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& 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
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,

14 BRAEDFE

141 FHIZHEEOEE
PTPAUE D#KIIPTPY — F ALY L TR T 5
ro¥gE4d 5L, PTPY — PORBEMIZE Y, TG
AR A A L, EIZIEZE L B 2 L Tt
MESEOEELAIELHET LI ENH S,
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15. Z DEDEE

15.1 BRER{EH ICE D <153k

15.1.1 SR IIHIHNC & 2 % 2 72 g Tk, EEE
(FRI2) 8B, BZRHRSE) OFEFEDPEVE T LG
5o

15.2 FERRARRER (D < 1Bk

15.2.1 9 v b (1.0~30mg/kg. & F#5) T, HTHD
W K R TEBRE DR T 25, F 77 23 CILETH
Be DERFER T A% 5 72

16. E4EhRe

16.1 MAERE

16.1.1 B84 (7.5 2]

(1) AT TORFRREBRIC BT, ABEBEEE BT
02575 7 en016mg/kg® LS L7 & & OIRYE)RE
T A—FIRDEBY ThH-7-",

Tmax Cmax AUCop-125 b5 7™ FH*

(h) (ng/mL) |(ng-h/mL) (ng/mL) (%)
42+29 44+ 45 274198 1612 20+£178
3 1205 R 2 UM HH R B (‘F¥£SD.)

MO RPF R

(2) HWBEOREIIB T, NEERBMEE 5B CFIEER9
W) o7 u s g7 (FHi5=0218mg/kg) &I 1 R
B & IAE GG Lok XY ERE/ ST A —F TR &
BYThHors

Tmax Cmax AUCo-120 F*
(h) (ng/mL) | (ng-h/mL) (%)
WA 1 R ET | 1.6=05 51+24 247+ 85 119+37
NSRS 2808 28+11 205+78 10.0+£39
AR RPIA 22 (P £SD.)

(3) HHRBORMEIZB N THELNBIENHO%RSEE NS T
BRRDOEBY TH o727,

__ 050
o

<

® 0.40 -?
oo S
£ 030 %
U] —~
1 0.20 3
D|1 0.10 ~

(U d=k -

7
Q3
C1~15@#E58 [0 16B~#58 thitfs
<oAe ~A SRR MR —e— 168~ MAREE s

Q1

16.1.2 ff#&4E (7.5 =]

(1) ANRFRRESE CEEERIR) (CBWTIE, AL
~REIRE T27~4 ARG ORI 52 TR O I g
BELNSY WEATOTO Y S 7 T VSO F—
%)

(2) WWBEOFFIZBNTEL N B OKSEE T 7
BIZRDEBY ThH o727,

050
m

B 040 =
D) H
£ o030 %
;] —
020 3
i 3
‘3|1 0.10 =

(IREd=E

7
a3

CO~15mis5R 00 16~ B58 k(s

A ~15RMFRE —e— 16F~MFRE o .

16.1.3 /NG54
ANRNGRREEE CPIER29%) 2BV Tid, AT
AR EARG TL3~ 2565 OFE M558 T FALEE O L4 ik 2

HELNY FHEATOTT YT 7 TV 5H0 7 —
%)

16.1.4 BBE%4E (7.5 1]
EEE GO GRIGOH oS EE N7 7HIZIRO LB

< ,16)
THhH o721,

050 -
e 430
m
w 040 -
2 .
£ 00 | 3
= e R LR
| A i a7 S T 3 "
1 020 - 1”3
: E)
T oot |z

0 ' : ! L L I I
2

3 4 5 6 7
CO~15mi5® [0 16 ~#5i
oA ~ 15 MRRE —e— 16/~ MPiRE

B5RE, 5> DEEK
Q3
% Rkl
Ql
16.1.5&BEKRBA

ARG KB SBIC 71 7 5 7 5 7k 005me/kg
ERRIIR G L2 & EOEMBHE T A —F XKD EBY TH

D f: 1 o
Tmax (h) Cmax (ng/mL) AUCq12: (ng-h/mL)
24+14 22+13 136+ 105
(‘¥ +SD.)

16.1.6 7075 7 A7 ETOYT 5 TERND S
WANBREERE OB TS 7h TV R Tar S 78
FAFHERG L72E EOFEYFRE ST A =S ITROEBY
Th-72%, [1.2, 7.2.1 B3]

77N Lispana

t (5ihi/ 5 72
HEB] | - He Gt/ A 72 v)

% =} ( "k /r@) Cmax AUCO—lzh Cmax AUCU—lzh i
R (ng/mL) | (ng'h/mL) | (ng/mL) | (ng-h/mL) Cmax | AUG

1 0.03 10 427 | 18 944 | 180 221

2 0.02 10 70.2 9.3 686 | 093 0.98

3 0.06 27 1654 | 23 1133 | 085 0.69

4 0.02 14 105.6 72 418 | 051 0.40

6 0.02 99 615 | 14 692 | 141 1.13

7 0.03 13 920 | 13 1038 | 1.00 113

8 0.02 6.2 36.7 6.8 276 | 1.10 0.75

9 0.02 41 326 38 341 | 093 1.05

10 0.04 20 2308 | 42 3200 | 2.10 1.39
| T [ T 18| 108
+SD. +050 | £051

16.2 TRIY

16.2.1 JEHE RIS TEEIC X A ARAZEYEIHE ST A — F <D
BAMG LA, HEBEL ORISR ICRO%RS L
7o B A 2B I 2 U 12 Cmax L PAUCOAR F 253 5 1,
TmaxlFEE L7 BHEAT—%),

16.2.2 B NIEEME A REEICBIT L T 7IEE R w4
SE B RE AT 0 & . ARH] % AR 3% G- ORI F
WA T IR 062% & s S 7™,

16.3 2%

16.3.1 KA D IMBEE RS A=I13988% L ETH - 72,

16.3.2 [FR A DI FLIE 6 Bl CTARF O I RAT 2 MiEt L 72
L2 A, P EE DR OBATHRD S (Fh
EAT—%). [9.6 5]

16.3.3 9 v MZMCHER Y 7 1) & 2032mg/kgx BT L7 & &
AL BABICITETREIZIT & A EORBRICRAT L, HEICEIE,
ity O BUIRBRICE Do 720 BAT L7 BRI X AR E o
FEEDITHIR L. B, Kb, IENTIIREORIT
AELD S, BUFREDN X2 H - 722,

16.4 1S5t

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

16.4.2 fFRAEEE Cold ., JRP K ORIz 3 & LT
i A F AR OKEBALAR T - 722 EIAT— %),
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16.5 Bt

16

R O RGBT IRH I HRE S . R LER O TR R HEIE
1% T ThHo72" WHEAT—%)0 Zb. AR
JEITBHRRED 5 WIZBITIC & BB 2T v,

7 EYMEE(EA

AHENLFE L L CEDABRERCYPIAMATRH# SN D 720,
CYP3A4ATHIH S N A M & O P & ) RF oIl i
DS EAS AW RN D B, F 72, CYP3A4%E FHE4 53y
EDOBFRIZ L D ARFIOMAPEEAMUT 5 2 WRESEDH 50 —
. REIHPCYPIAATORB A2 HET 2 2 LI2 XD,
CYP3AATHH S N A Mo oMb iE %+ LA 22105k
WA %o Fiz. AFOMAERE AR A FITI88% LI L L H\w»
DT, MEEERE & OPAED TRV EEF] & O EAEH oW FEk:
ﬁi‘&);«)o

17 . ERPRAAE

17

17
(

A BRERUREMEICET 5 HER
(BRI
A1 BRHEICH T B IEERISOIE]

1) ERRTHASE T4 (35f1). EMMREASE TAAER (69f)).

EA S MAkERER (824

HRERE ¥ CORRER (1990~19944F) 2BV T, BRE
O—WIHFDFIE, 1866 CHET S v, 1 SFERBAFELY
14 BARE S RIE F N2 NO97.3% L 1°93.0% Td - 72, i
e 374/186%1 (39.8%) TUEAI01[M A & 17210205

(2) EMEMERER

BB IR CIIBEAE SR X 2 K050 A R 8 72 i 511104
Bz 7a s s 7 (FESHE - 7 7Rv) S &, 556
(529%) T [H%] D EOR#EI»ES =,

70 7T 7 R A 1TEN 128 e 5. L CRRt L7258 (1996
~19984F ), E#EZIE941% (16/1761) . A SIS AFEH L
THEBNZ2/176) (118%) THotze TUZ I T7Hh TR
50U Mz B (196]) TOMETld. 26 TRIER IXEE
DHERR S I, M BOR IS L 2o 721920

(3) ENEMBERR (BEakSHELER)

17
(

PU N F —PuR B P - STHLASUER R VE o KB BB 12,
B8~ 7 HHiAASBM 1 HaiE c7ru s s 747 7L iz
T Ty =N TN ERG LR, BRI RI391.7%
(22/248]) Td 72",

A2 FFREHEIC &\ B IR RS D]

1) ERHER

R E TORKRHER (1990~19914E) (2B WT, EHNTE
REG T 227, 7ur 57 (GESRE - 5 71 )
DG ENT-24B1D 6 71 7 BREAAEERIZ656% T 770 O
I b S BNIHIFIEE T D o 720 MU 134/2461 (16.7%)
THENRT7EA SNz, WINDABETZDH Lo 1 [H% kK
EATOA NSOV AFEIZL D ER W LEP L 720 F72,
FREOBAE % &, 1990~ 19954F |2 [EIN CAEARER o3 IS 4l %
ZF, Targ 7 GRS - T RV) ARG S /212060
D6 H HAFZIL8LTU% TH - 7-2%,

Ty 7R 7N 128G L COE Lok (1997
~19984F) . AEAEHIX100%. FEM SIS ASEIR L 72 5EB]134/7
B (571%) TdhHolze TATITTHTEILDPLDY Yz
Bl (86) TOMETIZ, &FI CTRAITFOAZE I HER: S L.
FEAE RS FEBL L 22 o 72509

.30 BHEIC B BIEMRS D HNE]

CBIICB 570757 GEFHE - 7 71)v) OIEH G
OIIFIEHEDFER S TN 2P HEAT— ¥ ),

A4 FREHEIC & 13 B RIS DN

BRI B 270757 GEEHNE - 7 7)v) OiEH IS
DU R S TV P (GLUEAT— %),

1.5 ERBHEICE T BRSO HE

WRAEICBT A 70757 QEEHE - 5 7)v) OIS
OHIHIEI R DFER SN TR0 BLEAT— 4 ),
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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
[FRE#%E]
(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.
RIEDSWE & 7 B grade T UL EOGVHD D FEAE L1861 (144%)
’Ci) > f:M>N46)O

Tar g 7R A 9PN L ORGET L7 dES (1996~19984F) .
grade 1 L EOGVHD O3B Z12333% (3/961) T - 72",

LaE&RS]
(2) EANEER

TR E TOMERER (1990~19934F) (2B, HHifshit:
OGVHD3WN R L 77T 7 QEFHE - 7 7 k) 285 L.
Z2EGVHD7/13%1 (538 %) M OMEEGVHDI12/2661 (462 %)
PERLL EORRE R L2,

(BEMEXBR)
17.1.8 ENE MARL &R R CENE MARFFEREER (7.9 2]

RS R S T O SEE MR T R R 620 2 R R & L
TUT 5T H TRV, 7T REES0ENC 2 RS L
72 (WEER) . a7 9 70 SR VBB At (DAL
ATATICELUYHERE) 3R1IDOEBYTHo7"Y, T/, &
SEDOMEB ISR REZENGIC, T ars 70 Sk
2 MBS L7 GEERHAR) .. SR (DAIAITIZLS
W AE) 13455% (5/1161) THh 72", WL b HEIE
1 [/0.025me/kgl H 2 A2 MEIAEE L, ZOHEEN S
7R (10~15ng/mL) & 75 &5 FHERE L7227,

F/o. BN BED ¥ 7 1) 2 AR K OVEREOHE
WG REEIC, 2HEDBEOHE N I 7iEE% 5 ~
0ng/mLE LC7Fus 5 7% 7 vaREI2ENES L7
WEEL R S BT AUER (DAIA I TIZ L AU
. FNEN619% (1372161 K 1U66.7% (6/961) TH
>77,

#1 DAIR I 7R

CEF/AEBIEL (%)
¥ run) b AR 75 b R

DAIZa 72 & BeEE™ | 16/32 (500) 4/30 (133)

MDATA I 7BV CHHMER S, I, FEE LB NS L. ERio
SEREEHIO 4 THE TS Lz e % [8E] &Lz,

k) 45 AR RBR © o0 R A 10
DTotByHEEHEL, L& bHEGHGA DS 2 HHIEMRSE
HoAEHEN BOAME) 3223, ARSI oL Lz, &M
MA@ L, 1HEGEO FBRIEEE N 7RESHEOL L LD
0.3mg/kg/HAHYS & L7z,

R s b5 7 g o
AEREES DR A=A
1EE* %5 1HH (124 02485 | Dyew=Dog X 125/
A, #5-4 HE 1) ((Cin*Com) /2% 3)
P LI H o252, 3 H |
JER). #5100 B wmEs s (AL &57. Diew=Doa X 125/CS
I SHH) T2HA
3E 2B OB 2 5150 Lk
e reng SIS (R, $2512| Duew=Doa X 75/C°
. AH) T1HEA
3A B OFHLERE 3, 4. 6. 8. 10, 1238]_
BECELT | WpgeTe | Do DT G

Doq © AREIRT O35 (& 5-FAAIE20.025mg/kg) o FT S N7/
BRUTE M A TMELA L, 05mgZlA TR b IViEE § 5,



P 5-BGR O 5
0=~ | 500=~ | 700=~ | 900=~
L I, <700 <900 <1000
L
o= 1 15 2 25

Drew © mHEIR DTG50 S S NIME O/ N DUT 85 AL 2 TUFE LA L
05mgHl A TR b FEVEEL T 5,

K10 CandVEE FRAER SUIRMOYE, Con% FIV¥ 7230 Duew=Dou
X125/ (Coanx25) &1\ F 72Com?SE st T M A XX I O35
Ay Cine V72305 Doew=Doa 125/ (Cinx 4) £ 0 2 H DM
HERMNT 2. I ER TR RSO OB 5121, Er T
BAED A A L CEFORIC L Y HTT 5,

%2 EIBE N S NGOG L B EMESO 2550 1 %8
2 5E, I b7 7 EDSEEZ10ng/mLYL E DA 12 =
HiR9, F7210ng/mLAM OB A2 I NG % 1 [ HEE50 2
SOl ET D,

%31 C* 27 5ng/mLEL E15ng/mLAH O 4121, T O % Bz
06f% (=75/1251%) L7-HmLT %,

C®: 1MHOMEAS 2. 3 HiBFEAICHEIT 2 2 SOl b5 7k
JEDFH i,

Ch: 2 HOME 25150 D EEmKE S8 il b5 7k,
2 5.3 HE I F OFI 1,

Curonan © 2 HLIFEIZ BT, BRI (5 ~10ng/mL) % @& L 721
kT 7R,

#4528 T TORGERE - FHEZ TV 2 -

s
) e ] [eE] 5T
[ R =

[FL P Fampae  [ad

17.2 SLEBRGE AT S

(FHEtBIg)

17.2.1 BBAEIC & T 2IEERICOINE] [7.5 =]

(1) {EAERERE - NEERRE - REUSHIRAE
T EOTE (1996~20064F) (ZBI1T 5 1 FERRAEFEL
LAEBMREA R, A (1,2336) TIE#N2EN986% U8
958%. /IR (205%1) TIZZFNEN99.3% K 1097.3% TdH -
7:51)0

17.2.2 K & T 3 EERISOIE] [7.5 ]

(1) {EHRRERE
THEOHA (1993~20034F) (2BI1T 5 6 7 H BAHEFRIE,
B (2445)) TIZ741%. /NI (50461) TIZ87.9% TH -
f:52>o

17.2. 3 DIBHEIC & BIEER SO IS

(1) EHEKERE - REUERIEE
THHREOMATN BT 2 LA KIGHEIER (1061) D12:8 %
AR R OI2E R AEERITRTNL100%, 1208 RIEIE
MRS AIZ400% ThH 5720 F77. SEBRRAEFRL
SEBRFEAERITVITNG100%., 3 4FEREIEHKISEH =R
13500% T - 72",

17.2.4 BHfEHEIC & T B IRERISDOINE

(1) BEFERkERE
TR ZOTAENZ BT DI —RIGHGES (126]) @ 34ER
AR O 3ERTEEERIT VTN H825%., 3 ERTEIE
H R GBS BERIZ75.0% Tdy - 727,

17.2.5 EREHE(C &\ B3RS D]

(1) BEFERAkERE
THREOMATN BT 2 BERAE— RIGHEIER (3561) @ 4 4E3#
FEEAFEIE100%, 4 4F BAEAERILT83% . 4 4F RAEIEAE
BORFEIERIE377% ., 4 ERFEA » A1) VEERLE13955% T
% O f:55)0

17.2.6 BEERBHEIC & \F B4R RIC R B HE A 4478 TR O 1l
(7.5 =]

(1) {ERRERE - NEEARE

[FRh1% 5]
o % o A& (1999~20044F ) 125 1) Dgradel ML ko
GVHD® RS H % (BAERI00H BE ) 12, A (21561)
TI3441%. /N Q1761) TI3408% THh - 72",
B, AT TORKHETIE, HLASE A [ R AS

64.0% % HOTW7zDIZx L, TREOFMAETIZ21% TH -
f: o

AEHRES]

TR OFA (1994~20044F) 1281 5 Z2BGVHDIH T 5
HREIL, 568% (42/74%1) Ta o727,

18. FExhEEE

18.1 fER#E
you) hAx, THRSEERENPSD Y 7P VmEE N L
TR TCE I CHE LR TH LN =2 =) Y2 HE
THIET A M A Y BEERBIR O Z U bE S S
EM %R,

18.2 In vitrofEFB

18.2.1 THIRLHI B X 2 THIfE 204 & —a A F > (IL)-2
LA vy =70y (IFN)-y D&% 53, FEEEIKN T
a. IL-1 B B OIL-65 i & 3 3 20~

18.2.2 I R LA O & ML S O BEFE IS0 3 A IHIE R 1355 < .
SE RN T 2 BIRPEAVR E TV 59

18.3HEICX ¥ B 1EH

18.3.1 FAHEIFRAEET NV (B = A FVY, 4 2% 9 b
(2B DA RS 2 JH L. AT TR S5,

18.3.2 5 v FEAENTFORME R O A X FIRAEE I X Al ZE o
Efkfﬁmﬁﬁmﬁm%ﬁﬁtﬁﬁé%%ﬁﬁ%%%ﬁ?
B0

18.3. 3Bt TMET IV (7 27, 9 %) 2B,
R S ESZIH L, M A2 EE S5,

18.3.4BBMETFTL (¥, 42V v V), LEBHET
V(5 )P, RBEEFL (£ )P kOB SV
(£ )™ 2 BT B RN B 56 5O % B0 L AR %
LREEED,

18.4 KIBRIZHT 21EH
FIEMEBREBETIL (7 R) 1I2BWT, KB FE L
THlL & OIFN-y OEEA AP L™, K Jehife % Bk 3
Z)76)O

19. 8RBT 2 BRI R

—Me% 0 & 2 1) A A (Tacrolimus Hydrate)

1b544 © (3S, 4R, 5S, 8R, 9E, 12S, 14S, 15R, 16S, 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

63) )

gt

7 F3 1 CuHegNOy, - H.0

FE 82203

FH 0 130~133T

SBLAREL D 10008k E (1-4 27 & 7 — v /IKR)
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PEOK &y a) A ZRAIE B RSOOSR
KThHb, A%/ —NVXiFxy 7 — (995) 124K
OTHETRT L, N N-VAFVEALVALT I P
I =) (95) IZ@EITR$ L, KIZIFEALE
e,

20.BURW EDEE

AFET7IVIRIZLY

IRHE RIS B TRIFET 5 2 o

22.

RES

204 7 (104 Trx 2, EEKIAD)

23. FEXmk

D
2)
3)
4)

*%5)

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

14)
15)

16)
17)
18)
*19)
20)
21)

22)

23) Venkataramanan, R. et al. : Transplant. Proc. 1991: 23 (6) :

24)
25)
26)
27)
28)

29)

30)

Saegusa, T. et al. © 26 & FIR 1992 26 (3) : 969-981
[PRG-01148]

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

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

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

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) :
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) Suppll :
6-12 [PRG-00191]

Curran, C. F. et al. : Transplantation 1996: 62 (9) :
1376-1377 [PRG-04546]
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395-399 [PRG-05400]

HREGEE 5 o b - AEGEEEE (DIR940072)
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RS SR B - S EhEE (DIR090108)
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PR R 2R - S EEE (200947 H 7 H
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AR A BEPREREE 1993 17 (8) : 1087-1089
[PRG-01833]

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

ERAEE - ISR (AT G- e £2)

R Z I > TWADT, T

-9/10—

32)
33)
34)
35)
36)
37)
38)
39)
40)
41)
42)
43)
44)
45)
46)
47)
48)

49)

51)

62)

68)

AR A 4 H oA 1999: 12 (4) © 445-451
[PRG-08155]

LARMT A 4 H OB 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 Al 0 4 HoR4E 1997; 10 (4) © 527-536
[PRG-05378]

Kareem, M. A. et al. : Ann. Surg. 2009: 250 (4) : 567-581
[PRG-25785]
A
[PRG-05380]
SARAA b
[PRG-06465]
i
[PRG-07196]
B A
[PRG-09279]
ER i b A H o 1993: 6 (3) : 313-320
[PRG-01707]

PR - R 2R - 5 A el

(20094E 7 B 7 HA&FE CTD 2.76.1) (DIR090105)
TR AR 2R - A E R
(20094E 7 H 7 HA&GE CTD 2.76.2) (DIR090106)
TP B - G A (DIR080178)
P IR - S EGEFRAE (DIR0S0177)
RS LR - M BGEERASE  (DIR120159)
TP IR - S M G FAT (DIR120160)
SR R - RRE M GRS (DIR120161)
PR B - M BGEFA AL (DIR080179)
BUEIER 0 HAR R RS4R3 5E 1996; 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]

FREEAIAR 5 B KA SRR 19885 36 (1) : 81-89
[PRG-00110]

WA F840H 19915 26 (5) @ 436-444 [PRG-00678]
Mazzaferro, V. et al. : Transplant. Proc. 1990; 22 (1)
Suppl.l : 93-95 [PRG-00216]

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

FERRE S -~ ARRER R TR E TV - SEEEH
(DIR940004)

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

A HOFH 1997; 10 (4) : 593-604
4 H oA 1998 11 (3) : 367-330
4 H oA 1998 11 (5) : 649-676

4 H OFAE 20005 13 (3) © 277-288


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

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

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

71) HANFREE T v NEBEE TV - EEER (DIR960009)

72) Ochiai, T. et al. : Transplantation 1987 44 (6) : 734-738
[PRG-00050]

73) FIHEEE fib 0 4 H oA 1992: 5 (4) © 387-391
[PRG-01270]

74) RUEE WA HARSVEMESMERE 1992; 93 (6) ¢ 626-631
[PRG-01169]

75) FEANEREE  ILIOKIE~ 7 A - SEEER  (DIR090125)

76) FEPHGEE C ILI0KIE~ 7 A - SEEWER (DIR090123)

24 . XEREEKERUBWEhEE
T AT T ARERREE ATAINA T H A= arbry—
T103-8411 FHHFRXHAMEARIT 2 THSHF 1
7Y =¥ A4 ¥ 0120-189-371

26. BLERGEESE
26.1 8RS

PAT IARERASH

RREPREXBAEAEI2TESE1S

-10/10—

AsK
PRG31204Z31



