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Advagraf® 0.5 BRRHEN SRS IBESHE 0.5 BN tacrolimus(BLELK{E
EWHIE)

Advagraf® | i HEM SRR ERET | 709 tacrolimus(DAELK LS
PRED) -

Advagraf® 5 BRFHENEIEREEESHE 5 BRM tacrolimus(MLEK{EAE
W) -

1.2 R
Hypromellose
Ethylcellulose
Lactose monohydrate
Magnesium stearate

Capsule shell:
Titanium dioxide
Yellow iron oxide
Red iron oxide
Sodium laurilsulfate
Gelatin

Printing ink:

Shellac

Lecithin (soya)
Simeticone

Red iron oxide
Hydroxypropylcellulose
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Advagraf® 0.5 % & FHAE M e B

HHHE B - S EIE FENA 0.5 mg” ALEBFHE - EEEEE FEA
“h647” SR - WA RO A -

Advagraf® | IR BERU PR
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Advagraf® 5 2 s RHE S8R0
HEHRIRE - RAT@IBEENE EENA S mg” 4L EFHE » RECEEEE -I1E “* 687"
AEFH - NEMSLEERRK -
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BRARE ~ B HH 2 B — 4 kR AR ~ B 844 cyclosporin %7 85— &y ik -
IFBRARE

3.1 F%HR

AR ERR—R—KII Ik tacrolimus 7 ~ Advagraf® JERFE FHELSE AL/ OOt

DAREH - Al 2 FRT7 > BAR U LR I T A R SR F A S e s A
YRR T B T BN A (L BRAT BT T -

TEGHBSIRESBNIEIL T » tacrolimus R B LI EIF 15 o A it -

R ~ IR E SRR B IEIE T &R FRER LR tacrolimus LRI 2R
2R (1Y - KBy tacrolimus 4 Bt R EE B IVIHBEIGHR 2R » T AR S A HE el
T BB AERIEIN GRS C SIG1HRY - 7 ATELERIRA
tacrolimus AYE—ITVAIADFERVE H ARS8 A | TR SAn B A SUE (AT
HMERNEEE TR{T GE2RE 5TEHEE 8TF) - Ml BT {AHIA

% BT AR R IR WIS AR - DAFE(RAERT tacrolimus 2 BR B

ﬁ °
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THIFELA TR R RS IEAE - Advagraf® (-REHE S iR WISABEI At 5 eI
Bl —kEHE R - HIETHE G REHR A IRIBUATI A FTRIE - Advagraf® [f)
Pl S FEAR SRS A BT SR RE PR Al BRI 09 3244 > I63ELA tacrolimus il
HUBREI RS IR (RT S0 “SErAEEDH) - ARIRERIER R
Ik DI EE S LI T K -

{F SRS B RS B RE A » B FIIEAL 1) Prograf AHLL » {8
Advagraf® J&ES5— K tacrolimus AUCo.o4 53 HIFEAE 1 30%6H 50% - FI5E 4

K FEAIE MG AR ERER A BB REERA - (EREWEE T2
SREBERIED,  £RHE-Fil&E Advagraf® (S 0TRyHEEES/ M OEATE B
tacrolimus [y P ERE B  LAHE(R(EIE ERISIE Filr > IR A R E V8RR E
& - [R5y tacrolimus AYERARIRIK > FRLIZREE Advagraf® (WRIEABES KT &
EEIRRTARGE -
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Advagraf®;GH# fEZ L1 0.20-0.30 &5/ T/ RNEIERE » §K 5 LRAE—Z -
TEZAF R FMi5enk ik 24 /N A FRIGAAEE -

Advagraf® (YRR /TR T MG HAR A ERIK - AU g TEEE Mtk
HIVEIREZ: - HEHE Advagraf® B—IE6 - ARBHEFMEEAETNE LT EEE
tacrolimus [fySEENET S » [N TEHME—5 %8 Advagraf® [YTI& -

THIGRT R AE B TAE R

Advagraf® JAFEIERZ L 0.10-0,20 5/ T/ARIVEIREIY - & KE EIRMA—XK -
FERZALRAE Filusemki&4Y 12-18 /NIFFAIR4SEE -

Advagraf® (Y| B ERHE F i HHRE S &R - ARy mT R BER ek
HEIFES » i Advagraf® B4R - R BB ABRATXRE T
fif tacrolimus [fy&BEHEA SR » R TTM—5 S5 Advagraf® IYHIE -

HH Prograf e Iy Advagral™ &5

R A Prograf BEE— R > 1T BB Advagraf® —K—RAVSHRA
TESZAR I H MR —LL— (mgmg) G9773085H - Advagraf® FE/ T AR -
BT FE RS U tacrolimus (Yl AT AME - BRI DA 2 5

REE -

ERAIK AR T A H4ERIE —Lt— (mgimg) #5730 Prograf 3 (—K
) F Advagraf® (—K—) JAREMIHA » Advagraf® Y tacrolimus ¢ B &
BE (AUCo2) K&t Prograf & 10% » Tacrolimus ESE (Cu) HL-ER
BE (AUCou) Z[EWBA{% > Advagraf® 1 Prograf —#4E{Ll - 1% Prograf [REE
AR Advagraf® 0% > FE{THEMATTEIEEE —APAIE tacrolimus JBIEA(HE - 14
itk > FEBEH tacrolimus JERIAME » BRIFFEME LR UM 2B RE

B - JEZRAEMEBUGREUN S REE -

HH evelosporin G 2 acrolimas ;%

TER AR - B8 cyclosporin fESTVIEN T - aKEEH A Advagraf —R—4F »
TETENERZ DA B EE AT RRAS A TR B AR 18 FR BT SR AE AR L B 5 -
A LA cyclosporin Jy 2 197E ARG 2 LA tacrolimus K A EREFRE N (FEE S
TAREE TIH) - @K cyclosporin 8 tacrolimus & - fEZ2E
cyclosporin (B EHING A MVERIRARIT (4 FF 7T Advagraf® (A8 - 408
cyclosporin AR S AETY » MEMLERLLE - BIE & > Advagraf® JBREEH T
{5 1H45 T cyclosporin 2 1% 12-24 /NE A Bl < FHFY cyclosporin (YA AT HE <2
W8 R AR T R R FEZ M BB cyclosporin (I FRERE -

AR HE A ). R

Y0 tacrolimus (MR  #HFE K7 SEEIEGRY ~ MR BERR/ R RB R & 15 T
HAZHIE R AEE - WREFAFHRL » SIORENFERERE8E) » A
FEAK Advagraf® (197 -

Y aEE

T LA 39 AR e K2 M BT 2 1 B PR B F TR » SRS
tacrolimus [fiL A AV ESH] -

B—E 7 T B ] BAHIZ (i tacrolimus JAREAREHENE S 104855 - REfRIR
FITERIIEYE BRSNS » SRR (G ALY 1y o 8 PO B 2 A ORI (B0 {i e
TTECERE - EIRMSERMERIRE# R RS EE B ERENSMEE -
PA tacrolimus JREAE (Cu) HE2HRBE (AUCo) HIRAHIGH
Advagraf® B Prograf 5 RIfiER J7 8L ©

AT Flir 15 A RE I tacrolimus (Y2 MEREAY - Tacrolimus (94 MIERES
BT Advagraf® %4y 24 /NI > EBEE T F—BIBZATHIE -
EREBHEANE N AL S AN SRS MR AR R E
B2H - £ Prograf B Advagraf® - FASSHIE - (LB L SHNEIREE - KBRS
45T & tacrolimus 2 BTN EEY) > % » thERIEH| tacrolimus (Yifn o
A (REsy R EANREER) - B BB iR e % i iRis R
T o HI tacrolimus AYERERINE - RILEREE Advagraf® (IFIB > %IRRT
MR EIETITAEMNBEIREG -

SRR SRR R » & tacrolimus HYIfi o4 #-{E 4EFFT 20 ng/ml BL
T RS BOR AR T AL St el - 2 i SR OV R A
BRI - FEERPREEF L MIE%WIHARY tacrolimus 2 MR AMEEHFIISE
AR 5-20 ng/ml > LERAD OB ARR 1020 ng/ml - {ERERIV4E
FRaRHRE » B2 - B - BEORSEEm  G RRE R 5-15
ng/ml UREEIZ A -
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Advagraf® F— R —2Ze iy tacrolimus CUIREILY - @i Advagraf® 8y ORAEH
BIEESRE FRRA—XK - {85555 R I Advagraf® SFEESELHBIE 7 14 [E T
BURRFE - FES AR AN Z AR - IBRELUREER SR (Bir2K) -
Advagraf® FEZERERNA - S0 £/ F8RT | /NSRS 2-3 /AR - DUETIR
Ry (RE111E) - KPS i0kess  MEERCERMER - IFErsE
KA EERE -

S Fils R AT B2 ORRFIRIARE A » tacrolimus SEFEA] LA HHESARIS L%
FEEER O REIR Aoy < —IVEIERN (RESrIEREENLROEE) -
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FrEhgETR 2



FREEFOISER LA A T E R ERKEIR » £ tacrolimus fll iR AHE 4R
AE i F AR -

BEURER L ¢

Tacrolimus [EEEHER R 2B INEENVEZER (RS 11 3E) » [ALL/ARRMIE - 280
EI# tacrolimus FIEE BT - FRLABRIETANR IS 04 - (BIEMUAN B
Bf (creatinine ) &/ » 3 EHIBLETECE R M ECHIHRE) -
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HE AL S AR A TR B L B SR R 24 -
e -

AR B AR E R RN AR S B AR A -
EAEN

EAT AR SRR A RS -

SR

EIARREE Advagraf® IR 18 gEA T REPHHESMFARE -
WL i B AT R A S 5 R R A R R

4R
£} tacrolimus FAS LR RIBEE -
HEAAIBAES (macrolides) iE8# -

5 EREREEEIE

5.1 R EEEOR

W ARERIER T FHERS R  EETR /N~ EERY © R EDBYEA tacrolimus iy
BT B R AR BRI - FETTHES HERRE IR REBM: - EREMSMTETRE
REMBIER > BETEER tacrolimus IR B EF EHiBL AL - A
LM ENEEER - B tacrolimus FIA! | SEERE BB ENIVEL
BT A0 DI BRI st RUA( RS 3 1HHLEE 8 UF) -

R Ryt /BT BRI R IR IR 18 BRDAT IS E B Advagraf ©

A A SRS ARPS AL PP SR SRR Advagraf® HOSHERIFLA,
AR IES R R -

A A R LB OO AEFR Advagraf® ST SABAY
SRR

TER BT AR YHES TR 2B EE R © (kR - OV - MR ) hik
B EREOAERE - BRRERE CLRRMEP) - Frose - Bk - ies
B RO - ROEEORE - REREL 2BV R AR 2
b RURES AR R ilEIReE -

CYP3 A4 HIGITISEH B R A A% B i 1 R BRI 7 2L tacrolimus

A R RS e TREE BB E R RJE - BfEHHFE G (RE7
e

CYP3A4 AUGIEY

B CYP3A4 $M&IBIHE M T4 &3 tacrolimus MY ERE - 77T I fEBERBRE
A RALHE - EfEBEY: - M EMA QT MIIE R - ERIER AT
tacrolimus 81 CYP3 A4 [YYSRHNEI( (140 ritonavir ~ cobicistat ~ ketoconazole
itraconazole ~ posaconazole - voriconazole - telithromycin - clarithromycin 5,
josamycin) ) » F LTS > FEARE BEA tacrolimus MYMRAAE » fEBERINYER
S RBAM - ERETHERIBEAGAIETR T - ISR tacrolimus FYMIE - DAMEFRFI
LAY tacrolimus SR & - MEFEIROHE chee - LEE (TS QT ) A
HYESEPRARINL -

BB R VR DAL A NHE B 2o ki - P RE R B A AR LA 1L RV
HE (RETHE) -

[EVERLYY » 121 CYP3A4 HIIEIFTHE B 2% tacrolimus HIfAFHES » TETMEE
tacrolimus (Il PR IEIEFERKTE - RILHEB IR E TP NI F
.

CYP344 722

81 CYP3A4 553 F) HT AL & 15X tacrolimus ML SEBRE » 441 BT B8 INf ik
FROVEER - ERFERREARA tacrolimus 82 CYP3A4 58558 (#1140 rifampicin -
phenytoin - carbamazepine) o FE{ET] G » FEAKH B tacrolimus By AR
TEGHFAM R AT & KRB  (FREAH AR BEETVE B T > I8 % tacrolimus Y&
DAMERFSE{EAYY tacrolimus REBE - BEEVIEHREEYIE (REBTH) -

E#ER - B CYP3A4 3FBW WA & E tacrolimus )AL - f i B,
tacrolimus FYILTRAEEEARKTE » RILHRRE A BEE A B -

i )
IR Advagraf® AL MER S 68 I & B4 (Hypericum perforatum ) HyE%E

SIS HADE B > REEELXTEMRIIE - TTHER(K tacrolimus Y
BRI tacrolimus INERFRSR » SR tacrolimus [y if R FERD
tacrolimus HHAYEE (RETIH) -

R ZE/H
e M cyclosporin FlI tacrolimus + [{fj HLj#f tacrolimus 45 T DA 34 X FH 8
cyclosporin YR ABFIE/ NG (RES3TEMEE THH) -

B e R A B S S RSN PR AR 7 1R -




Tacrolimus BB AAFER BE B SO T G NS LF e (RS 7
') -

4 5
SRR T SE B i BB F I RRAY S IE > 1T tacrolimus S&HE AR AR RS Y
BARLLESE - FER RIS R TIMLE «

BEl

Tacrolimus FIHEEEBIEEBIIR AT IIETR £ - FEEEETTE  BmANEN

BORERE » TREEXEASME RS - BEUEAF R 2R A

DR By W BERE BBV tacrolimus BRI E - & tacrolimus B3 S MATRREEYIHEFINS
BREENRETEGIN (R 7)) - JEBEHA tacrolimus FIEHI B AR5
VEVE FAEEY) - 4T S0 (I - FERE YIRS tacrolimus (1911 o B 18 FI B T

85 MRBIEEHIEEEERE -

B R

A {EF tacrolimus AR A& BEEFILHE - HNEBETEILEE
HRRREL > "REENE RESRBEGRT - —BIRSELUER S » BIE
VRIS EIEE AR -

TEH R SEEHATS] » tacrolimus (Y N FTAE & M - UL Hb FHE R 48 F
WA PEAES MBS tacrolimus (91l SRR -

Lo

f/DBE2 Prograf SGRRITYR A Y RENLERMAS O P HRAEA » #0585 LR LR
B (B Advagraf® W FTRESCAE BIEADIR © RS OIRHIR 7T 0ilAy - S804
tacrolimus Y FRE AHEL BRIV R SRE S LTS - TSN EEERATH
R RTF RSB A A TR LBRET © (FF R EEERE S - BFeArshee
e JE - B REKHE - RILHRES KB REINEIN SRR A > &
EHACF MRt (GI0RYME 3B » 2% 9-1208H) R L BBZ
SO ERPRECAL O METHEE ~ AR BEIF T IR S  FE%E M5 Advagraf®
PP B B e il S5 — R SR AR % - Tacrolimus ATHERN L & QT RHY »
W ETHE RS [HE Torsades de pointes ~ 75 QT AL R EBRR T A% ARE/N M8

M BREE ASFIEE QT MR  FintE (g « Bk CEF R Bl
BEFREMNFA - 2B H SRR RN & QT EER % R M: QT [&HA
ERMFA > REHREMCAIGER QT B « SHEBMEEY - /N
tacrolimus B EHHE A E/ N (RE 7IH) -

AREC AT 3 A R B SR MR

WAEEIRH » #52 tacrolimus JAFHYHK ATER Epstein-Barr i85 (EBV)

PEAKC AR A R (R 8 TR) - A4S T S AT E B U T TR b g
(40 basiliximab ~ daclizumab) &3% )1 EBV AERAMEAKC I 4+ HERGHIER - A
GRS EBVIRERPUR (Viral Capsid Antigen » VCA) &t 2% AS$ 4
O AR &S  NILEE LR ARG Advagraf® JA8RT » fETET

EBV-VCA (YMES: - {I5EAFHARIAI R EBV-PCRIZ/INCANLAREH] - B
EBV-PCR TIAERFESMHH » BERSL AR RTHTIE L LRI TE -
ADEIELA SRR » A4 —RIEERIRERRHE (R 81E) -

AEEA S BRI - R oTEE A B A B LRI  FT DR AREZ 58
PR MR GBERTRAAR » LR VRBISEEIMEZ T -

E! «% (EE—'{E ﬁ:&@%b)

B2 ArEIBA R A (BHE Advagraf®)8$ 2 Fis » ARG ESIE R AN
WE ~ RER/SRBEAOEE I - #1140 CMV B4 > BK IR BHEERE
BA > JC R BT M R IS 9 E%  (Progressive multifocal
leukoencephalopathy, PML ) Wl - 7% ABRR TEHERT % (5140 B &BUF0 C BUFF 3
HIFE bR TR ~ DAR TTHESR k8T E BUAT %) Mymb&th &t - i
R LS SRR e DT B TTHREEBREREGIEREEBE
T > BREDETHTIO8E - BOhRE SRR AR SR LAy S AR A PS8 2 B
FEE R B LEN - FEMRIRIEE RIS | T Tap e -

e il Tl zféﬂgiﬁgiﬂiﬁﬁ(PRESi

#E2 tacrolimus AR A 87558 4= e HINEER T 3 MRS B B8 B (posterior
reversible encephalopathy syndrome ; PRES Y4 o #N%E{EFH tacrolimus AYJH A
FERH PRES YFEAR - IENTRR - BRI « Fas /e KOG R IEERE - FEM
S 2B A (20 MRY) - 52872 PRES @535 705 o) il MR e fm s/ > 6 A
TLEIME k2 B4 tacrolimus JAHE - KRR AERRRUEE > %22 BRE -

R e e

32 tacrolimus AR A W 4 EIRTIREIERE - ARFHER R ) TE RG]
WS - B RBITAEM B CAIRBUANEE - [EERRHASNREESH
RN~ EREE - WOEMEREAUE » A LR - s ERYEE
B EE2AIRRER -

L MERE A Pure Red Cell Aplasia
$E52 tacrolimus JARIVIE A W75 45 4E B4l MK T4 R Rl (PRCA) (K]
B o e AR AZEA PRCA EIRET » 4084/ NFREE B19 B gl » ol
PRCA FHRRHY B/ PREE S -

l

{EMFEIE L EARABEE R EIRIE A (FIEU0TEN - ARER e i
[panel reactive antibody » PRA]) HYEEERATR -

A EEHF BT RIVRATTREREFHER 'S 3 75) -

T4
il

Advagraf* BB EHINE - AL AMERTHE - SIMEERZE - REHEE- LI
R SRR ) SR B (M AR T R A




AR Advagraf HEBEFY LIRS K S A A LIRS - B EHEERATLEHN
TR - FES EBB S MBI - B Advagraf® 2 FIBKISA o KRB EEN
WERICH | BEE(mmol) (23 ¥5) » HERMREAR L "FEHWH, -

5.3 SRIFIRIAET

Tacrolimus BI#ES [REARAR BRI THBE M - Advagraf™ BLTIRE— I8 IR -
EETEIERERIGE -

Tacrolimus(Advagraf® y$if5e HEER{E FI 2 ARIIEE 0 IIRC B R R -

6 Pk RER LR EUE

6.1 Mz

ANESEBRBIBER tacrolimus $EFEHEAGAE > LT E NS tacrolimus (Y8857 ] FE
ARE -« ARVUE/ARIEEY - RE A REFR R EEN R - M
FH tacrolimus B2 ~ ¥4 BN 8 S FI R ThAREBEARA « Tacrolimus 0] #E &%
PR E 2E (B EEERE) WEMAEE - M8 HEE MRS -
Tacrolimus T s & 1188 Ze 1 /=5 (I RR N3 I0-F-BATHE (pre-eclampsia) > [EEZHING
e RR o 5 AETAE I RILE M TERT A tacrolimus JEBLZ AT » TESEFA
R BT o BIEZE L  EIS A HA S e R D7 R M AR
FEIEETE SR AL EGEE > TTIAERE A F tacrolimus JATE -

g
TFR(ESSE LR SR R OAREE T 0.32 EF/AJT tacrolimus ( LAREERIE
HETE > BEERESHE 02 BR/AT/RI N 0.5 1) » S BEEHEFR
E o 44T 1| BR/AJT tacrolimus (EEFREZRMIE0.2 ZF/N\TARIN 1.6 £5)
B > EETIRGIRESEMMBEETE (OEZEAE ~ LEFREHRE - iR
FEIRS - SIIRSE TG - B - EEEUL - BRREE) - EEUSRTEIUR
HARTEHREZ A B ORAS T 3.2 Z 52/ T tacrolimus (ER/REESBMIE0.2 Z25/A T
IRy 2.6 f%) > GELSBBEME/SSENE - IRGRE f BTG E S ETIRR S
YRS DUR B R SR B E R ER T O E T hRGE -
FE—TEER/ERSEHRS  FEEARERGE (FEPHRE) FREREnE2,
HATHR 45 T tacrolimus @£ R8N o 45 3.2 B3/ T tacrolimus (EEFR RS
BIR[02 BR/NA/RIN2.6 %) BIRT » ESGURBEYHETE] £
BRI TRIAIE T SR /KERISREREI « /£ 1.0 E5/AT tacrolimus
(BRRERBR02 ZFR/AT/RIFY 0.8 %) HIRT » FEZZ4)E B ERRS
B A2 BT AT 4% BB S 4 el 2L B 38K BRI AR 4G T tacrolimus » AT 3.2 BRE/ANT
(EEFRBBRIE0.2 BT/ AT/RIN 2.6 {2) BIET » G&ES RHETH/ESE
t - IRRARE FUR AT RIFEIRIE - R FRPEEROEFRREAE -
K - BEBPREREZE - 41 BR/AT (BRESRIR02 ZE5/AT/
K7 0.84%) BIET > HEIHIGRNVHEE (BHEEATELYRNA TR
W) (REE 10318« BKRIE2EER) -

6.2 FH,

AN FBERIFE tacrolimus T UG AAEIFLIA T o FHAASEEHSR ST A4 SRV A Flso g »
Fi AR AT 12 Advagraf® SGEIE R IEZ DY, -

6.3 H4FRE TR M
1EKEERE E tacrolimus BHERNAEBEE A S RE » QiEE FISEEG
BRI (RS 103 T8) -

6.4 /NG
HE331F -

6.5 BEAN
B33

6.6 JFFEhRER
HE33mE

6.7 WShER £
R 33

6.8 SLAREY
R#EI3E-

73X EAER

By R EAE AT B

RS EEM

E B8N TTFEIYY tacrolimus AR CYP3A4 ({3 > A B ISR ~ERFEE
CYP3A4 EITHIG - HFHACAGHNEZEAE CYP3A4 (VBB B fE &
22 tacrolimus (R » HEMIREIURIS tacrolimus (M ERT - [FHNY > £/
DEFERE SR S - FTREEr R tacrolimus (PR - fETTES 2 tacrolimus Hyn

SEYSH VRIS CYP3AY HIHIRIBFAIRS » tacrolimus finrhiBEAyI® I »
FHEEHNHIGISFBAE » BE tacrolimus [y 1 4= 387 FISRIG N Z 4552 - BIAT
BUA AR B LR AR -

BHHEAEEE CYP3A4 RENAVEN > 7R NVEERE ERI B AR
T » @A tacrolimus Ayl FEAE - BSHIRSHAYICNAE » QT HIHARER(A ECG) »
EREThEE B EAMBIE > ISR - 3 B E NS B tacrolimus HYF|
& DIERPEEUY tacrolimus REE (RAVARR » BRERIRBER) - BHN
% tacrolimus EESFEE CYP3A4 MUWE AT - FEEBIEIHIRA » B A%
tacrolimus BB R E T HEGIMIRSUEH -
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PORDTIEE » WRIEREET AN T S R AR (7GR ) v]
feEHEE) -

10 BT

[ 3o Y

BEYLARR O IE - iG] - S5 REBEEEHNIGIM (calcineurin
inhibitors) * ATC code: LO4ADO2




10.1 fEFIN
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7GR Advagraf 4HIE 89.2% » Prograf 4552 90.8% : Advagraf 4175 25 ASET (14 &
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FE 14.9%(N = 336)  J&HE~ F(Advagraf — Prograf)iZ 3.8% (95% {SIBE[H] [-2.1%,
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A IR Prograf Ry By RS HIAIAIEYRUR - BelB4keR > IR Prograf {EigELE,
SERIHITES » R 2 MO TEA AR TR S 1465 FIE0L - B ARIATEER
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R & FIGRT 4 4 3R tacrolimus WIEAR - £/ NEHBPIRSEAMER 3 Br/AF
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