate and (pharmacokinetics or pharmacodynamics) and psoriasis).af.

2. limit 1 to (english language and humans and last 30 years), 55 #

SCHRIEEE ¢ 55 W 3 M A HLREAR A I2 BT D MTX @ pharmacokinetics 35 X OY
pharmacodynamics O FFAIZAE FH L 72, #RG0 « fan, /DNERO®E, wgLst ok
A, A A B U 7 SCERIZ RSN L T,

- BEEOEBAECBITHERAE MTX ORKYERER L R *

Table 1 IZHE EE O ffIAHIZ 1T 2 MTX O b &, HEPEhiiEls L O T — % 2R~ L7z,
MAEHR MTX OEMEREITE 1 H L 13 BOMICAEEEZRO RN (p>0.8), HF 1
I D AUCHTx 1 EHFIRAEITI 1T 5 ERY wrx (FRILERH MTX) = & o R B 72 AH B B
3G B 7= (rho=0.80, p<0.0001), Pharmacokinetics/pharmacodynamics (22> CTHEMT L
7o & 2 A, 5 13 O PASI(FIHIEIZ %2 %) 1%, % 1 i & AUCurx (rho=—0.80, p<0.0001)
BLOEFIREEIZE T 5 ERYurx BE (rho= —0.89, p<0.0001) & ORFICA 72w FH BRI RS
BRRD LN, MTX #5 BICEEREB L OELE 9/41 HlIZFEYD, O MTX Mt d i m
1% 0.76+0.28umol - L' TH VY, ZNOLDOHEEHRENED LR REOMEIL 0.24+
0.15umol - L' ToHh »7= (p=0.06) ., %5 13 i, 8/41 il ALT fEIZR— 2 T A BT~
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T 100%LL BN L 7=, ZH B BFDOE 138D AUCurx (4.2+2.4 4 mol - LY Bl
EHIRBEIZH 1 D ERY wrx £ (0.1040.034 w mol « L) 13, Hﬁ‘%ﬁbﬁﬁfﬁ%fv&;ot

BEICH_TEMAZ R L7 (1.84£0.09 2 mol - hr+ L™, p<0.02, 3 J T 0.069+0.020 2 mol -
Llpmo&oF E LT, MTX OFEWEIfE (AUCwrx) 1£Z OFtHzEEIE (PASI) & iR
WAHBIBIMR 23R8 BT, ARBROFEE NS MTX 2% 512 X 2 PLrsif i Iz B W\ T
WIRREN RGO, BHEOREFEROREIET LU X7 3MEV AUCurx 1% 2.5~4.0 1
mol « hr « LT O#PHNTH 5 L HEL ST,

Table 1. Characteristics of patients.

Pharmacokinetics and pharmacodynamics of methotrexate.

Methotrexate dose (mg/week) 2.5-2.5-2.5 5-5-5 7.5 15
Number 12 12 7 10
Gender (M/F) 5/7 10/2 2/5 713
Age (year) 50+12 4612 44+12 41+11
Weight (kg) 81+17 97+22 79+16 87+20
ClLcrea (L - hr') 6.312.1 7.4+25 7.3+2.1 6.4%+3.5
AUCWKTX (, mol - hr L) 2.27+0.82 3.13+0.59 1.74+0.32 3.43+1.74
cmax (, mor- L) 0.120.04 0.18+0.04 0.43+0.09 0.73+0.25
ERY mrx (hmot - L) 63+13 85+41 55+21 80+12
Initial PASI (0-72) 30+17 39+25 30+19 18+7
Final PASI (% of initial) 45+26 38*+21 58 +25 42+29
Response rate 6/12 8/12 1/7 5/10

Values are means=*=S.D., CLcrea: creatinine clearance

- IBEBRHOERBEICBITAVEMT X DAEND)E !

1B R ] (JBBALE 3 » A) OWEEFEICB T 208 MTX ORNENREZ Rt Uiz,
ﬁﬁwﬁJﬂm_Mm1mm%Po&5L1513EH@&5% MTX 3 L OV 7-OH MTX
@i el K OURPEM A IE LT, ZORER, MTX @ AUC, Cmax, 7 U7 7RI
i%%ﬁ%%%%#&%ﬂtoﬁ7)77/xi%?)77/x(ﬁﬂ)??yxmﬁ
73%) IZHBILTERY, EMIXDZ IUT T A7 VT F=0 27 )T 70 ATEAND
EARFHBIMER b ivTe, 5% 48 REHINIC MTX @ 46~99% 723 JR HEiflt < 4u72 73,
7-OHMEX (% 1.5~8.6% 1 JEii SN 7= DB TH > 7=, IBEHME H O MTX OIRNEIREIZ B
WEITHR DN o T, RN 2 » A% OFRMERF N MTX ¥ 1% 40.7~170 mnol/L T
o lm, WiENL - EEEERE AR PASI 2 37 L MTX @ AUC, FRILERT MTX #EEE 21
BREZWHBEMENZRD bz, Lk, MTX ORYEIE (AUC, FRIMERF MTX) & Y
7% (PASI 22 7) (ZHBEMEEZRTZ LD, MTXIC L ZREIREOAMEIL, ©n
MTX & 5% OMiEFRE L EGRBZE (LTI LI V&ET I EEDND,

AP FI - MR DOFBEEONA I~ — I — EREEORERE 0T 7 A4
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y\‘SZ

[BE] #EEEICBWT, ARMMLXY— NI BRMIEZE=X ) 7T 57200
RN F~—I—% KRG LT, [HFIEI3 » AU EDO X R b d ) — MNEFEZIT- 72
R 60 Bl DR ZBE L, A b h L ¥4 — b o R RKE (< 1500mg) & & fiE (>
1500mQ) CHF L7z, ~ MU w7 ARV — W — A A AL TRAT RF AR &y BT ik
(MALDI-TOF MS)Z W TCIREHEZ# 7 u 7 7 A VL, =L 7 b AT L —A 4 1L LTQ
EROWTAAS A~—I—Z/KBE LT, [[ER] A MLy — o REH R GO 7
BEOR T, WHRMEESHBATEBEOERIERHESN, NI R~ v A7 =7
NTZ77 NP oA e X —FEPHL, " rey, e 5272 R ET
Hodz, K] A N b L F¥— FREEGL & >1500mg OFLfiEBE ORIZEWV T, N-
RNV A E—=TNVT77 NI T oA e X —HEH4, ~"T hr by, kR
FTIv AT 2D b WVWoEAEIF A MM — M EDIFBRMEIE L BT 5 Z L
FESNTZ, AN MLXFH—FORERGENGHEOGMEZT IV, K7 a7 4—
LIRHTIZR D (A M U F Y — FNERITFRHEIEO FHANAAS A~ —T—D T 07 — V&
mTE D,

KICH-GCP #EHLOFFKRABRICHOWTIX, TOFTL#HIT I &,

(2) Peer-reviewed journal O#agn, A & « 75 U 3 XA EDORE RN

1) BRICBITAA MM LIS — MIRKRE, RBREXR, VAJAFBLOCFEEE=%Y V7
DRFEHL E o —58

[FiE] MREEFIZA N ML XY — 2R LT ¥ AMuthialiiies L OBIERBRICET 2
1980-2010 £ Lk % Medline, Embase ¥ £ OF Cochrane Library 7 — % X— 2 TH#%E L7=, [
Rl23RBEAH Sz, WO THRITHABRICKFE Lz, EROJFHICLY A M L Fd—F
DENEFTIRT T 22, BEMILEE Nz, THRHEERRRIRELSEHT 5720, FH
MEAE Y 27 2 EBT 5 Z LI TE 220, 2 BB R B & OB B TIIAFRMEE Y 2 7 BNA B
M L7z, 7FraZ—2>7 v N ERTR S IRFEICEHE S 70TV 2 FFBRHERE O € = % — LT
bV, KL T77.3%, FrRMET 91.5%, BEMER T RIS X OFRMER PRI RMEERERIC LY
258 L 7=, FibroTest 35 X O Fibroscan O & X% 241 83 35 L N 50%, HFBAEIXZ T 61
BLURBWTH -7, [fam] A b b4 — FBHLAEH EIX 10-15mg/iHl & L, 15-25mg/id ~o
ORI EHELE S, e RHMELE R &1 25mg/ilE, EROPFHIISNETH D, 2 BIFEIRFE B
F ORI RRMEIED U A7 R+ Th D, MIEH e a7 =52 11l &L FibroTest 3 LT
Fibroscan OfLA G OEITIFRFEEET=4 1V » 7{EL LTHENTH 5,

2) Vyu~FHEBIOCEBEESHRICBIDZ AN M F Y- EEFOFFEHEDY R LE
B XBOVARATFTF v L E 2
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[AE] AR RLdF— R THESA TS Y v~ FBEi%(RA)F & O HENE B i % (PsA) i
FIZB T AFERICOWT, LY ATF~TF 4w 7R L Ea—%4F\, A M RLXH— R
DvF—Y A bBLOERME EAICB T 2FEROEHICET 2ERMNEB SO T
YAN—2Z L%, [/7i£] MEDLINE, EMBASE, Cochrane Library, ACR/EULAR %30 #k 7>
BYARATYT 4w VIR BEEAT o To, [fER] B S A7 426 (D SLERD 5 H 4T % 2 X
TYT A4y L Ea—0OxGE L, RAICEBWT, A MMLFH— hORYO 34EH O
IR DNITEERM LA OFAERIT, 100 BFILENEHZD 13 F1T, BEBAERITINTH-
oo ARMPLERY— MNIBMEMBRTE THoBED T TEAMICHTIESH, 26%THIEE
TR S A, 67% CRAMIME LICkitT Sic, FFAERIC XY (MBI ) E B 15.3% 1 JE fRik
SE, 1.3% CHEMMEIE, 0.5% THMEEAN /RINTR, —JF, AN ML¥¥— MNEERTOA K
TIEZENEI 9%, 0.3%, 0.3%DERF ThH o7, PSAICKTLHZET V AFRE I LTV,
%@@@JX?I¥®&ﬁTiXFFV%%~F®+ﬁ&5£kiU HE g 1) T I A B -8
FFIBRZSICRBAMR LT % Z L VR Sz, [ffam] A b b LS4 — MG OFEER L5
61&5%%? LN —MEORBETH o7, ITHEEREOEGNREITITBRE LBERLTHWDS
EEZLNDN, HHEEIFLENFE THDL BN RB SN, LrL, FEEEEAF L
DEHITHREFEEZRAEG T XE, AMMLIFH—FREOREMYT L CTHFHEEICHESLTWD
T DWW TIESTHER 2N H R T o 1o,

3) ERMEESRICHTIEYREDIV AT T A v 7RV Y a—  REEEESROE
HIZHT 5 EULAR BB ICEREZBHT IBEITOIET LV REAFZTF YT R)

[H 9] European League Against Rheumatism(EULAR) % & 7 7 4 — A2 X B 1R EN S O 1ER I
LT — & 2@k 272010, wREREEIR O ZRREARIERIIS T 2R T v A FHEFIR
JEF(NSAIDs), &k X OWVEWFNEMIFRIEORIMEELZR2EICONTOTET VA2 L E
— L7, [HIEJEULAR # A7 7 4 —ANICHBEINTZ 20D T —F T 7 —T7I12 80,
KT — % X — 2 (MEDLINE, EMBASE, Cochrane)% f\\T, #ofEM:RIEIK O IBHEICHO W
TDYVATYT 4772 HkV E 2 —(SLR)Z 1T > 72, NSAIDs, & EEEMMEIY ¥~ F 3K
(DMARDs), T - @8 MEarFaxTue A K, BILOEYMRAIZOWT, 1962 475 2010
1 AETIERREN o ET UV AEFHFIL, EMFRIREICET 27T 2022751
VAEEN LT, [BHR]INSAIDs, Z/vaaiFaA K, A DMARDs (2957 — X iXbp T
M THo72H, NSAIDs 38 L UVE K DMARDS(A b L%t — L, 7 AKRKY > A AT
YTV, LI I R)OERTELAMLEZEET o T s A ABRB I NI, [Ki
HLREPE I E 2 12 51T 5 NSAIDs 5 L VA DMARDs Offi i %2 X4 52— &5 v A8 5 72
@@,ﬁﬂNFﬁ%@ﬁ%/LOWT@IET/XiﬁﬂT%OKO

(3) #FREF~OFEERRI & L TORERN

<RI LHEHREE>
1) Hfg (NY Y CRBE 3R 56
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BEE CIAELPH ORI 1L, & X £33 (methotrexate, acitretin, cyclosporine) 73
PiLb, Methotrexate IZFZEEMERIHI R 2 0F L TV DG AICITRFICHHIRATH 5,
FDAICERAMNRRT SN -EEICXIT 2288 E

x9 R &5k BYHREIEMR
B 5B & E5-HRE
methotrexate U5 % 1 W 1 m IFHERERR S, Wiz h, L ERHED,

PER B AN 5 nTRedE, HiE
W, T, (&AL

<HBARZBIT2EHESE>

1) BEMEGHE OB E 2R 78) 57

189 RPTBICIER A 2 AT r A RAHAIO B, PUVA #1795, 2FMICIE= M LF
FT— D 1 mg/kg KE/A OFL LIEROBCEIZ VI AT, HDHWITHE 1 [H] 12
ML DAPRLEY—F 25mg D 3EONREITOES, 71 AR v 5mgkg D
NIRbEZTH D,

2)

4 B O BITHE S 6 1T
e BEE (WRFEHNG | B A

B ) T0%IXBARI R FEAE XV Mt D RIB AT T 5, K 15% BRI K & K
BRI TH D,

B MEEN S SERBSERICHLTIE, AP RLEFH—F LR
AT A4 RNRFEESLT 7 a0 AR CHARBEIENEDT 5, E724EMFE
FREID 5 B, FrZht TNF-a AN 7 Vo ~T7, =&z 187 ],
TEY L= T)NEPSAITH T D AMENGEH ST 5,

4 B O R G BIGHRIE S 4 iR

INER ES (BIRERK | BREE R L)

) N P LR L) X R AR T8 O F D MR R BICRE SN TV DK
BTHY, AMEENTREIREEERTH D,

B IRRICIE, SRR SEREZR AL P LT —
b, ¥7mARY», APPLRH— b0, AWriiEAILHVON D,

(4) ZEUTMBEOBIEA A N T A ~OFH R

<WBHMTRBITDIA FTA %E>

1) KEEER 2SO TR X OBEEE OB A RT 4 v, BRI ER 22 -
PR ED T e O 2 HEIRBIZ O W T O N A T4 ] 5 Methotrexate i
JSGE, FE - W&, &R, WRER, e, EFoEeme L,

KkEERERES Guidelines of care for the management of psoriasis and psoriatic

arthritis.®°
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Recommendations for Methotrexate

Indication: Severe, recalcitrant, disabling psoriasis that is not adequately responsive to
other forms of therapy
Dosing *Methotrexate is administered as a weekly single oral dose.

*Doses can be increased gradually until an optimal response is achieved; total
dose should not ordinarily exceed 30 mg/wk; doses should be reduced to the
lowest possible amount of drug needed to achieve adequate control of psoriasis
with concomitant topical therapy.

*A test dose of 2.5-5 mg is recommended.

Duration of Dosing:

Treatment can be continued for as long as is necessary provided there are no
meaningful signs of liver or bone-marrow toxicity with adequate monitoring;
folic acid supplementation 1-5 mg daily by mouth, except for the day of

methotrexate dosing, reduces the frequency of side effects.

Therapeutic Results:

In the only placebo-controlled trial of methotrexate for psoriasis, 36% of
patients treated with 7.5 mg/wk orally, increased as needed up to 25 mg/wk,

reached Psoriasis Area and Severity Index (PASI) 75 after 16 wk.

Absolute

Contraindications

*Pregnancy

*Nursing mothers

*Alcoholism

*Alcoholic liver disease or other chronic liver disease
eImmunodeficiency syndromes

*Bone-marrow hypoplasia, leucopenia, thrombocytopenia, or significant
anemia

*Hypersensitivity to methotrexate

Relative

Contraindications

*Abnormalities in renal function
*Abnormalities in liver function
*Active infection

*Obesity

*Diabetes mellitus

Toxicity

-Elevated liver function test (LFT) results

-Minor elevations of LFT results are common; if elevation exceeds 2x normal,
must check more frequently; if exceeds 3x normal, consider dose reduction; if
exceeds 5x normal, discontinue

-Anemia, aplastic anemia, leukopenia, thrombocytopenia

- Interstitial pneumonitis

-Ulcerative stomatitis

-Nausea, vomiting, diarrhea

-Malaise or fatigue

- Chills and fever
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-Dizziness

-Decreased resistance to infection

- Gastrointestinal (GI) ulceration and bleeding
-Photosensitivity ("radiation recall™)

- Alopecia

BRI B2 R - PRIRE

European S3-Guidelines on the systemic treatment of psoriasis vulgaris®*

D
=y

Methotrexate
Approval for psoriasis 1958

Recommended controls

Blood count, liver enzymes, creatinine, urine sediment, pregnancy test (urine),

HBV/HCV, serum albumin, PIIINP, chest X-ray (at the beginning of therapy)

Recommended initial dose

5-10 mg weekly

Recommended

maintenance dose

5-30 mg weekly (can be dosed orally, subcutaneously, or intramuscularly)

Clinically significant

response expected after

4-12 weeks

Response rate

PASI 75 in 60% of patients after 16 weeks

Absolute

contraindications

Severe infections, severe liver or kidney disorders, bone marrow dysfunction,
pregnancy or breastfeeding, impaired lung function or pulmonary fibrosis,

alcohol abuse, immunodeficiency, acute peptic ulce

Important side effects

Bone marrow depression, liver toxicity, pneumonia, and alveolitis

Important drug

interactions

Trimethoprime, probenecid, retinoids, NSAIDs

Special considerations

Dosage only once weekly; overdose may lead to leucopenia/pancytopenia and

thus be life-threatening

<BRIZBIBDHARITAL U %E>

1)
AAK SR %S JEE R (L) BEA A KT A v 20109

AR R LEH— R

IO IR M R B 2
Wt D HELE R IE

RN IERE R

& - H¥E : 5~7.5 (15) mg/i#,

HELZRE ¢ CL,

% AL D85 BH Y, KAEHA RO B, LEE B1A) o
WEAE VB, MREHT B E ITITRE R

3

ThUFF—h+A b v F— ARG, #HEE C1, #5 ; i
TRRKR %, RDHETELT D200,

VIBARY AN LY — MR E, HEEE C2, HE; FLE,
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Bz BB S R SR EEEE N D T REMEH V)

RIE GRS 0T D | (BRI Z )

B B JE M ORI ek 5 | AR - HIE 0 5~T7.5 (15) mg/i,

165 9% HESEJE

% ) U~ FRIE L AFEOERE, RO TEMHREE S &b
2, FidkMEL, RFEEZSICHERE, MBS EE ICITEE R,

(5) BEHNREITIR D ARI T ORERRERAE & OEEREHFERE (EFE (1) L
) 1z oW T

1) SNETOFERLEOFAMERICELY . MT XHEREIZOWTOLEFR
EEFREZKE I LTS, ﬁf AR R F 2NN L= 4 E 500 fitid% %
HE 2D AW FR LA R RERICB VT, MT X O AE ., A8 5E, #ifE
%%ﬁ%m&e*omf7/#~%ﬁﬁ%%m$f%b\%@ﬁ%ﬁ%%én
TFRICARE EAEDETCHETATETH D,

(6) Lo (1) 226 (5) ZHEABEBEDZLPEIZHONT

<ELYEE - DRI HONT>

1) S vEEcsE, BYEVEMERE, NREVERE, ROERMERLRE

AL U CE IR L W AR & B X O N D BAEME R, IRE R,
FEMEALRIE & O, PEE~FEOTRIX., —RICHIT GVH) BRI,
WNIRIEE . SAMRIRIE, Bl e EOM OO RIENNLE L 72D,

%*Tﬁ%éméiﬁﬁﬁ%fiMTxﬂ %% 50, MEEONRKEELE LT
T BPRUEEIME ST N TWDH N, EWN TIXEEEERE & L CoOLRMKRIE
%ﬁﬁwo%@iiﬁ%%%%@\MTX%bﬁE@%ﬁWW%%KE@%%
BIEE %I L EFE DN, SR A FRRE N g x L BT S~ T, MTX
DE LM TOOMERNENIFFTE 2T IRFENARIE L L TH#L<
RKOLENTWEDHEEETH D,

PLEXY | BCKSIZ B W TEERFIEICALE ST 6TV A ARANL, EHAS
DEFBREOENEZEEZTCH, HNICBT28HERHFECTCEDLEEZD
o,

<HEYEHE - AEIZSWT>
1) 4~16 mg/#l (W5 & 4~8 mg/A TR L., JEROWEE ., BIIEH O
A L ViR K 16 mg/ildl £ THRETX5)

< FEERBIALTE ST IZHONT >
1) WEE~ BJE OS5 MR, BIEEMERZRE, IR VeI RE, MR R 2 E T
MDOBERETHEOH LN WS
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WS ~ B D WL IX, — A% IC BSA (Body Surface Area ; B2 & O BT FE) |
PAST (Psoriasis Area and Severity Index ; ¥zt 2% @ HIIE & ) . DLQI

(Dermatology Life Quality Index) OWTIUMDIEEN 10 L EERBHD
DEBRERELEZEZ N TS, SHMEGRE L VR E L CEIE Ch 5 BHIEM:
VoE. IRVEMERCRE, WRRMEALEIE D S 0. D ORI AT T Tl —
fRicay be—ARNRET, Y7 AR) e b LFF— bR EDONRIE
B, BN OERNREE, 2 L TEYTFHIRFZ 5 D705 0O F IRF N
ME LD,

WA E N EM 72y 7 v AR Y AW FRIRANC N D TR E LT
R IFFTE DM T XDz CORGE 2 G TEaud, it ik o ERE A
BUZ S T 5T 5130, A5 RAIE AFT O TG N ENL S 70TV 7R 0 Bl B
BRIZONTIE (BEFEERICIEY 7 AR VR L FF— A& 55
W), VT ERRICMT XN T > — KT v 7 e nagEet, £L T
VU~ FHEBETHHAINAHTNFE afilkflH (170 F>~7, 77X A
~7) EMTXOUFHIZED , XD RWRBEL L & S ICHFPUEREAEIC L
DEY PRI ONRBIEBIEL D DA EMER E L FZET D &, £ OFEME
A A NE oY

4., Efid XEHBOMEL LD HER

1) &<z L,

5. %

<Y H K4 M OGBS G >

6. =5 k&
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