1

MR
1.1

SHOEBRIZR
PROGRAF CAPSULES 1MG

BEER S 55 022043 57
REHEEET EH
b7 H#8 2026-02-04

BB KRZE

Prograf capsules 0.5 mg: 8—BE$=7%50.51 mgiitacrolimus’K&E4) ( tacrolimus
0.5mg)

Prograf capsules 1 mg: 8—B &+ =751.02 mgiitacrolimus’K &4 ( tacrolimus 1
mg )

Prograf capsules 5 mg: 8—BE$2755.1 mgiitacrolimus’K &4 ( tacrolimus 5
mg )

BURSHNYE(EEHE

—M#& : Tacrolimus’K&4#) Tacrolimus hydrate (JAN ) ( WHO recommended
INN : Tacrolimus )

BB . ( - )- (1R, 9S,12S,13R, 14S, 17R, 18E, 21S, 23S, 24R, 25S, 27R ) -17-
Allyl-1, 14-dihydroxy-12[ ( E ) -2-[ ( 1R, 3R, 4R ) -4hydroxy-3-
methxoycylohexyl]-1-methylvinyl]-23, 25-dimethoxy-13, 19, 21, 27-tetramethyl-
11, 28-dioxa-4-azatricyclo[22.3.1.04'9]octacos-1 8-ene-2, 3, 10, 16-tetrone
hydrate

BiE :

P.1



CH, - 1L,O

neo 1 O¢H

DFR : CagHgoNO1»H,0 HFE - 822.03
a3 0 130~133°C
PDECAEL - 10008 E ( 1-octanol/7K% )
AR Tacrolimus’/K &2 B BNERIAER N - IEBE 5B Rethanol
(99.5) - thaZARacetonitrile - N - N-dimethylformamide - ethanol (95) -
Kacetone - ARdiethylether - #FABRK -

12

Prograf capsules 0.5 mg: Hypromellose, Lactose Monohydrate, Croscarmellose
Sodium, Magnesium Stearate, Ferric ironoxide-Yellow, Titanium dioxide, Gelatin
Prograf capsules 1 mg: Hypromellose, Lactose Monohydrate, Croscarmellose
Sodium, Magnesium Stearate, Titanium dioxide, Gelatin

Prograf capsules 5 mg: Hypromellose, Lactose Monohydrate, Croscarmellose
Sodium, Magnesium Stearate, Ferric ironoxide-Red, Gelatin, Titanium dioxide

1.3 HE
EB
1.4 ZE@INE

Prograf capsules 0.5 mg: f2% 5 5% - EREA) 93 mg ~ FpliEHe07 - EARKER
Prograf capsules 1 mg: Z# S 5% - EEX) 93 mg ~ wiAlEHe17 - BAERRE
Prograf capsules 5 mg: 2% 4 9% - =& 180 mg * & A5 H657 - EARKALE

HBREZ S —RAEIN BB Ecyclosporinfii 78 AR % - LB E 2B _HRHZ - O
B E B —ARA%E -
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RIPEESREZER ZBEIT - BB EYINEE&M(graft versus host disease ) -

3  HEEHE

3.1 HZEHE
EhisaE:
BEBERZ2X - OARtacrolimus—AmMR - —3R0.15 mg/kg - FiiE#IEE - OAR
tacrolimus—XmRX - —K0.15mg/kg - AEZE R E £ #5755 E—K0.06 mg/kg -
—RMRBIZE - ABOMm AREAR B = R 2 -
FrhaisE:
AEYEOARtacrolimus—AMR - —R0.15 mg/kg - AEZFIEEZE#FHE=0.10
mg/kg/RARAEE - BOHE AMEARE S thHE -
B AE:

BEYHEA O ARtacrolimus—AM R - —%R0.03~0.15 mg/kg - BEHFRELIRES
FR4e T ANZER - BE OMiktacrolimus—XKMR - —%0.075~0.15 mg/kg - BEIE#kFm
NREIADIEE HFEEE - IRBmAMRRIBER - OEEHEAREAVNNREL S
HieEHBBE:

EEBERT1X - ORtacrolimus—XmM K - —*x0.06 mg/kg - BEYH - 0K
tacrolimus—XmMK - —%K0.06 mg/kg * KB ASERE M RE D EEAEL S

RENRBERBNRWAE - BRAREMBEREAEZE - FAUB FHLEESNPRE
RO EARRE - UAMPRERRSIENHFREABEYNEIER - JKE
BANRREAMNFRE - 2EMFPRESE (trough level ) REBELZEIE - KAl
EREZENEMBHRE R aBAENFRE - HlPFtroughRERFREBE20
ng/mLi - RISEEARKRE - AR - EMPREEFERSE - JJREREBINAEE
E - FERTANI2VNRRE IR M FREARE20 ng/mLEBLh -

MEMBENEHEGFRE - JEZABENREIT - BIF - FHlZEREREER
A= NEeEfENZEEYSHaER - FENEREIERRBEERARN
AR B S R DA B RVE RN EI E ML E ( B LR Aol i HaR E A EE

g2) -

AHEBH :
TacrolimusEIPVCAEE - AR EH IR EProgral BEABR YN BERWER « 15
BMEMEFHEALTZHEPVC -

RIEFRER
ERtacrolimus R ZHEIER - EREBREPEERRAS B EEENR BT
5~ #p R StacrolimusZEm © R BEEUCIRIEMBIT - BB TEBMIRE -

33 HHEERZERE

EERNERZABBDERZNFEA  BTHLFRRENRE  EeBARNT
BE BERNE -
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N
EEMEBESD  AEHEHERER  MER - AR NRNEEHEARELL - KNE
OB ENZ 2 S RN -

i

=
(55N

1</

(1) HXRZEF O R D BBERENREE
(2) IEEfE A cyclosporinslbosentaniim A ( £Esection 7))
(3) REIBEVHIFRE A5 Z PRI A ( £ section 5.1 Ksection 7))

EEIEIEER

51 ERE/IEEFE
(1) AT AZECESERRRENARRE ( BRRIE - DRI - BERE - 25E
8 . SR REE MM MLEREE - 2ORROES ) MARI TR - &
EESRBAERTRENBRRE - RERBAZES 7D MEMLERAY BN
-
Q) HREBEATAER - WAERARENHEENBERANI AEMEE Ma
(3) BAHRIAEER - R ANDR - BER - AREERERtacrolimushIiEY

FRSFEMEYEE - EESIERENARSH  BEBEFRRESEMEE

F - & dsERtacrolimus WRBEEACZHBZERANER - MABRLUEENSHE
£ REE—MWtacrolimusEIZ ; SEERESERBMNBIEET - F o DIckEH
By & A(2Fsection 3.1) -

(4) ABMERENBLERS ( 2%Esection 8.1) - WMERHMERKERIGE ( ALESET -
BUN - ALEAETEB/EZ - FRFPNAG - [RHB, -microglobuling ) - #5RIZEAZEVIE -
ERRIRELIRS -

(5) AP MAE e s 4 - WERERMBIRE - ER R R AREERRE

( spironolactone * potassium canrenoate - triamterene ) SIEEGEZ AV -

(6) BMHE - RIESERMINEERZNRERS (LFEsection8.1) - WMEEMEAER
BE (MREREE - ZIERME - BiiE - KES ) - SIRECEENEN - FRlE1E8
BYEEER -

(7) AR Az D BT NERE - OEAE - BOE - ODIEE - DITIEERZ
(BEO0WINEERET - LEILK ) H(SEsection 8.1) - ERRBEMOER - OB
B - EXEmE REMIEE - FHAEERAME -

(8) Holge S ME - WEEHASME - E—MEHS - BHREES OB GI206ME
MEREE -

9) IS ERREENZEHRIE -

(10) BEMNREIGI D EEIEMNREN SR REEHEEREMESERE - HWET

B - BERRRAGESENREA  BERUER (ShIEHEE KBRS ) BEXS
RS -

(11) B X mEFRELE R EIGEIE - oIsEARBEN R EEHEE(EMATL R
fE-H - SmERDL - BEFXREENR (HBs ) BMEABRGEEINGESE - o
BEAMRBEF R mEER(EMAT L BE - IE5 - CEAF X FEHRER AR EINHEIEA
B CENXogEgRlt  E2AZARMXFESERER - BREUENR - AI20ESRINT

P.4




IBER BRI K AT RSB IRRC - AT EBRAT Sm B AL CRLAT KR BB R AV EUR AT
EARRVERR

(12) ERARZEolE VB FIRZERZNEFEE - BINER/NOHREB EREERARR
BRI E -

(13) BEREBEYNBELTERRS - ZEREMRERAE - TE&RHEcyclosporindiE
Bl BEPRREZGHESE R  E2 A 85 - AluBld ILEEMcyclosporinil #7578

4

H% o

B

=

(14) EERBERERERNCAENXBESEN aBEERTE B NARE SN R

T - IREHEEFRANNCEN XREEETN RS EE iR ERERRNE
£ - FR—MARA - SEERAXmIEARREAEBEFERNCEN XEFEYR - B
BXrXmERBLE  WESBABREEIARNMRRERBE B ARRFE - MITE
RISFENEYINZ M -

(15) EAEEREE ( MPA ) Ema A% | HcyclosporingEifi ZtacrolimusiFEEE - &
ZINR - AHEMPAGE Acyclosporin - MPAffFitacrolimusfiMPA REERS -
#cyclosporin® R ETMPA FIBEITEBTEIR - Mtacrolimus A g - &% MPA E1T)AE
ZEsRl -

(16) Tacrolimus Tl 55 = 18 NN HE FR Js 22 47 (L& I Ik i PR 9 ) O & LM AE » & A BL RI B ARAY
M -

(17) Tacrolimus AIBEE NME R FHI S MBI IE N0 F A E (pre-eclampsia) « B&Rl 12
il M /22 -

EiRE MEMAmBE:

(1) REAZE4 HLABRF B HRBEN EEEY) -

(2) BABRENRELERZERAS 25% M Lk - EREEZE - AR EE = 25% MU
i ERFEEE - | [£% section 8.1]

(3)7£ tacrolimus M BEERYIER FEIZEE] GVHD - B EFZEGVHDIERE - B
e Mo REZESGIE 10 £ 20 ng/mL 2 -

6 RARBEIESIER

6.1

6.2

6.3

6.4

w2z
SIEHNAES EBBAEN TAERAKRERETELENERT AR - PR IS
YR L O M E EFEREARELE - [EBYER (%T ) DARBHERRILESHRY
wED . | EEAEETIBARBRNHREY - BRE  ZERERHEGERAAZ g
BER/NSEBARLERS £AUBEY - SHMmE - SR fkEsE)3)
4) , ]

B,

Tacrolimus¥i B 3| B BRI B 530 I B B AU S 24 R a1 - S5 BER B BT 52 R A
2 REREDERRIEY, - [BHONERIDHRE] (2 Esection 11)
BEBRENM L EEE N

HETERE N 1 B B E A TacrolimusiaBE 2 A - FEEEEREEMRZS % -
INER

P.5




(1 EBRBED  FEHELERER  ER - IR DRNLZMEERET (B

RAERAE) -

(2) AEEE N OB ERNZ 2 EAREY (OB ERRCRAE ) -
Q) EEREMFMAMBED  AEHELERER - HER AR DENLZZMEE
REEY (ERARERAR )

6.5 ZEFA

HSkEZ—AREEINEE ( BIEE - BINEE ~ REINAEES ) HRE - BASERBARMR

IEEAREE -
6.6 MIEELE

HIsEAZERA - REZEYICHINRERE -

6.7 BINEEAE

BINBEEAZRBA - BEENEAZRILAITIEEMY -

6.8 HfithikEs

BRCMERRBA - BEREBRERIOREM -

X EFH

REFEARCYPIAAKRCYPIASHHBERNH ( £%Esection 11)

(1) HARR (AOHA )

REMPRE

oJgEER -

oLy

B RAEAR/ BE E 7774

fEREE/eRRE T

P
RIREEFSMEMPZER
RRFEZEEBEEEAPER
OiEB B EREESE

EHRLZENREIIFIT - B
AR IE M 32 £ RURAEAR
RS -

S & 1 (F A BN 38 A REAR
AT BETE

Cyclosporin
( Sandimmun ~ Neoral )

@B cyclosporinfy M B E
R ARREERNES
>) « Fcyclosporind&ifi
225 - B cyclosporiniVEr
BB 4 N A
O] YRR B AR EZE -

KREMcyclosporin & H
CYP3A4AHH - RS HEF
tERIFE BEcyclosporinfy
i

P.6

Bosentan FispbosentanMFRE | KZEXN]bosentanEH
(Tracleer) 5 - AolgE#fbosentan | CYP3A4H - RS
HNARRIE - BIRFAZEHNMD | bosentanfy MR E A TIHE
EEBOBEEE - 5 - BosentanEIItEEEA
BN BREFEIER -
R - A& M EEBEE
RIT]REM -
REBEIF PR S MAEORER A - REMZESEYNIERES

G g -




Spironolactone

( Aldactone-A, Almatol )
Potassium canrenoate
(Soldactone)
Triamterene ( Triteren )

Q) HAER (A MIENPHA L ZER)

4
+

By
I

B:

)

1

B RAEAR- R E T304

TEFR%E iRl F

MER

Erythromycin »

Josamycin ~ Clarithromycin

Azolei HET

Itraconazole

Fluconazole - Voriconazole

L R A

Nifedipine ~ Nilvadipine* -

Nicardipine - Diltiazem %

HIV proteasepH Ef

Ritonavir

Hthzzy)

Bromocriptine ~ Danazol

Ethinylestradiol

Omeprazole »

Lansoprazole -

Tofisopam ~ Amiodarone

B R ERR
AEMHABEE T

g

oy
1N

RENMPRE EFIESR
BNEEAZOEAEBHAR
RFERE - BEESHAZERN
RYERA - AENMFRE
e BEREARRENE
BlsgsE - BT AR ARYIE
o M BRI AR EE M R AR
BE S iaht - AlInikFEZE M
MEHENERKFESHNE
B

ERKHCYP3A4AUHE 2 2Y))

5 B 2R CYP3A4HNHIE AR
Y EmAEEE - g1
HIARZER A -

hRFZEEA)
Letermovir REMNMPRE LR - AJgEE | RZERH RIS - 2ER

AEMEAZOEAZEA
RERE  BAEEGHHAE
MERYIEXA - REQMFE
ERE  ERARRERIZESA
BT - BASRSERANIS
o - BRI AREE M IR R K IR
BEEmiaht - AlikFEZE Y
BN ENEREFESNE
=

CYP3A4HIHITER -

P.7




Ombitasvir/ paritaprevir/
ritohavir

Ombitasvir/ paritaprevir/
ritonavir/ dasabuvir

ZAWSE - Ylombitasvir /
paritaprevir /ritonavir
(25mg/150mg/
100mg(BX—XR) ) &I
ombitasvir/ paritaprevir/
ritonavir/dasabuvir (25mg/
150mg/ 100mg(BX—
R))/400mg(BRKMR) O /A
BRTARER - NER
AUCT RIIEIN 1 861 K57
5 - BRIFBEINE - BREGE
SLEEYHRAE - MRFREZEAR
o R - EERIARZE MR
B - T AEEARER | S 405
Ebm - LE9h - AR A
AR - FRIE IS ARRE
RIEE4

REMNRH NG - 2ER
ritonavirfdCYP3A4HNHI/E
}Eﬁ °

EEE
Carbamazepine -
Phenobarbital
Phenytoin**
A2 Rifampicin

REMPREREIEZ RE
BRI - BEDRAZEM PR
ERREGE S AN - Bk
FEMENHESNEE

HEEMNHER (&R

RO

Zez

BY R e
xR (BUE)
258 (St. John'swort) B

=
an

RENRH S BNERMPIR
EolRERIE - A T AZER - 3
ABRAEBINZ AT/ )NER
(HU)E ) MWRMm

AECYP3A4L - (BERZERI

il

BEBSMAET
Amphotericin B
Aminoglycosidef £ % -
Sulfamethoxazole/Trimetho
prim
IR ERE 1 R AET 5

TS BEBELRS - 1%
EHHREE - S AR
RAEMERE - HEFRI
L B B S R S B S A B -

RENMZEZEYNBESUHS

B iigo -

1H

& HAcannabidiollWEm

“Eﬁ%ﬂ¢%?ﬂ%%$%
IR - PEESRIAEEM R
mﬁkﬁmﬁﬁmzﬁﬁ*?
i

R B EARYRESIARA -

Caspofungin

3 75 A B ) o R R DB RO S

B4 - REAAREMPRE
VWERRNBENESEZ R
i

R EFRRIHEEIRAD -

P.8




MTOR inhibitors
[£Z%section 8.1]

FRERmTORIMNEIE A
S8 IS A S AR R
B -

R EFRRIHEIRAD -

IBEEER
MITHREHAZR

EENURZ R -

BERENREIEER -
flEEEEEENE

B &6 RV ZEL
N
ABRERHESE

R RImRIEEE

DI RENREE -
( £%section 5.1)

BB REHIHI1ER

5 BIE  RIGENERE
MR EFE -

(DMARD)
Methotrexate%s
Eplerenone MEPHEEFRENES £ | NEEXNeplerenoneE MR

IR ARKE -

*R A EABEBEE - nilvadipinelFR2EA LR TR -
*HEFRAREmphenytoinlRE EFRVRE (FRKEAR) -

BIFR/ AR &I

8.1 WAREZFFRH/ARKRE

E2 ]

[l i% PR (B 2/ FAML /£ 5T E) RO B A2 18 7w 518 08 1 -
BB EITFREABENNEZRRIVIEREAI4820] - REZIESRE

aEfI23661 -

BB ENBEYNEZRRN

BiI1,978%1 - FEEUSFF I g ZAIAVERARELER - R EM R EERANEEARNRESN

FARMBEEESARR  BUEAE  SME - FIEER

ﬁ o

+ B REE MVE K & 80

RS OEZE - AITRBERSNEAREDBRPERAENERFENTEARR

BEABERGEEESBBNEAZ - SMBEAERE (T—KKZ) - B

EERE

BEEED  NMEKBUNEFAHSERATEABALIR (R=) -
(FhR1E - BB E KB RB BB GERIVERN: 2008F12H )
ZEHUER - EHABRRESEOEBZE - MMiEE - REEE R EEENER

RAER -

MmELEHERERY - HAEORBERGI206] - fMigEERG1290 - KEREZ1ER 36
Bl - EARZE(BE/FBNEHE)SIENETEARRESRERGEERR - B3R

(28.2% - 24/85%1 )

F BIIBEAZE (94%
SIEERZMAES.9% ( 5/856 ) ~ PIBMEZAER (5.9% -

8/8541 )

- SMHE (5.9% -

5/85%1 ) -
5/8561) - ( HALHE

BiE - IMRBE - RIRBERIEEROE : 2012968 )

1) SHBRE - BERE  SUBEG (REXRARAER01% -

INIR5% ) - BYE

ERFOIRE R ( BAEX/NR0.1% ) - EEMERAERIGE (HLEET - BUN - ALESETES
BE -~ REA - IRPNAG - RFB, -microglobuling ) - HRIREREEEER - &

WREHENEREFESNEERE -

P.9




2) IMERIE « DVEAE - DALEE - WO ~ O EIIETEK  DAIhEERZE : O ALIHEE
A& (ST-TE(E - LINEERIS - LEEX - DERKRE ) - VRRIE - ODEUSE L
INENVEAEE  DHAEE ~ BOLE ~ O EIIEREK (BERBARRHENR01% - /IR
5% ) OIREZEAE - TE%ZIK%/SFH%EEM/D\%E DB E K - MEIX iR E s E i
B HFABRREANNRE  BRIREERRN - BUHENSHERFESNEEE
% o
3) M E R AVINEER S | BIFET E B RREEZRE ( posterior reversible
encephalopathy syndrome, PRES ) IS5 M B4 iR . PRHERFINERZE
EPRESHIS M B AR E: ( ?xéE?j(E HEH0.1% - /N\FR5% ) OIREEE 4 - MNREE
FEWEHEE SHEE - 58l ESEAE - KR - ¥BiESERES - F
ZiBMRBENBREMCT KMRINEEZEEEA - BIEARE QBT S FEE - I
PRHVE S S 00 MBS R 88 -
4) [MIMEINEEARE : IEE - MEMZORMEINBEAZ OB AE ( BERKRHE
1R0.1% - I\IR5% ) - BB - BARBMEENREMCT - MRINFE &2
ETEDAEA - HUBEH SN ERFESENEESES -
5) M2 mMMmERERE : K0 8E 3408 MM RS AEEIE R & M AR M /) VvikOR; 4 =B
S MARHEMMERER ( BERKREER0% - /NNR5% ) - BT RREF AL
ERIRAERE  MUBEHENERFESNEEZSEE - (2%section7)
6) ZMBKiEAE « /NGRS BTAE - BRI R MIKERZIE B MIRE T E80%E -
BMEEINREMAMRBEEARR (aplasia pure red cell) : TEEE 842 MEKE /D
AE ~ M/MRORD MESRBHIE ( EERZARIER0.1% - /IMR5% ) KERHIM E MIKER
ZHRE - IEPMIKIE T EE  AMME M BEAAMKBEEAR (BRIWEERL
)  METHREHFANE  HRREERR  HWHAEHENFESNEEEE -
7) BRPEE : IBREE ( BERARIEN0.1% - \R5% ) TJEERAE - HIREEAVAER
CEHREEHENERFEENEEES -
8) AR %% B% 57 & fiE #% ¥ Oculomucocutaneous syndrome ( Stevens-JohnsonfE fi&
)  RYPEREEGEHORERYE (REXRAR)  BRIREERNOKRER - BMPLE
MENEESEE -
9) IR E £ : KIOJpEsE 1T IRA R - EEAD%EW%LF{@%' ( BEXRZARIER
0.1% - /\1R5% ) - tEIFAIERE - B aRIABIRIERIE - BEUREHE5E
RFEENEEERS -
10) BE - AAEM - et BRI ERESMRRE (BERRKRFENR15% ) O
BERANELIRBENAN - OIREERERBEN X BEB (LM A K CELNT
KB - Bt - BFABRREEESAENRFA  SERIITOUER - BERETS
FERFFE  RENERSHNEEES -
11) g2t E R ( Progressive multifocal leukoencephalopathy,
PML) : #rEM 2 m i E F(?*ETKHH)T’QE‘;?*E (Xl m A TE IR 22 HA RS EA ST AX
WEEIRE/NOERE - BLIRER - ROSEIESL - RFHMERE - BR(FBEAE -
Mz inEE) ~ FESMEERESE - BMERET (MRS ERIRE - @REBZE LR
& . B IREGEE S -
12) BKIASERE : BKREB WE(REXRAH) I ELE - ERE - BREESE
FIFZE - I HIREGEEREN -

P.10




13). BB REMEMIERE . FEpstein-Barr@mBHEAVKEIZEMHEE N EMNERET
BEESHEE (BEERKRNRIER0.1% - /NIR5% ) ( ¥IHBMEAR : 820 - MEHEEKRE ) -
ﬁD%?*E@LHE’JFHﬂj CMREEENEREFEENEEEE - HFHZEILRK2E
PN MR RO E R EIK ISR - BARZIEN - RABERZEHE
ORI NMEERTHERNER - WETFHAER  BRIRBERN - BIERNEHZEN
FEENEZEE -

14) BRiE 3% . AAERISBORERE (BEXRRARAER0T1% - /NR5% ) - HEEE
BE - FASE FRREEER  MREHEREREFEZSEFEEERE -

15) ¥EFRTE - BMWE : EiERE ( BERARAENR0.1% - /NR5% ) OIgEsE £ H
= SME (BERRRAERTS% ) @ WEHFASE  FRRIREER - AR
ENERFESHEZEE -

16) FFMBEREZM=E Ko EHEAZU=E ( ZAINBERAR) - 5
AST ( GOT ) MALT (GPT) - y-GTP - Al-P - MZLEAMRERE (LDH ) SBE LR - W
THAEE ARARIRESR  AMBENEREFEEEEEE -

17) BBEF: EBFERtacrolimus’ABRNRAREGESEBFANBRE - BFABENE
FEHER B EBEFMOHSEN AR  BEYEHMER  AABEEETFARE
REESH  UsEENEREMNERENRN - LIRRLVEARE - BIUEIZEEEN
A (BIFESFM) -

18) QT#&E & K Torsades de Pointes : TacrolimusBlSEEZERQTRIEA - 1 alBES|#E
Torsades de Pointes - AR ABQTEIMIE R G E F(EFEEARR AR M EXRMEQT
BHER - fFREMNZERQTREIM EMtacrolimus R E EHIEEY) AR A /L -

19) WERE (B EELE)
H R R

HHBEUTHWARKRE - BIKERERERHENERKFESHNEE R

RREERS% | KIREEEFR0.1% - | /MiR0.1%
By B R AR INIR5%

= b BEINEEAZE (BUN |FRERD -~ MK~ |[$BK ~ BARE
E5 - BEEE E EQ
5 IEEET BB X

P8 - FRER )
(23.1%)

T B A 38 S - SkE |EDE - SEEEE
MAE ~ \EEEME | [E - SHEEM
B AEE (HLAZEE | E - EBBLIMIE -

Bogls) (CPK) |SEMmiE - BEm
Hait1) fiE - ES5MIE - 16
EEME - EMm
i\~ ESBIE - B
=R EDHBE M -
R

P.11




47AE1) | pREsERL
Dm0
B L gt
1)

K~ B~ 3EEL
EX=i SV
RES ~ FERAL - H

S EES

EmE mE R FHE - IRIERERE - | B E
VE -~ HEEE
- MERE
S A mer EEET | KR B0 | WA - RIREE -
(INVAT=E:2) NRE -~ F= £ |INESKIE - [T
B iR REBE |(KEE-BR--=
=) HERE - BE -
=
B MOEED) oy | BEEEAE 2
'fb?EHjJIﬂEH ) 2 BREAKR-TF
#EE-BE8
A =1 - |
B KBk~ Ok
X~ =@~ @t -
IE IR
Bk i el =
P i FFINEEES® (AST
[GOT]EH ~ ALT
[GPT]EF - A1-P
+5F - LDHLER -
y-GTP LS
mi& EdMgmiop/ B - M/ iig WRE KR
atl) %~ M/OR >
HMXiEZ - 51
BRI
BEE B AN B,
B ToE
it gt ) E2) | gy |MOBDEAA B8 | EIERWE - A

7 BAETRE - KB
=S

BERZRBAEARTREE SBEENBHEENGER -

F11) BERAR

#12) R RREHIE -

B HEBRERHERBIER - SRS 258 B IS
H 5% 2 YR B AE1E A% (Calcineurin-Inhibitor Induced Pain Syndrome, CIPS)fy—Ef
i HBEEENRZ2REABHENERELTERE -

P.12




K1 EEFRRE
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s HEBREEBRSBNNGHBTAERENES HENHSHEREREBIICHEE -
AL ARG ET P HERR

9 B=
MYk~ B4R c ABUNLS - B LS - [B)) - TEH - TR F5S®Rso7) .
BE %S - OREMR - BEphenytoinS MBS LKHES  SRYLEH - BA
tacrolimusls AU S EEEA SRS  MNIRBFIEER - BIRESHLIS T RYIEE
% o
10 ZEIB4E M
10.1 fEFAtkes
1. REEHADFHIFE Winterleukin-2Finterferon-yZlymphokinestE4 - DUKRE—F ]
HBE IR IE A F(TNF) alpha (— &k AHAAIZ) - interleukin-1 betaFinterleukin-68Y
EED -
2. RE B A2 AN B A S 018 E ~ MEIERRS - EMER T REHS 9 .
10.2 EEXEEIP4E M
1. NEEE Y ERDARRIG TERE RS ENEESERRE  BEETE
SEHE (P10 w1 kg1 .
2. AEEENBAEI AL B - BE)RUPISIRSXNH 2 FMERT 8
kg - BolREmmagesg 1315
3. AEEBEYABESFEmodeld - EIHIBEMRNEIERNE BEETES
R (/E18) - xg!n) -
4. REEEHBEmodel - BN TR EREHARE  BEE T EHH
(m18) 19 k520 .
5. AZE{E AR OB EmModelth - BBREMING TS REHIRRE - BIEE 750
21 .
103 BEFRATZZMBER
TEARE (1.0~3.0mg/kg - TR ) b . BRIBBEFEROREDEET €5
2 T 4B RENIES2D -
11 EYE B

1. MFRE

(1) BlEBE

1) EREFrYEZNERARERT - ERABRBERAMIG - &% Etacrolimus B
0.16 mg/kgRs Mz BN AE S BN R 2D

42 +29

tmax (h)

Cmax (ng/mL) 44 +45
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AUCq 155 (ng-h/mL) 274 + 198

Trough:level* (ng/mL) 16 + 12
F**(%) 20+ 178
TEI2N\FBENOPREE  (F9+SD.)
RSO R

(2) TacrolimusB #& SRR EMHE M
MABRBEBEAGISH - REMEEAENtacrolimusBEMBHIEHNMTEESHM T

BE FAHL tElE ( FRH/BE )
B
B | (mg/kg | Cmax |AUCoqan | Cmax | AUCo.12h
/%) ( ng/mL (ng: ( ng/mL (ng- Cmax | AUCp.12h
) h/mL) ) h/mL)
1 0.03 10 42.7 18 94.4 1.80 2.21
2 0.02 10 70.2 9.3 68.6 0.93 0.98
3 0.06 27 165.4 23 113.3 0.85 0.69
4 0.02 14 105.6 7.2 41.8 0.51 0.40
6 0.02 9.9 61.5 14 69.2 1.41 1.13
7 0.03 13 920 13 103.8 1.00 1.13
8 0.02 6.2 36.7 6.8 27.6 1.10 0.75
9 0.02 4.1 32.6 3.8 34.1 0.93 1.05
10 0.04 20 230.8 42 320.0 2.10 1.39
Fi91E 1.18 £ 0. | 1.08 + 0.
+S.D. - - - - - 50 51

2. RIS (FERAARBR )

R E ARERB I ENFIBRE 1.5/ i O RIS ERAZERS - PRZEASLEABAR B IR HCmax RAUCH
ESEMPEE - TmaxiEE -

3. 3%0) (2% . KEWEBR )

A B AR £ 57 14CEBitacrolimus0.32 mg/kg - 59 BB AE AT BRI AAE - RIS
EE LI B OB PRIRORERES - B Mo R IR S BT BE TR o 5k
IEANEIRFE BB AR « /\BSAREBRE - T EL ST BRI SR BN -

4. 35t aeisEY (FFEAANER )

B EBN6GIEIIRD - BIRIR AR T PitacrolimusEE LR E/E M PR —
5. {38

(1) AEF B2 REY A HEZCYPIAL B CYP3ASHKH - EIL - BAERCYP3AM B R EL fh 24
GHFERS - BOAEREAENMPRE LS - B - BFEEYGENE  ABGNPREST
BEEIEIE - B—AE - ANEERECYP3ALMIMS - FHCYP3AMRBIEMEY MPRES LR

P.17



12

REJEE « AARZENMPELFEEERS (98.8%HES ) - FALINMPEBRIFRRAMMRAZET
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tacrolimusCESE - BE) Z24EmH4 - EXNEANEEEE65.6% - HP8FE2BnEna
B - B4/24%) (16.7% ) BETRIEFRRIE - BE2HR/EE  RT7TEHP—RI - HBRES
steroid Ak & & A (pulse therapy)aBENELIKE - tESh - BIFE LA R - 1990-1995F % H
KIEEZEREE I EE - REBtacrolimusCESE - BE)120@FE AN NEBFERE
81.7%2930) -
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Bz EY R R B Z #1H]
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FRFERRBEYNEEREZRI7.3%K3.0% - 74/186%1 ( 39.8% ) BEHE101RBF & FE
23)32)33) . FE Rt R I B P B AR e B HD U B HRAL 2 1 04T5 6113 Etacrolimus (E 51 -

BF) - 25560 (52.9% ) BT TAEX L M EmmE3Y -
T B EEE R AR (1996~20064F ) - 1,233BMARA—ENEEERBENEER

£598.6%K95.8% - 20518/ E It — FE 15 E R R EY T EES599.3%K97.3%3>) -

3. iR Y HE PR I FE 2 1

EE S tacrolimusCESTE - BREE) %5 OIS 1 A £ R HE R S FE A0 S B 1 3 R B AS R s 30-

39),

Etﬁi1§ Al SO EETAEN106] - 12BN BEANBEEEEEXREE100% -
BRREBEFRR240.0% - 3ENBEANBEREEERIEE100% - 3EBHEFRERS

50.0% - 40)

4. FEFh ERE B R E B BERFTER GVHD

EZEFE=HRAREE (HLABTIREIBEE - 165 6l ) - ERFE=HEKRAR ( FRZIB
fEE 90 )

— @MW - BER - 205 = BRRRPRELBR RS tacrolimus TEHLA HBRFFRIRIBIE 5 58S
& GVHD FaRA1ER - #£ 165 B E A tacrolimus (JE59% - BE ) #fF methotrexate 89
mAF - B31.9% Km ALIRBRERE II-IV =4 GVHD -

— BRI - BEH - 290095 = HAER KA R ET 1t 1 tacrolimus fEHLA #E&FsEA 11 HLA-
A - HLA-BS{HLA-DRB1AERFHIIER ZIBIL S BE R B &M GVHD FaRAfEA - £ 90 BFEA
tacrolimus ( J¥57
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