yastellas

% %2026 6 BI&ET (55 5hR)
* 2026 3 AT

e PNHH

&7 ) b A KA AL

B SIyTE -1 3
EE-ESOLFEICLD
52k
BISE, L7 ZE R SE
EE-EMSo 58Iz L D
52 &

BPik SR AT
BREIRE - 34F

70957 #:0.2me
7095 sx1me

Prograf® Granules 0.2mg - 1mg

BAARZEER N ERES
873999
PEA70.2mg PEA 1 mg
A& | 21300AMZ00031 | 21300AMZ00032
BRoeRatA 20014F 7 A

1EE
(R

1.1 KFIORS BT, BREENER (BF2. 072,
BT, SHEY. BMEE WEE MeEHIn
BEE, ANHESES) (<40, BENEEBE L

EB2ENHEINDT, BEFIIHHICHEETZ ZER
BERUAFNCOWTDO+ R EHHERBEEETIE
RN (ERT 2 2 &o

125N EATELNOEYFENRSFH IR S TVE
WOT, YIWBmARUGHEICEL TiE. mMAEE %8
ETDZEIWLRFNEZWMNDOEEN» BN &%

By 52 &, [16.1.6 3]
(2= 7518)

1.3FHFDIRE G, REIFIBRERVBHEEEDERIC
@l TWBIEMXIEZDIEENH ETITI T &,

9 =

E2S (ROBEICEIBELEWT &)

A ARFN OB R T LB BoE O B RE O & 5 B

2237 0ARY Y IFKRE Yy v R0 EE [10.1
Z: i ]

2.3 1) 7 ARFFERR AR G- o B [8.2.10.1 BE]

AT F U R L 2w & [10.1 2]

N

3. 4ERk - MR
3.1 #8Rk
ARy bqiifail
e |14 (01
éﬂ777ﬁ“ R 5700 A7KEM 0204mg | FLHEAR,
2mg (#7117 A2 L LT02mg) LrynmAn—
R A OAA
o . e |1 05g WV Ad—AF
ZU777%@ B #709L2K0 102mg | 11y~ a
me (¥ 70 4% LClmg)
3.2 WHE| DMK
#I o
7a 75 7 Hk0.2mg Lipml Hio
707 7k 1 mg L1y a1l Hio

4 THEESLIEZNR
OTRDERBAEIC S 1T B BRSO
BRHE. ITBME. LBHE. fiBHE. FEBHE. /NEBAE
OBBEBIEIC & 1T 2HEIERICK U HBHE X3 E ER O
&l
OEEFMENIE
*k OFERIBAE ¥ 5 BRSO

5. MEEX IS RICEET 538
(B BEHE)
5.1 HLAM A BB CTIIAR 25— BPFE L 1T L 2w
Zi,

ok
%

(EERHENE)

5.2 8F| & BT L7258 RO A T 0 A4 REIRGES]
WAE L 72356 OB IVE R 22 VIR L CTv 7 v,
KH D BAE T N A7 0 A FRIFEEGC BT 518
FHOREERZA 720,

(MBERFEAEIC 1% S BERISDOME)

5.3t b ([Aff) iPSHINE R CAMIE S — b Xix T 7 %
T VOBEBTFHRLASZRT LT L,

6. HERVHE
(BRHEDZE
W, iy 70y 428 LC1H0.15mg/kg%x 1
H2BHEEOERS L. ik, B4 I0ET 5. fifr=aid
1[M0.06mg/kg. 1 H 2 BFECHG 2 2 & 3505, IE
RIS U CEEEET 5,0
(FEHEDHE
B, Iy 2 a) 4 X8 LT 1 H015mg/keg% 1
H2REEORS 3 5. Dk, ez L. fivsid
1 H=0.10mg/kg % #E4E & 3 2 2%, SERIZIS U Tl E
W %o
(DEHEDIZE)
W, AIciEy 20y A28 LT 11H0.03~0.15mg/kg
w1l H2MEORS T4, T2, EHKSRHEEZICKR
HOBG 2GS A2, @, F70) AR &
LT 1\0.075~0.15mg/kg#x 1 H 2 FHEEORS 3 %, LL
By ERICS U CHEAMM L. ZE LKENEL N
TR, A cieE L R TR 5.
(DS
R, MRy 7oy a2 8 LT 1 H0.05~0.15mg/kg
1 H2MEORS T4, P, ERISS U Ol
WL, WELZIRENE S NRICIE, HA0EL
THRVE THRET 5,
(EREHEDIHZE)
W, iy 7)) a2 LC1H0.15mg/kg% 1
H2REORS 35, Uik, B4 12EE L CERIRD
= THER 50
VNBREDISE
R, CEy 70 428 LT 1 H0.15mg/kg%x 1
H2REORS 35, Uit B4 10z L CERIRD
= CHEFET 5
(BEEREDIGE
WE. B IHmLY F 70 4 2L LT 1 H006mg kg
1 H2MEORS T 5, BAEMMIZIZY 70) 4R
& LT 1M006mg/kgx 1 H 2 B#EOHS- L. Lk R4
WZET 5o F 72 BAER M EREBZICAF O
2GS AmA120E, @EF, 70 RE LTI
[M0.15mg/kg# 1 H 2 MfENO# 59 %, B, ERIZIE
U CHEEHT %,

©
®



B, RAOBROKGEHEORIET—ELTBELT, &
VX DEANEDRD L O T, M EEDE WSO
PR F G OV 1 rp 2 BE AN B B o JEHE RO M SR il
EEROFEH 2 7z, BEOIRTIZIS U T
BEEAZAEL, FT 7 L)L (trough level) O IfiiHi
ErSEIZ L CHRGBZHSTAI L, BICBHER
&5\ IFF GG EZ BN MR E N E 21T 2
EWEFE L, B, M N T 7IEED20ng/mL % &
AHHEPRVEE, BWERAPEIH LR T R5DT
EETLHI L,

(EEFENEDGE

HWE. BAKIZYy 7)) A AL L T3mgw 1 H 1Y
BRICEOHRG T 5,

#k (MARBHEICEF O REREOIFEH DIEE

T 7AT U VOBMREICESG T A25612E. 77
7 aw ) O E R OHE XA )T D S i
T 5,

7T HERVHEICEET 215
GhEEL @)

7TAMER D& 7 1) A ADE ATARIMERE 512 54§ %
7o, REN OG5 E T 5B i 2
ETHI L,

7.2 MR AT AN 5 TiE, ROEICEET L L,

7.2 Yk & A TV 0 R RS IIRGE S LT
W, [k o H T2k A Cmaxtt & OPAUCH @+
WEIZFNFNLI8 K USLO0S ; 16.1.6 BHH]

7.2.2 oML, FEHE LT, A 7RIV ORMSTE
WA, HDHWIXER E0Smgl TR VEE T oK
GEHFMPLERGEETHT L,

7.2.3 71 7 )V ERERL O] ) e 2 R OPERIICES LT, I
R A EE T A 2 L2 X ) BENS X AR DZEE) )
WS EERHRT AL b, b, WIRZD B VI
FAZRE D WX DB AT H N2 a1, BT
THGETHRETLZ L,

7.3 WA E AR 2 A B REEATRRD H L CTw
LT, MM EE (B XLZ2H5120H %) 2 TE 572
1F20ng/mLLNFICHEFRF§ 2 2 &0 [11.1.1 ]

7.4 O FIEIHEIF & OPEHIZ LY . BEORIEIE O
BEED D Do FEIC, RERBABIZBVT3HIH 5\ 1L 4
F O G INEIF] % HL A b 7 F S PR 2 AT
IGEICIE, RAOWMNZEGE AR ET S I &P
WEERGEDH 22N, BHEELZOKRERLCIHHINS
D IEIFIF O - 5 EFELEE L CTRETT 5
&

(Frizta. BREMERVEEEEZE)

7.5 A ORAEIZBW T, AR INHEICENEHE
PG LB O N T WD T, G5B REORIC

ZETAHT L, [16.1.1,16.1.2,16.1.4,17.2.1,17.2.2,

17.2.6 2]
(B BETEHE)

7.6 7 L7 F = MEPRGETO25% L EAL 72551203,

AHFD25% DL b g AL RTEEE 0@ Y] 7 I iE % Z 8
T5HZ L, [11.1.1 2]

7.7 MR EAME NG A VAR X R0 H LT v
5 DT, AR G FIRIF RN X PR 2 T &
5721710~20ng/mL & $546 2 &

(EFEFFENIE)

7.8 BIVEHOZEH Z B 7z, HH-5MG 3 7 A1 A7 A
21 EL PRI EIIC B & 2485120 % o 1 Hh i
EERHEL, HGEZME§2 I EFEI L, T,
ARANZ LY D RIRFFEONZLEIZIE, TORE
PR CEAHELITHET L2 ENET L,

8. EELAKRIIE
(hEEL @)

8.1 BEEEDKIHE S E VO T, HANIEEREE (7L
7F=ZY.BUN, ZLT7F =02 )T T A, RH
NAG. g, 3 rmara7) y5) 2479 % EBEHED
W2 FcBEd 2 b, oG micizFos
BICH5EET 528, [11.1.1 B8]

8.2 /) 7 MIFEMNFEHT 5 2 A DO T, HHE I
BHVTLAOMELRIT) S . BB B R
FIRA (RO /S5 Ny, YV /BRAY 7 A, b
V7 LATLY) OURADALZVIEH ) 7 L0 BREERZ
ThiwnwZ &, [2.3, 10.1 3]

8.3 FIMAE, JRAES: OFEEREREEOFHEENE VO T,
MR (Mg, ZCiEmmeE, 73 5 — 4,
PRIELE) #ATH R EBREORELZ FICHBRT L L,
RSP SN IZ 2 ORI T s T 2 2 L [11.1. 14,
11.1.15 %]

8.4 AHIFEG- I OA G, NI, OAEZE, OE. O
EE COHEEET., BIE2 &) Sr@BoshT
WHDOT, BRI L TR OER, L a—, WEXE
WEZAT) R CREOIREER X CBIZT 52 L[11.1.2
ZH ]

8.5 BIEAIE T 5 2 & 05 2 0T, EMAYIZMENE
AT, MMEEADND S b EIE. BEERNE#E
AT R WY RMBEEIT) 2 &,

8.6 KYSEDFRH AIWE I EET AT £, [9.1.1,
11.1.10 ]

8.7 WEEOGEEIIHNC X V) Bl IR 5 B o LA, )
YONIEE O EE A O RN S B 0T, Tk
EYH 2k, [10.2, 11.1.13 28]

8.8 AHIDFLG 2 X 0 BIE R E RV E v FIHERFEOMED
THETHLH. RIFEREARVE CRHOBEROEBIC
DWTHHI X EABIEE T51T) 2 &

(B BERHE)

8.9 FLHE K4 IR ASIAE L 7235 B 13 R0 A (R & B G
THLIENLEFTLL, T2, P70 AR UEEICEK
a3 N T B ERCTIIHBIGE RS T RED &9 20 % Bl
R, L I S AR I 7 T AR Y
YERPIL, AR VIR Bk,

(EERHENIE)

8.10 Ml IR R B 3 B 35E . ARH P 5 BAGE K
O G-RG A IC B W T B IRIE O A 4 % 72
T5HZ . MREEARERE S N2 A i, iRt R s
O IE OEE 2 HWY KT 5 & & b1, BELD
B S £ Rl [0 o = 0 0 = o 1 DAl QN o A B
Z & RANDOKIRIENDZEIIH S A 2% o> T\,

I BENEEEATIELEICET S IE
9.1 & - MEREEDH 2 EH
911 BREEDH B EE

JERYSEAEAL T D REME D D Do [8.6. 11.1.10 ]
91 2FFAIMIWZAXx v UTDEE

el R R T A VAT —H—DE=F ) V7
217D I &L BEIFA Y A VA DBEEEALR CRIT %0



*9.

9.

9.
9.

FALOBBERIEROFEHIEE T 5 2 Lo TIEIHIHF
ERGENTBEFRE T ANV AF X)) TOBEIZBWT,
BRIFF Y A VAOFERLIZ L 2 RDPH EDIAL
EWDH B Tz, HBHURRBEEOBE 2BV T, g
) OG- FAE TR BRTF 7 A )V A DOFERALIZ L 5
P9 % 3808 L 7HEBI A S SN CTwbe 72, CRIUF%
TANZAF N ) T OREFEIIB T, RIEIHH ORS
FIGaTRICCIIFROBAL A END Z & D38 5,[11.1.10
ZH]

A 3CHRREEVEM VA NIEN»EESNZEE

CHIFF R E R A )V 2A 2 ¥ G- FllaE. RFOHEE
MWL o TEFIPHE SN TB Y, CRTREER
PUo AV AFIZ L BP0 A IV ABHEICEE, @FH T o
RFN O BTV R LW RN H 5o KRE %
ML T2 BRICCRTRERERGTY 4 )V A% BIG
LA, RN, L EIER T S L & BT, KH
MAEEDE= %) ¥ 7 & HENAT) 7 & BHDIREE
Rl T s,

2 BRAEREEEE

FEEPEALT 2 WD H 5o BHWEH OB 20 <
72, EMECMhiRE 2 E L, 5 ETHET 5
ZEDNET Ly

S TR EEE

Y NEBEEDET L. AFNMHREA LA 5 W Relk
NH b BIEHOIEH 2 2o, EHR IRz
ZHGEL, EGEZMET I EAET Ly,

5 145

DT o2 ZE L, HiE IR L T2 et o
» B I IZHE LB RMEA e % RIn 2 &
SNBHGEIIDARTET B Lo

(RhRESE)
5.1 B (V4 ) THRHBIEMN. REEE HE

*hTwal,

5.2t N CliAEBT L2 LB TNDY,
5.3 MHIRFFICAR 2 G- SNl BwWT, BELY
WAOFE (KINAERE, BRGE. B4 7 AIE.
BREBEREE) OIED D 55V,

(FFE1E. BBtE)
9.

5.4 {F9¢ CTHEJi £ 7z, Transplant Pregnancy Registry

International® 7 — 7 X — Z 7> & FI H 1] 5 72 2,905 D i

A O E B O IRF BN 5 a2k — MiFsE

2BV, Jim & ICHAE S NEMNIC D W TLLT R

BERHEENTNDY,

C KREEAFRD S NLTFEBNIL, ARFIEFERETl136/29751
@@@\K%#%ﬁﬁm“ﬁuvwm<w%>f%o
7::'23‘52 .

NI DRRD O N IERNE, ARFI R E R Cl212/297
B (40%). AFIFFREHTIIZD LN b o™,

- HIRTREEDSFRD HALIERIE . AFIEFERETI1233/335
&U@%@\$ﬂ#%ﬁﬁqu%ﬂ<M%)f%o
7::'23‘52 .

CEBRBRMEEIZBW T, THEHEDRLD S R,
AFI W R T T 1384/226%1 (372%) . AFK|IEMEFEHE T
137/3761 (189%) THh -7z

- LA S N HEBN . KRR T13156/352
Bl (44.3%) . AFH I §% B T1325/5061 (424%) T
Ho7,

IR L CIRANIE T R IAERE TH o 7R
3. AKIBRE TR EETI12289/35201 (82.1%). A IEMEE
BETI340/5961 (67.8%) TH - 720

9.

*9.

D) 7HFATY L, Y BAKRY v, I AREY LR,
3372/ = VEERET TN, T F=var, v
O LAADWTNIM LD A& LI A VI2LD
HREE 2B
2) IR 6 EHETA S MEE TOMIZI I 7 = /) — Vi
ET o FIVIZEE L T b BB FRYE L 7T 5
6 =317
RFEFEGHIIAL L WS EDPRE T v, BRI
T35 EDMEEN TS, [16.3.2 2]
7TNRE
W2 2 ARG O FLA) VBN BT, Epstein-Barr™ £ v
ANZBAE L 72 SRR RS B iE ) VN5
HowidrEv. [11.1.13 ] SR, BRAE.
R, MRS RE. WEREAE. /BB R M O RE % 48 ) 9
TI/NBELZ SR E LB L2 BEE L

A HAER

7oA SERILFERE L TV Ze v,

8 =iE

BEOIREZBE L 2P OEEIIRG T L —i%

(PR RE (B RE.

TWwbo

SRE{EA

FERE.

SAERRIES) AUET L

AHNIE L L TR AMEERCYP3A4K 'CYP3AS TR
Hehsd, [16.4. 1]

BtAELAEWZ &)

TGS

BRPRAEIR - S 7

Wy - falrk

£ 75
EREEERLAT 7Y
GREEERLAY 2T
BROER) AT 7+

e

(2.4 Z#]

B & % IR T
T, Ty R
£ B8 L7 2 OB
Nk,

MBI LY
FEAE O ] AEtE A N
T 5o

YIAARY
(Frir3ay,
A =T W)
(2.2 21]]

BER s sz &
DHE DD B 7% B,
yruaAR) v EYR
BN 02 DA
Y7 aARY) v ORRE
500 & 240 DL_E 4%
WBIZAF O 5-% B
BT B ENET Ly,

AF EOHEIZ LY
Y7 ua AR YOI
EES ER L L
DHEDH LY s
0K V13CYP3A4
TRH#END 20,
PR L 7235a, e
BICHtL Yy 7 a2
RV ORFHHE
SNMbo

Kby sy
(b5207)
(2.2 1]

Kt vy v OEIWERD
BT LR D 56

KH E OB LY
RY vy o
B LA 5 REE
BhHb, o, Kt
v % V1ZCYP3A4T
Ratshsre bl
CYP3A4FHHEAE b

AR /)57 kv
(TVF27 b VA)
BYVIENY L
(INWFT )
M) TATLY
(F)FLY)
[2.3. 8.2 2H]

B 5. B
LY AH O b
AR B At A
%%O

)% B RFRERIRA | 767 ) 0 A U AVEE | A & HFE ORI

THIEDD D,

HAPHEICHE @RS
7&)0




10.2ffAER (HRICERTSI L)

R F BEAAEIR - fFEE | W - T
AeEwE EREE, AEIRSFOR | CYPSA4T R S 1L

I)2AuvAf v
NER RS VN
75N AaA Yy
T =V ARBLE R A
A NFaFy—=

TERASERS 5 2 L2
Hho PrHIBIGEREN
DA AT I i BE 7
ERL. BIERH IS
L7HEBI S iy ST

% FEA JL1ZCYP3A4
DHEFEHZET 5
R & DB
AIZEY . BHOK
HAEE S AA

TNVAF = |\WHEZERS, BEO | OMPEED AT
RK)ary— |KEx+5IBIET S| 5,
S X LBz, AFNMAE
WY T LFERH] |[EOEZS — R,
A A PEIE Uil - R
SNRVEVE | EORERT)
=D AR
VIVFTEL
&

HIVZ7u7r 77—+l

EH
) M eV

Z Do FH
TJaEs)SFv
§F =
IFZI)ITANT

A=
FATT)= )
VAN NES
N7 482
TIAFuary
W)
TV—=TTNV—
Vai—A
LFIVEY L BHEE, NEIRSE O] | CYPSARH & 1E 12
VEHDFHBT D2 D L 0. AR o H#H
b5 PEHBGREREE | HE S, AKF O
VI ARF MR DS | gD RS 5,
ER L. EIER 5B
L7-ER b s s T
WHIZERS, BED
KEEZ T IBlgd 5
sz, ARH A
FEOEZF —%FT\V,
PENZIG Ui - RS
LEOMEEIT .

PLCTADAFH] o SO IO W REME | SE W 1 2 ASFA
HANVNTEXE Y | DH b, RAEMAEE| S, KA OB
T ) NVEY =V |DEZY —%fT\0, BIRESNL Iz, K
Tx = MBS U RS OLE | B O miiEE YT

PUEwE 21190 T 5
V77T
V77 7T

fREW) RENPEGHE Y A 27 | CYPSA4NTHE S N,
YA ayd bF |4 M) VTEFER | ARFORHAEE S
1) 7 (St. John's| # B L 2 WX 2 EE | WA 720, AHo
Worts £ v k|52 %, HIBENMET T 58
Ta—vRA-)— FNDD 5
N EF

BHUEOD LR | BEEENEBT AL | FH EHTFEOES
TARTY)Y VB | D3d Do PGSR [HAHEIZHE S
T X HERTUAE | HAIE, B L AR5,

g I O il HH 2 FE 7 A
ANV T 7 A MFICEZF—L, LEIC
F— e M) IR U - REEEo L
A N7 A BT o
FEZXTFu A N
PLISEH]
s

1

11

1

11

1.

I - a1
AW

FANFE
A B eI
ELE 3

W RAER - F 18k
RHF O ML EEAS 5
L. RIVERASIL 7
FER D ME S Twa
ZEMG ., KA
B I A A e
ST ENL 2L
IEBETLHI L,
ARHN O MR E HYME T
L7z DWEDRD 5,
AEMAPREDOE=S
—EfTv, BEIZEL
HE RS OME % 1T
I)O
BHEEICB W T,
mTORM E# & & fif
NS X e NI
FEDTH) A7 &5
HLUFEEDH S LD
WEDDH 5,

77 F v ORE R EIY
LT ENDHD,

HART 7 /¥ N

mTOREHI
(11.1.5 2]

AW

NELT 7 F v
£V T NVI U
HAD 7 F >

REN O G H
2D, BEILE
77 F T A
TRFEA DI & L5,
& DS IHIE
%ﬁ?%o

GEMNGIENE A
ERCE S
S #
AEREE AV
E VR
o) < F K
(DMARD)
AN ML FH
— &
(8.7 Z]
iy AR A

L O FIZIHI A 2
LIEWHb,

Mg H ) 7 2AEPS LR
T LR H DT,
M3 4 7 A% 2
MBI T 5% &5
WCEET AL,
AN X D AHEIRHDSIE S L, = WD ¥ s ol R
b AT HAREND S,
MO E D 72 = M Y OMAEREDN LH Lz 0#EL D
5 (P,

-ElfEH
KOBEWERDH 5o D EDHDHDT, BIEEL T4
ATV, BEPRO NG EIC 3G 2 PIET 5 %
WL REEIT) T Lo

A EXRLEIEA

AH LM T ORI
HHHEICHER SR
%o

(FhRESE)
A 2MBREE (01~5 %Ki, * 70— CERE
(0.19% i)

[7.3. 7.6, 8.1 ]

A2 0%, AEER. ODEBHEE. BOE.
DEFREE (%01~ 5 % HKii)

DRFBEE (STTZAb. DR, AL, B
EEE) L O A, DESD LW EEEOAREIR, O
FHZE, SROME. GIEIFE RS S bNIL I END S,
(8.4 ]

1.3 PiFERREE (0.1~ 5 %)

T 3 PR P R M A L I A A oD R A
REERHSLNL I ENHLOT, YA Eilk
M, ghEL. SAEEEE. HEREE, MESOER D
5bhN7HA I, MREERAERPCT. MRIC X 5 [
BEWr 24T L &I A EEE TRk Ly T

DIRRRT .



*11

11
11

11
11

11
*11

11

O3y hu—)v, PUEEIEOPGEEEY) 2 ALiE E 1T 9
&,

A ARMEREE (01~ 5 % Aiil)

fiAEZE, MM O MIMEFRERD S b D 2 LAH
LHDT, TDL)RIERND L bLNIHEIZIE, W
SRR CT. MRIUC X BB W17 2 &

1.5 migER/NnEREE (0.1~ 5 % Aii)

T IV PR T S AR T L T A /DR R A 1 R B 5
MU NIAEREEDR D S b b 2 EDd b, [10.2%
e

A6 AMEGE A E. ®EMM/INMREIE (£501~5 %
Hiii), EIBRIRE, FMMEM, FRFHRE (WIFhd
BHPEAE)

A 740 (01~ 5 %K)

1.8 FEHEREIREE (Stevens-JohnsonfEEEE) (4
FEANHH)

A OMFPIRERSE. SMMPIRESEEERE (5501~ 5 %K)
A0 BRE (15% 2L 1)

MR TE. 7 AV AE, BERMED B v 3 RS E A
FHNIWESTLZ 0D b, 72, BEFRE T AV A
DOFIEWALIZ X AT CRIUIFROEALR D H b DL Z
EDH D, BEHNEDLNIHAICIE, R - R,
PAWEOREE %175 2 &, [8.6. 9.1.1, 9.1.2%
8]

AN ETMSEMAERME (PML) GEERBH)

ARHFN O FEFRMIH R OB T R IEEEORELY T4
WBIE L, ERkEE, AR E, RREUER (R R,
VU R ) . SEEESOERDL D 5 b 728413,
MRIZ & 2 WSS K OB FI A 2 179 & & b2,
Bk L, BYRLEERIT) 2 &,
A12BKY 1L XEE (HHEEARH)

A3 ) D NEEOEMEE (0.1~ 5 %)
Epstein-Barr™ 4 )V A ZBEH# L 720) oSl B D 5
WIE Y voNE (IR ¢ BB ) COoREIIERSE) K
On RVRAESEOEWEE RS S5bNE I ENH DD
T, 2L BRIERDED b HEI12IE, e - K
HEOMY)RALE FFT ) Lo FRIZPLY ¥ SERPUED
BB BT, Epstein-Barr™ A Vv A CBE# L7z »
JSEATEVEIE B D B W Id Y SO IS O T REMED E
F/o, BUHEEOBVIRMSLHmN R A RY
WHEDWED B Do —EBOFEGITIZ. FEEHHEIF] O
WIZL ), PRVAEOBHEIBIE SN T 5, [8.7.
9.7 &)

A4 FER (0.1~ 5 %K)

(8.3 ]

A A5 FERBRUFERKBDOEI (01~5 %Ki . S
¥ (15%LL 1)

[8.3 &)

1,16 FHEREREE. BE (W3O HEAH)

AST. ALT. y-GTP. AP, LDH®OZF L \» R840k
I S REEE, HEPHODLNL DD b,
(EEFHENE)

A7 70—t GEHEA)

FERD S b bN A 1c1d, ANTIFRSEL217) 2 &,

1.2 ZOoaEI1EA
5%l L 01~ 5 %A 01%Ki | HHEAH
B | ERE BUN | RERAD, MR, | HR BIRE
IR NANEF 5
Fo v k&,
VAN =
70T T VA
& REH)
(231%)
R#E\EH)TAM| TV F=V A, B2 CKER
E fE. BRERI | L A T O — VI,
fE. K~ 74 | EY Y BRIE, )
vy AME | VEBRIUE, Ea—
WVILEE, &A™
AE, KAV
LIE, EEHIIE,
&+ kL,
A AME &
N 7)) RILEE,
FRAE

fseas | MUE L&A I BURR. B | IR
LOENESE, MK

i
R | R LU, AR, KR | o, IR | EB)XH,
A Malk, AR, A, | JHEHIHERREL, | S

i BEEY | WEE, 8
IR, GiE,
5o, B

HiLe e Es L, ARk T iy % 13
AR T, B, HALE
Bis, ik i
B oK%, DOR%,
L, R, R
i
el 7I9-¥ LA
P | IF e 2w
(AST L &
ALT I 4
AP | 5
LDHL &
»-GTP L&)
ki3 AL, M/NGE S, | ) o SERIRA | I R
/MR, FIER b
1%, Pk
] 5, I3, O,
fiE
Z0it Mk BB K. W R | RV, | KR, %
E BRI | FIRR. B | AR I,
RERAD, ZTY, |6 FERE |2 O
Ai8% 8, I
s

FEHVHZ XA O HE, & R HE N OB RAE T ORRIR RN O
TR DRSO T V5,

13.881%5

13.1 fER
BUNEH., 7 L7 F = R, B, TR, FRE
RS pHE STV,

13.2 fniE
FREL 2 RS IT 20\ BITIC X o TRESNZ WV,

15. Z DDEE

15.1 BRER{ER ICE D < 153k

15.1.1 SR IHIFNC X B iEE Z 2 72 BB Tl EEES
(R VN[l RS OFAEEIEHVE T LHE
W5,



15.2 FERRARRER ICE D < 1Bk

15.2.1 9 v b (1.0~30mg/kg. K F#%5) T, HTEHD
WK R TEBNRE DT 25, F 72 3 Tl BTN
Be DEREER T A% 72

16. E4EhRe

16.1 MAERE

16.1.1 B84 (7.5 2]

(1) AREF COBKRRBICBWT, RABREEREE BT
075 7% 7t )016mg/kgx FE% G- L7z & & O3 EhE
RTA—FIIRDEBY THo72,

Tmax Cmax AUCo120 k5 7™ P
(h) (ng/mL) | (ng'h/mL) | (ng/mL) (%)
42+29 44 +45 274198 16+12 20+£17.8
35 1 20 [ 5 1L Hp i (F¥+SD.)
HOREIRNFI TS

(2) HWHFZEOTALEIZB T, NEERBIES 56 CFIYER9
W) lc7u s g7 (FH5=0218mg/kg) &I 1 R
B & BHAE RIS L2k EOFEYFIRE NS A —F 1Tk L
BYTHors

Tmax Cmax AUCo-120 F*
(h) (ng/mL) | (ng-h/mL) (%)
A1 EEMTET | 1.6+05 51+24 247+85 119+37
B % 28+08 28+11 205+78 10.0+39
AR RPIA =2 (‘F¥£SD.)

(3) ORI BVTHESNBHNH %GRS N T 7
BIRRDOEBY ThH o727,

o
o

__ 050
m

<

o 040 B
E Z
E 030 L]
= o
] =
b 020 2
b 3
m z
|

-2 -1 0 1 2 3 4 7
A
— — Q3
i k] | e

16.1.2 ff#&4E (7.5 =]

(1) DNEIFRALESE CEEERLI®R) 2BV Tid, AL
~REIRE T27~4 ARG ORI 52 THAEE O I g g
FELNZDY WHEATOTO TS T T VN5 7 —
%)

(2) HWRZEORTIZBWTESNBEMHoOKkG =L NT 7
BIXRDOEBY ThH o727,

0.50

30
0.40 20
0.30

0.20

—B#58 (mg/ke/B)
(w/BU) EEcp

0.10

kB

CI~15m5R 0 16 ~#5E
oA ~EEMAFRRE —e— 16/~ MPiRE

Q3
‘I’ shR{E
Q1
16.1.3 /BT HE

INB/NGREAE R CEIER29E) 12BW» ik, BAIC
RIS TLI~ 250 O 45 55 C R EZ o 4% 2 2
BESNY WEATOTO YT 7 h T e V5D 7 —
y)o

16.1.4 BBERE4E [7.5 &HH]
HRE GRS ofkSmE NI 7EIXKOEBD

< .. 16)
VC &) D f:_ o
050 -
T 430
<
% 040 =
g 20 3
% )
E 030 | \ b
= 10
m o2 0T S & 3 =)
.20 1o ®
”IJ 010 | {" 1 =
O 1 1 1 1 1 1 1
0 1 2 3 4 5 6 7

®ERIED 5> DB

CI~15@k58 O 16m~%R58
- ~ 15 MAFRE —e— 168 ~MPRE

Q3
% hRfE
Q1

16.1.5 EEFFENE

FKENIE F COMIRRERIC BT BN EE A 7 BR300 51
277570 7l 3mgE O G Lzl E0iE 8~
1685 [ £ o 39 1fn v i ¥ 134.19ng/mL (0.65ng/mL~22.44
ng/mL) TH o720 %B. FHIMMFEEH10ng/mLEL %
RLBEFIE26TH- 7217,
WM GEOFAEIIBNT, Far 57 (H 7L - FHh)
3mg & RIS L 72 EAE M L7 B 539651 o fili FI F2HE T 12
BT B0 i B 134.73ng/mL (B HBR 5 DL T ~14.2
ng/mL) THh o7z, %B. FHIMFEEN10ng/mLEL %
RL7ZEZEIXTHTH - 721,

16.1.6 7AJ S 7h 7w ETOY S TEMDLESE
WNERBHEZ I T a5 7 SV R 7Fa s 5 7A
Fx =G L2 EOFEYFRE ST A =S ITROLEBY
Th-72" [1.2. 7.2.1 B3]

el | R L n
2 | (ngkgh) Cmax | AUCp | Cmax | AUCy-m
(ng/mL) | ng'h/mL) | (ng/mL) | (ng:h/mL)
0.03 10 427 | 18 944 | 180 221
0.02 10 70.2 9.3 686 | 093 0.98
0.06 27 1654 | 23 1133 | 085 0.69
0.02 14 105.6 72 418 | 051 040
0.02 99 615 | 14 69.2 | 141 113
0.03 13 920 | 13 1038 | 1.00 1.13
0.02 6.2 36.7 6.8 276 | 110 0.75
9 0.02 41 32.6 38 341 | 093 1.05
10 0.04 20 2308 | 42 3200 | 210 1.39

(/5 7 v)

Cmax | AUCyim

0~ O W N

THiE | T [ T 18| 108
+SD. +050 | £051
16.2 BRUX

TERERL A TR X D ARFIEYFIRE ST X — 5 ~DEEE
MEt Lz 2 nh, AEBEMRCAEBISEEMICEO%RS L2
Al 2GR IS Cmax L AUCO R T A4 & 1,
Tmax|ZEE L 72 FHEATF—%),

16.3 2%

16.3.1 AHI D MR F R G FIZ988% L ETH - 726

16.3.2 A2 OB 6 B2 TARFI O HRAT 2 ) L 72
&2 A, CEIGMAE I DR RS ORAT A b (Bt
EAT—%). [9.6 28]

16.3.3 9 v MIMCHER Y 7 1) 4 2032mg/kgx B L7 & &
A 5 RICIEUERIZIE L A EOMBRICRAT L. BRICEIE,
il O, HUIRBRICE o 72e BT L 72 S RE LI i E D
BT EE DL L. BB, KiK. DNAIIARRE ORT
HELD S, BUFREDN 21332 H - 722,

16.4 15t

16.4.1 RANIE & L TEYHEEECYP3A4K "CYP3AS T,
#HEns, [10. B3]

16.4.2 fFRAEEE ColF ., JRP K ORIz 3 & LT
i A F AR L OREBALAR T - 722 (EIAT— %),



16

.5 HEt

W O RFBA IR IHEME S A, RELR O SRk
X1 %BUTTH-72% WEATF—%). b, AFloh
TR ILEREED 2 WILBITIC L DB L2 v,

7 EYIEE(EA

RFNEFE & L CEDAMEERCYPIALTHI SN D 120,
CYP3A4ATHRIH SN A MDY & OPEFIZ L ) RF DI
ER AT AN D L. T2, CYP3A4%E FHET L3
EDOPEHIC & ) ARFN O M REDMKT 3 A 15D D 5, —
F. RHEIDCYPSAMATOMRB A2 HET L2 2 L I2L D,
CYP3AATHH SN A MOIEY DM g% LA S & 210 HE
WD 5. T, REOIMBEEFEEEITI8L% UL I & Ewn
DT, MEEERE & OBFPEA A IEF] & O EAEH O iE:
ﬁs‘&);&o

17 ERPRAHE

17

17

(1) ERETHRZE TAEAER (351). ENKHEASE TAAHER (6971).

A FHERVELEICET 5HER
(BHBRI)
A1 BRSSO B IERRIS O]

EA S MAkERER (82

HRERSE ¥ CORRER (1990~19944F) 2BV T, BB
DO—YIEFERTL, 186G THE S, 1 ERBEFERR O
1 BRI Z N2 NI7.3% M 1093.0% Td o 72, i
RO 374/186%1 (39.8%) TUEAL0L[EIH & 17210205

(2) EAFEMERE

FOF B AR CIIREAE 312 X 2 ki 16 90 A TR 8 72 i 45104
Bliz7a s g7 (FESHE - 7 7E)v) S S, 556
(529%) < [H%)] L EokEs Ems sz,

70 7T 7R 17PN 128G L O L7283 (1996
~19984F) . A:75313941% (16/1761) . $EAE S FEH L
THEBNZ2/176) (118%) THotze TUTITT7H TR
50U ¥z B (196]) TOME Tk, 26 TR XEH
HSHERE S I, M ROR IS L e o 72192,

(3) ENEMBERR (BEaksHRER)

17
(

PL 8 —Huik B - FTHLAPUARRG 14 0 A AR B R Al 85 12
A28~ 7 HEI A OB L HMF T7u s 5 70 7V i
TR Ty = TV eh LR B SEG R
91.7% (22/24f51) T 72",

1.2 FREHEIC B 1 B IR RIS O %]

1) ERNHER

KRR TOMKREEE (1990~19914E) 1I2BWT, EHRTE
RIS TR 257, a7 97 QE§hE - 5 7 k)
WEEG S N7224B D 6 1 H BAEALFHRIZ656% TH -7z 2
DL BT FE BT D o 720 IEM IS 134/24 11
(167%) THENTREIASLNZZD, WTFNRLBRETZEDI L
D1RAEFEEATOA P2V AFEIC L DERZ W LR L
7oo F70. LEOBEE ED, 1990~ 19954 12 EIH T
SN E S, Tur g7 GESHE - 1 Te) BEES
N7=120610 6 H BAEFZII817% T - 7-2%,

7ay g 7k A 7 eI 1208 S L CRET L 2o (1997
~19984F) . AEAEEIX100%. FEMSUGAIEIA L 725 B]134/7
Bl (571%) THolco TUTITTH TR SDY Y L2
Bl (86) TOMETIZ, B CTRAITFOARE IHER: S 1L,
A SOSIEFEBL L 7 o 72°0%

1.3 0B AEIC B 1 BIEMR IS D]

LDBIICBT L7075 7 GESE - 5 72L) OHMEG
OPFIENEDTER S N TP (HEAT— ),

1.4 FhfEHEIC B U B3RS DI

BRI B 70757 GEEHE - 7 7)v) OIEH G
OUIHIEN R S TN (GUEAT— %),

.5 BEREAEIC 5 1F B IR IS D HE]
BRSBTS 70757 GEGNHE - 5 7)) OIMIE
ORI R E N TP SEAT— ),

17.1.6 /NGTEHEIC & 1T B $EHERIC DN

MBI BT 270757 (S - 7 7l) O
TS OB D STV AEY ™S WEAT— %),

17.1.7 BBERAEIC & 1 B IRIERIC R UBHE A 318 TR O

[FRiR5]

(1) ERATEIZE TAEHE (216)). ERZEAE THER (3871)).

E AR MELLEEER (6671)

HEREE T COMRER (1991~19964F) 2B\ T, B Hifsfl
BOBKR &6 /% (GVHD) oFfi= B 7a 75 7 (7
Sl - 7R V) BRG L 2125000, RIS RIT L.
BN LI L & bgrade PL - OGVHD® 3¢ i 131861
(144%) Td -7,

Ty g 7k R 9 FICHS L CRET L 72 Rs S (1996~1998
4£), gradeI L FOGVHD D BI=13333% (3/961) TH

L A47)
Z o

LaEiRS]

(2) ERHER

FKERHEE TOMRRER (1990~19934F) 2B W\WT., B
BOGVHD3MWIZ K L 7a 57 (g - 7 7k v) #F%
5L, &2MGVHD7/1361 (538%) K UM&:GVHD12/26%1
(462%) PERLLORIEER LY,

(EEFHENE

17.1.8 EAFTEASE T AEER R U E ASE A8 Le s ER

MR R DOBRFICBWT, 2784 FHIOFKSGI2L->Th
SRR EEIERICE ) 270 4 FHITOEED K EE
7p 4 G RUERE 7 S E 14BN BEAF 3] (A7 a4 RAL iz
)Y RATT—YEIE) Tz, Tar g 7h T E s
L7-A5F, 10BI CRNEDYEEZ DT /20 BIEHFIED
YR ABeibiE & 357 { SN TV IR TSR A B
Ero By AN,

A7 04 FHEITTEROZEDISE S LT S iz b L <
MR IR R O BAER I E R E G & LB IR T
E. Tur g 7h 7228l RG L. BEH AT A4 RH
OYGEE 7L RIELIE L7z AREETIZ. Sme/fEH/
4HEDOEEGTATUA FEIZME L. EROLENHERFTE
TWHAIZIE, AT 04 FHIOWEEIT- 720 ZORE, ¥
70 AABTIE, EROBRELHFFL/ZFEFAT 0 A N
D% RO, PG A1 R f OF 54 T HT 4 ER o A
FuA FPEEERSE (7L Fova viRER) 3. FhER
491mg/H R U381mg/ H THh - 72,

AT 04 FEEHGEY (mg/H) DR

Y0 AAB| TR RE | AEEOTEOE
[n=40] [(n=40] [95% 15 HEIX[H] ]
Pe5-BARE | 13783958 | 1388+3545 -
FHHET R -158
Lo 491+4041 | 651+4889 [ 33420.184]
5T R -348
gompy | S81FA066 | T23ETIIY 6010~ —0.953]
XL Rovo R (F¥H=SD.)

Xy ) LA - T TR

17.1.9 ERE NEIESRHAER

2784 FHIOFGIZ L > TOMEATD T, MR IERRR O
BEIEHEITEREL0FNC, 7075 7 7 ) w288 k%S
L7z MBI BT, 8BITHN (AFIQMGAaT)
DRERHD, IFITHM AT O A FRIDEE Sz (PR
1) s

AFQMGA a2 7 DiER
e G- BlG I TR Zibi
[n=10] [n=10] [n=10]
13.3£5.17 106*6.17 —27%226
(F5=5D)



17.2 BLERGEEAES

(FEHEEE)

17.2.1 BBHEICH T 2EERICOME (7.5 2K]

(1) {FHRERE - NEEARE - RIERIRE
TR ORA (1996~20064F) 12B1T 5 1 4ERBEAFER D
LAEBRERERIE, A (1,23361) TIE#N2N986% U8
958%. /N (20561) TIXZNZ199.3% % 10M97.3% T -
7:52)0

17.2.2 FFHEIC & U B3RS OINE] (7.5 BHH]

(1) {EHRERE
W OFA (1993~20034F) |
BN (24460) TIX74.1%. /AR
7:53)o

17.2.3 DFEHEIC & (3 B IEMERIC DO INHE]

(1) {EHRERE - REESAHRE
HIEOMATNC BT 2 OB RIGFIER (1061) D12:H5%
R AR SR OV 1238 BRE AR S FRIT VR £ 100% . 1208 SBAEIE
H OB IE B E13400% TH o 720 T2, SERBEHFERY
SR EARITVTNH100%. 3 4FEBIEHHMPUSFEBIR
12500% Td - 72>,

17.2.4 FHTEHEIC & T BRSO INE]

(1) 'ﬁﬁﬁﬁﬁmﬁ:ﬂﬂ
LA ORI B B IRA—JaFEs (1261) @ 3 2
FEEFRR O3 ERBEERIIOTNL825%, 3EREIE
MBI BIERIZ75.0% Td o 72,

17.2.5 BEFSHE(C 35\ B IEE RIS O ME

(1) BHEERARERE
WA DR BT B IERA— SR RHER] (3561) o 4 2
FEEAEEF100%, 4 4F BAEAEE 2IL783%. 4 4F RAEIEA
SUBFEBBRIII77% . 4 FERMEA ¥ 2 ) VEEHZEI3955% T
?) (o) f:56>o

17.2.6 BEEBHEIC b 13 23R RIS R U HE H 478 5% O Ml
(7.5 Z:H4]

(1) {EARERE -
[FRH#% 5]
K% o A (1999~20044F) 12 B Dgradel UL Lo
GW@@%%%E%(%@%M@%ﬁ)u\&A<mwm

TI344.1%. /N (11761) T13408% TH - 727,

(5041%) i879%fzfm

Y

#‘J’E”n”ﬁ_

18.3.4BRMETIL (vr™,

19.

42 gy M), LBEET
V(o BT BHE T (4 3)™ R OBBAEE TV
(£ 2)™ 12 B 2 BARBRRREAL S % 5060 L, 24201 %

MRS E 5,

18.4 EEHENEICHT 21EH

FEIEFHBEIEETIV (T2 b)) 2BV, 7k Fvay v
ZEARPUROREAE I L. B SSMEMINEATE R O RIF % 2L
#=T 5,

B ICEAT 2IBEFHAR

—We% 0 & 2 1) LAY (Tacrolimus Hydrate)

L34 ¢ (35, 4R, 55, 8R, 9E, 125, 145, 15R, 165, 18R,
19R, 26aS)-5, 19-Dihydroxy-3- {(1E)-2-
[(1R, 3R, 4R)-4-hydroxy-3-
methoxycyclohexyl]-1-methylethenyl} 14,
16-dimethoxy—4, 10, 12, 18-tetramethyl-8-
(prop—2-en-1-y1)-15, 19-epoxy-5, 6, 8, 11,
12, 13, 14, 15, 16, 17, 18, 19, 24, 25, 26, 26a—
hexadecahydro-3H-pyrido[2, 1-¢][1, 4]
oxaazacyclotricosine-1, 7, 20, 21 (4H, 23H) -
tetrone monohydrate

X

53 F3 1 CulHeNO -
of= 82203
ml A 130~133T

H:0

% B, KEEE TOBKHETIE, HLAM S F R R A SEARE D 10000 E (1-F4 27 % 7 — )V /KR)
64.0% % 5D T2k L, TTIRZEOFHAETIZ21% TH - PRy 7 a) A AW E O 8 & Uk S o R
720 KThHr, A5 —)VIUI il&/—)v (995) I2A
[AE#RES] OTHEITRT L, N N-VAFVALVALT I P
TR OFAT (1994~20044F) 1281 % 2HEGVHDIZH 5 IH =) (95) ISR T ¢, KIZIFEALE
HREIL, 568% (42/7461) Tdr - 7=, e,

18. FExhEEIE 22 .95

18.1 fEA#RE (7’0 Y 5 7§8%10.2mg)
Fru) AAL, THIRZSERELSO Y 7P VmiEx irL 504
T B ICEE AR TH LIV Y Za—) VR HE (7'O%7 5 7Bk 1 mg)
THIET, T A NI A REAINE R O AU RE D ez 50
ERERT™,

18.2In vitrofEA 23. EE @k

18.2.1 THIfuAIILIZ X A TR0 v ¥ —a A F 2 (IL)-2
ROA vy =70y (IFN)-y OAL 5, EETER T
a~ IL-18 K OIL-65 ot b #5250,

18.2.2 5a9% % UIAL o4 BEAI I &5 o0 BBl \ 26k 3 2 BIE T 1255 < .
RN B BIREEAYR ST w YY),

18.34EICx§ 3 1EFH

1&&1@%@%%@%?»(%:74&w@\4}“\5vh%
B L BAIEEHEH S 2 306 L. A A LR SE 5,

18. 3 27 v NEHAFFORER A X PIREELRIC X 2 Sk o
IEJZ%\ S ELHAR R O BN TR L2k 5 2 B AR E R R 2 A T
Z) 5) ~67)

1&&3%@#%%1%%?»(772®\5VF 2BV,
AR A EE 2 H L. A TE S5,

69) )

1) Saegusa, T. et al. : FEf% & fFE 1992; 26 (3) : 969-981
[PRG-01148]

2) Zheng, S. et al. : Br. J. Clin. Pharmacol. 2013; 76 (6) :
988-996 [PRG-36798]

3) Coscia, L.A. et al. : Best Pract. Res. Clin. Obstet. Gynaecol.
2014; 28 (8) : 1174-1187 [PRG-36799]

4) TJain, A. et al. : Transplantation 1997; 64 (4) : 559-565
[PRG-05533]

*5) A Non-interventional Post-authorization Safety Study (NI
-PASS) of Outcomes Associated with the Use of Tacrolimus
Around Conception, or During Pregnancy or Lactation Using
Data from the Transplant Pregnancy Registry International

(TPRI) :



6)
7)
8)
9)
10)
11)
12)
13)

14)
15)

16)
17)
18)
19)
20)
21)
22)
23)
24)
25)
26)
27)
28)
29)
30)
31)
32)
33)
34)
35)
36)
37)
38)
39)
40)
41)
42)

43)

44)

https://catalogues.ema.europa.eu/system/files/2025-09/
Tacrolimus_F506-PV-0001_CSR%20draft%20v2.0%20
22Nov2024-Disclosure-Redacted.pdf

Fung, J. J. et al. : Transplant. Proc. 1990; 22 (1) Suppl.l :
6-12 [PRG-00191]

Curran, C. F. et al. : Transplantation 1996: 62 (9) :
1376-1377 [PRG-04546]

Mrvos, R. et al. : J. Toxicol. Clin. Toxicol. 1997; 35 (4) :
395-399 [PRG-05400]

MpdEd o g b - AEENE (DIR940072)

AEES M AHE 1994 29 (3) : 294-313 [PRG-02352]
NS - NEE RS - SEYEE (DIR080173)
FPREE  BAMEE - SEWHERE (DIR080174)
McDiarmid, S. V. et al. : Transplantation 1993: 55 (6) :
1328-1332 [PRG-01716]

PR EE IR - Y EhRE (DIR080175)

Jain, A. et al. : Transplant. Proc. 1994: 26 (3) : 1609-1610
[PRG-02370]

ARG R - R ENRE (DIR080176)
RS  EAER D ERE - EWEEE (DIR090173)
P EAEA I E SRS - SEWEEE (DIR160018)
FECSRER At - 4 H OFHE 1999; 12 (5) © 537-543
[PRG-08414]

Bekersky, L et al. : J. Clin. Pharmacol. 2001; 41 (3) :
289-297 [PRG-10283]

Twasaki, K. et al. : P B)HE 1998; 13 (3) : 259-265
[PRG-06905]

Christians, U. et al. : Transplant. Proc. 1991: 23 (6) :
2741-2744 [PRG-00688]

Venkataramanan, R. et al. : Transplant. Proc. 1991 23 (6) :
2736-2740 [PRG-00687]

IR AL i BBAE 19945 29 (6) ¢ 614-631 [PRG-02754]
YA A BB 19945 29 (6) © 650-681 [PRG-02756]
FABASR M : BEAI 1994; 29 (6) : 682-697 [PRG-02757]
KEfH— A - B4 2001; 36 (1) : 20-38 [PRG-10222]
ARG BRALLE - B IAERE (BAmii S0 I &)
(DIR230029)

AR A EREARERFE 1993 17 (8) : 1087-1089
[PRG-01833]

Tnomata, Y. et al. : Transplantation 1996: 61 (2) : 247-252
[PRG-03643]

ATl A H O 19990 12 (4) : 445-451
[PRG-08155]

ARl A H OFAE 20005 13 (2) : 185-194
[PRG-08973]

Reichart, B. et al. : J. Heart Lung Transplant. 1998: 17 (8) :
775-781 [PRG-07233]

Taylor, D. O. et al. : J. Heart Lung Transplant. 1999: 18(4) :
336-345 [PRG-07960]

Mentzer, R. M. Jr. et al. : Transplantation 1998: 65 (1) :
109-113 [PRG-06237]

Pham, S. M. et al. : J. Thorac. Cardiovasc. Surg. 1996; 111
(4) 1 764-772 [PRG-03803]

Keenan, R. J. et al. : Ann. Thorac. Surg. 1995; 60 (3) :
580-585 [PRG-03344]

Reichenspurner, H. et al. : Transplantation 1999: 68 (1) :
67-71 [PRG-08173]

Gruessner, R. W. G. : Clin. Transplant. 1997; 11 (4) :
299-312 [PRG-05540]

Corry, R. J. et al. : Transplant. Proc. 1998: 30 (2) : 521
[PRG-06437]

Atkison, P. et al. : Pediatr. Transplant. 1997: 1 (2) : 111-118
[PRG-08067]

Wz i 4 H o4 1997, 10 (4) : 527-536
[PRG-05378]

Kareem, M. A. et al. © Ann. Surg. 2009: 250 (4) : 567-581
[PRG-25785]

SER O FE M A H OFHE 19975 10 (4)  593-604
[PRG-05380]

24.

45)
46)
47)
48)
49)
50)
51)
52)
53)
54)

55)
56)

63)
69)
70)
71)

72)
73)

74)
75)

76)

SAMA b 0 4 HOFHE 1998 11 (3) © 367-380
[PRG-06465]
P M 4 H O 19980 11 (5) © 649-676
[PRG-07196]
PR RE M 4 H QR 20001 13 (3) 1 277-288
[PRG-09279]
1ERE fi Al 4 H OFEHE 19930 6 (3) : 313-320

[PRG-01707]

PR ¢ A B R EE A M - ArIES AR
(DIR090168)

TR SR DR R - A A AR
(20094210 H 16 H A& FX CTD 2.76.1) (DIR090170)

PP RS - EEA DR - S A IR S et
(20094£10H 16 H #&FE CTD 2.76.2) (DIR090171)
PR BN - A BGREFR A (DIR080178)
RS IR - M BG4S (DIR080177)
TP LR - G A SE  (DIR120159)
PR ISR - B B IR AT (DIR120160)
PR AR - S M B FAE (DIR120161)
TP B - G ASE  (DIR080179)
BLUFIER fl : HAR R LS 45E 19965 70 (1) 1-8
[PRG-03740]

Kino, T. et al. : J. Antibiot. 1987; 40 (9) : 1256-1265
[PRG-00003]

Sakuma, S. et al. : Br. J. Pharmacol. 2000; 130 (7) :
1655-1663 [PRG-09368]

Sakuma, S. et al. : Int. Immunopharmacol. 2001: 1 (4) :
749-757 [PRG-10660]

Monden, M. et al. : Transplant. Proc. 1990; 22 (1) Suppl.l :
66-71 [PRG-00207]

Todo, S. et al. : Transplant. Proc. 1987: 19 (5) Suppl6 :
64-67 [PRG-00039]

RRIEFIAR © I B KRS ERE 19885 36 (1) @ 81-89
[PRG-00110]

FATIEZE - A0 1991 26 (5) : 436-444 [PRG-00678]
Mazzaferro, V. et al. : Transplant. Proc. 1990: 22 (1)
Suppll : 93-95 [PRG-00216]

Loreal, O. et al. : Transplant. Proc. 1991; 23 (6) : 2825-2828
[PRG-00715]

PRS- ~ ARAR R B TV - SEEEH
(DIR940004)

Markus, P. M. et al. © Surgery 1991: 110 (2) : 357-364
[PRG-00582]

Todo, S. et al. : Surgery 1989; 106 (2) : 444-451
[PRG-00091]

Ochiai, T. et al. : Transplant. Proc. 1987: 19 (5) Suppl6 :
53-56 [PRG-00035]

HEEE 7y NEBAE TV - EEER (DIR960009)
Ochiai, T. et al. : Transplantation 1987; 44 (6) : 734-738
[PRG-00050]

FIHEED f 0 4 H o4 1992; 5 (4) © 387-391
[PRG-01270]

FIRE Al 0 HARVVERESMERE 19925 93 (6) : 626-631
[PRG-01169]

Yoshikawa, H. et al. © J. Autoimmun. 1997; 10 (1) : 11-16
[PRG-04959]

NHFEKRERUBWEHEE

TAT T ABEMR S, ATUINA T A=V arbry—
T103-8411 HGTASHYLIX HAFEARNT 2 TH 5% 1%
7)) =AY 0120-189-371

26. BOERFERES
26.1 SLERSE

PAT I ARERASH
RREMREEABAI2 T B5E 13

Asl
PRG31305Z31


https://catalogues.ema.europa.eu/system/files/2025-09/Tacrolimus_F506-PV-0001_CSR%20draft%20v2.0%2022Nov2024-Disclosure-Redacted.pdf
https://catalogues.ema.europa.eu/system/files/2025-09/Tacrolimus_F506-PV-0001_CSR%20draft%20v2.0%2022Nov2024-Disclosure-Redacted.pdf
https://catalogues.ema.europa.eu/system/files/2025-09/Tacrolimus_F506-PV-0001_CSR%20draft%20v2.0%2022Nov2024-Disclosure-Redacted.pdf

