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#MRHD) B > ARG EAMFEZATEH ) FHREIFEHRAGMEH o -
ciclosporin®ifl5 mg/kg/x (A #BSAYMRHD/&#MRHD ) #Hi& R ey R » AT fu
BRBERTARAAYLE -
ERXBHOEFTAAE T » £ 15 mg/kg/ R (F» BSAst H & MRHD) B %2 A
AT EHwio F1 BAKABRETLHE - AEEPBEERET  &&H 5
mg/kg/ &k (F# BSAstH &7 MRHD) RBEZHAFTAFAAGRALE -
FMAAFE  FRLEC.3 HALEFTREAGLTHATME -

6.2 “HLL
BHRESEANLT - MBEZILBLFLEANFE(R “CEREEFR )
BN BELRAOTRATHREEI  c SNV EETEELFTANLEL/BATP
RBRBERMARRE » LIEANEETRHEBERBELHFRYOEEMNEL » AZBE
B BB E AR RER o

6.3 FAFRERIGLHEEMR
MM BEHABRATIOLE  BATHEHAR - £5ED ng/kg/ R T i
ABR NS X ROAEFTH2HE (ANBSAT HEAMRID) (R, “JEEE R %2
I}i&ﬁ” ) o

T RZH4AR
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EREBTEARREFEIINFAGHS BT EXZFAREREZLURATSR
RERYGEHBWFEIINT -

AXEER » AR HBHA

ERBRBELRDME  BRAOKRTRERE  BBLEARFEAG(R “EBREE
F® )

BXA/ER > EABRIIASY R

HBABD X B RARLANS BABERYTHRERFREBREAS(R ¥
BRERFR )

Bl 54 F B 70 Efrlercanidipine » lercanidipinewh & F @& (AUC) ¥ =42 » 3 HE T
E &5 T @Ak (AUC) ¥ 4w2l% o Bt BB EH A lercanidipine AR M (L EZREEF
B) o

HRAFHEW R R R - BEVRMM & X% AR Efnethotrexatedf A &5 & /s
BB RBEREABREERORIER  ERABFBIANLR

AEBARHENT > ChedRIGFHXFENREEZI NS08 R (LERCYP3AL)
MR E RS PHRAEEREASHRER - BRER P-gp 9% > Bk P-gp th¥p
FIBRFERTHREEIRBHRERES ALY -
ZRELBEMBHACKHENEREFARZEAN RS REBTHELAZSR
HBHEBA BETHRABZHREORE LEREIRALBRENRET > HHRALARME
18 A BAF A B B ey R4 o

HEBHRA  RTREANRRESLFTRENARTFR  BATHEAAG L FIRE RE
KRR MBRESRTSEL - EHACHETARRARERENEDE > BEIET
HREBNDCERNRRREAMGSNFEATHREZLBA LT RELANRE -

EREEREFERG By -

Barbiturates, carbamazepine, oxcarbazepine, phenytoin; nafcillin,
sulfadimidine i.v.; rifampicin; octreotide; probucol; orlistat; Hypericum
perforatum (St. John' s wort); ticlopidine; sulfinpyrazone, terbinafine,
bosentan.

EREERES B :

EZRIAE (W4 © 4ok > azithromycin$clarithromycin ) ; ketoconazole ~
fluconazole ~ itraconazole ~ voriconazole ; diltiazem ~ nicardipine ~ verapamil ;
metoclopramide ; 2 R F # ; danazol ; methylprednisolone (H# &) ;
allopurinol ; amiodarone ; MEEE R H 474 4 5 &K G &s#p#|#] 5 imatinib ; colchicine ;
nefazodone °

HielaMxZ4ER

RUREMR -

FREGEBAHEHARANRAGHENBERELRTAE -

REMGAERBAAT FHHE
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AR THBATHERGEERS BN  BRFEANT (AL R o FIEEEF

) - WwRBFARABROFTHEBE BEEHABRHNB T RBALCEREY -
REBRENACCRATFEB ARG BHHARR M BEBEH O :
aminoglycosides (é&.#£gentamycin ~ tobramycin) - amphotericin B ~ ciprofloxacin »
vancomycin ~ trimethoprim (+ sulfamethoxazole) ; JEFAE BE4i % X B (&35
diclofenac ~ naproxen - sulindac) ; melphalan ; & BkH2% 2B (Hl4e :
cimetidine, ranitidine) ; methotrexate GFR LF A X Z/RA > #EABFBEIIAE KR
FH) o

JE 3% % F Bf4E A tacrolinus ° B ARZ ¥ B REEE L TN

sdiclofenach BB AR > ¥ H A& F8diclofenacH A RTRH R ARG > BT
FER AR THMFHIEE - Diclofenacz AR TRAEA SHRLTHAAFEANL S Y
BRI BRI o B R BB IRS IR E B S X B G LB ) R 70 & OF
A AARTARRERAEAS - HACHELAERETERRERAGEREERE X
# 5 (fldediclofenac) » R FHERBARFARREZRAFMERAGBE -
EREZBHEARAT  ARIHHRLEEL > RSRASERITENE (Bl -
bezafibrate ~ fenofibrate) » 4 3 % TH ¥ B H TR (R ¥ O ILEEF I jn X —
By  DARTHEZZERAABTHE - wRFAFEBAEHORESE > LAF LR
AR GRGEY -

REAFR R A R R

F BB R REREMLE > AR FnifedipinehBRETHRERSEBE LR E -
HEAFERAZFREDNSGLBERBEZIERANRA > B# &0 Anifedipine (R “AR
RIE" ) -

REMRAEREAIR YR

BHFLRCYPIMA 2 ER ML EXEP-BRAHIHHE > ZHRABHAZBR /X
EREOHNLE  ARBETHREERLRRELA -

B E L TH €M &digoxin ~ colchicine ~ prednisolone ~ HMG-CoA:& & &3t %)
(statins) ~ etoposide ~ aliskiren - bosentanskdabigatran#y B & % -
ASBMBALEEORAT  UBHAEFRMBLRAKBIN > BRAALMBARENLEMEE
Mo LEREEBREE @K KLRGFEER > wILAREHERE > HH R
ARNERETHRBA wREBFTIARKILEFRARRABERE—LER > EERTREY
BREE > RAFHERARARTHELLBTIHRLFGFMNE > RBPRRD B ERFL
AR

FAURY 75 8 6 SRR Fn L T4 69 7] > ELIEALAZRAALA R 5 ~ ILA B Xf R 8ULE
o e FANEwRFER]ovastatin ~ simvastatin -~ atorvastatin -~ pravastatini
FIARA 9% ¥ - & Y #fluvastatinFl B AR A B4 L3S A %5 o & B EAR
ARBFEREEstatinsty » BRFLBELGZHRD BT - BANARY » KRRKRALR
AERORBEREFREELIARE T > AT RG> HRARSIERHRA » R
Y% ok & P BiStatingy s & o

#digoxin ~ colchicine &HMG-CoA:® & B 4] Bl (statins ) Fo B 70 & B 0545 F 05 » ZE 4T
BENBRRE  UEEHATERLBEDOERAE > REBBEARKLE F RS
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B .
Feverolimus Hsirolimus@ 2 A FHBICE D2 RAEHFANRARET >  BEZZ
RE O FIBRE N -  REENBERDL > SEEALLERTRERY -
EverolimusfesirolimsH N RBEHEWH N ER A LMOVE - ARARKLE TR
£ 30.3% o £ 3% F Byeverolimus Fesirolimusig A e

BHRETH 1 repaglinidety R E L5 > B M3 o fo b B K69 B ©

AR ERE T > bosentan B R EHF A FBbosentanf B E A H 424 mBRERE
TR GFRALTAHERBHRERESRYBY I I FARTGNEZREEF
B) e

B Fmaliskirend#t4 765 - @4aliskirensk Ko F 3B & (Cnax) E#352. 542 - dhék
TaKAUC)H g5 > AMBRERHPHURNABAZUAR(REZREEFR) -
444 A dabigatran$2ciclosporin » ¥ & B ciclosporin&yP-gpip %14k A Mt 5
dabigatran#y s SR E (R EEZEREEFH) - Dabigatranty b BRI HEBF > AL R
BEAGRTREESRSH oy EAR -

ARELEEE T 44T % ERFzanbrisentan® B 76 F ¥ HKanbrisentan£ 5 42
> MBREREETESARAHLI%) -

B 768 5 A48 55 MRS E A3 % B B ¥ (anthracycline)$u & % (#4w : doxorubicine »
mitoxanthrone ~ daunorubicine) e H B TR EL > A ERBIRALAFRETREH
= R

RER BRI B YR A

RELEBRIH B AL > BHEK AF KIRA R E fnycophenolate sodium
mycophenolate mofetil % ¥ #mycophenolic acidF# £ & & B1& 20-50% - f£&-Hk4E
REEBEHFRANLE -

£RLTEREZERE (200 ng & 600 mg) $E# Feltrombopag (50 mg) #4%
eltrombopagn 38R & 2 AUC;,; M/& 18% % 24% -~ Cmax M4&% 25% % 39% - EMEE

BRIV ERLBAAERESR -

BIFR/ AR
8.1 WAREZFFH/ARKRE
ZEMEREE

REEFRGBMEFERRBERANEIEIRREEEBNGEAR - BB -ZEBE S
mE - i8R - e - BORIEML -
AEHEREBEARMBLENRIFAMERRIEREN - TESERIEREMKRELE
® - EBEAAEREPHREEZEAIFRANERZIISEARBMER ; A8 - £REXR
MBEEFHASHIREZE - ARBEFNEMFENERBIERS - ETERAE
NETRE - Bt - BERAZBIFANRERRERERRRHESREEEE
FEREM#EZABAVRA
EREREIAFERGRIIBHPURB(R"EFLEIEFER")

ERREHFE( ARRREERSHARAENER)NRA - SERSNREEMR (R
5 B - EE - FER)(R'EBREIRFIE") - = BHUEEREEIRERE - BF
FREOUENERIE  SERBRENE SIS EBRZERSHEABERE(PVAN)
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FICASHEANINEM S RILEMBERPML) - EUETEREN/FFETEBEERE
T E IR

EReElHFEZ( EERRERSARBENER)NAA - ERRSHMHEBZHE
BERRREMBEEENERE - THEEKERS - BHEEELIRIEREEEER
ME - KENENmM LA (R"EBANEIEFIR") - REBMER RSN °

fARRRERINEY AR RERER

B AR B RIMNEN IR REGERT)KMedDRAN R AR E D HIIL - RBEZRASR
BiER - AR RERERAEREF - ERILNESRERENIRKRE - SEEXR
SHNARKRE - BREEERRIL - 15 - BEFAEREEERREKTINER
RAFE(CIOMS I - BER(=1/10) ; FR(=1/100 - < 1/10) ; FER(21/1,000 -
< 1/100) ; £8(=1/10,000 - < 1/1,000) ; #BZER(< 1/10,000) - BSHIUKS -

KA BHREEINIRRE
MRFHE 2R 5EIR

B8 BB -
Rz ERE
Gt REE - S -
PN T
Gkl RRER - S -
B8 e ERE -
Mt B
Gt EnRREERIEEE)
B8 BT
B ERS
Gt B - BN SRR - MO - EERE
B8 £ -
AR -
FF IR
B8 il (REERIEEE -
RS R B AT
Gt SEE -
B8 Wl - BIS% -
2 i R PR S
Gt BERR (R EERIESE") -
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8.3

EHEAFNABER

FR BE&EXIE -
E5 M &R MEE MU

BR 305 - KEE -
ERERAR

EHERENEY AR RE(EIESRRRAD)
UTEYARREEHREEREN ELHEER (KEEEMBRHAGHIEMER) -
HARELEEEMERIRREBHKREEXNAERE - EMEZREMLRERE . BIb
WHEAEERRA - SIEEY AR REZIKMedDRAZFARE 7 HEIFFIL - REE%H
MBEBINARRIE - IkEFERMRIILER2) -

R2 BRMBHRN R ERPHENARRE (SRERRKRA)

MRFHE T

MM ME R - SAMAE RS RE MR IR R - B - /MR

RBM=EELRH
S MASEE - SREEMAE - SMIPE - ERMEE -

S S
PR a (B ¥R ol 4 M 1R B i 2 AiE (% 8% (PRES)) 1% - YIRS - EMRE - ERFER -
EMERME - RIEAR - KIE - REEH - REMRE - B - BE - /NEEHLER

A o AR R KIE (BRI KEE) S HRIEBABRA S5 Z MR EER - &
B meE - mERTE -

BIRERR
SRR K -

FTIRE TR

HEUMTREE - SERTRE - =
FEEER) -

i}
l

- IRERARBERTIBRTELER(RESE

B2 18 K% B [58 48 Ak 7= 9
ZEIE -

A BB ER AR ER
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A% - AAEEE - AL - AR « FRESS -

EIBRBEMIEER
SMLIE -

E S RAMEERRAIAEAR
R - REEIEM -

ETEMNEY AR RERAR
Fr s MATRES
BEESIRMBEEGERA - AU MITEIEEER K (solicited) 1B 4RI EHE
By - ELE ﬁﬁ@?ﬁﬂlﬁrl',ﬁ"fs =H - [FRERE - £#2EEHP - WAZSERE
AHFIRSE - BERERRE - HHTEEZE(confounding factor) - %KL 14 7 88
fiE - LX&T‘H‘EEEH*%'EE’M#FH%%%’ - MABERP(EEERBRERA)  SEHMER
B ((REERIEESE) -
SHREUHBESM
#=calcineurinilFIEI(CN)EA(BIFIRAER IIRMEBZEE)AENRA - 8ES
HHEHESUHMNERRS - EREBUR EMELRPISEEEREFRAERN
B - 2UBEUE ili’E’J:.:fﬁUHHE?IEEEE* Blans mEeiE - (KEME - S KEE
MEE - IEMFEENENZFERDIF/NHIRIBEREN - B/I\EEHERBEHEE®L
(R'EZFRIEFE" -
THERE
Ciclosporin 2 Z 48B3 N R mAVERIZEA - TRERtEIA XA —E
Calcineurin#P Il 5% 28 & 8 iE 1% 8% (CIPS) -
9 B®BF
BRE RS FEARAAEFAD0) MNEA2329FEL/AF 0 KEAIBIZEL/ 2T AR
FA> 1000 B/ AF o #KES M FHBIEB E(D0) W NEAIBEL/AF > KA
HIAESL/ AT R RTFHL6 BN/ A -
BEEIMNBENERBAR - YA Tal % HE1050 (4150 ng/kg)z 0 RE & &5 45
BRI ALEFE A BRBUNERRE > @t ~ B4~ 358 ~ O3B AR
RAECBELETERENTHERTHRBE FB YFFELAARKENETERZ
BEMBELEREFFERGRSE -
R
HAA B ERFIHEENE — e XFHE > BHRRERBRE - EORZBHORAIE
INEERETI R T LFREFA BRELEFABEHENIEHI > L EEE
B R EETER T RFR -

10 ZEREM
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10.1

10.2

10.3

TEFEE

IRTBE (MME Bcyclosporin AR S BT EREBAIRRZ I - 2 —2BMAVRE
HIHE -
B EIRAS

10.2.1 ZEmRG

GEHNEITE ~ calcineurindDEIHE -
10.2.2 ZEYENHE

BMERER  SETEE - O - B R 55 /BN EE
HEBER  RAESUERELERENFENE - REZoFIARMRE
REMRE  BLERERE  BEERERE  EEMEEBY - ERUBEH
MRS A BEK ~ Freund FOIA B MERAERE « BEMIMBEFER(GVHD) ~ UIKRTH
B UMENES - RARSE - RESHTEIHEIMHERZ(ymphokines)
MERMAEDY - BFAMKER2 (BARN R, TARKERTF - TCGF) - I8
185 O] [ BN 7 AR PR SE RGO RSN G 1 FIHARIAE MR IR - M REHNHI A B iR
MEEZ TARR AT L AR E R -
RENBRREER  REBHHNERNERERZE—MROEN - HBEMAMR
HDHIE (cytostatic agents) AR ZBTER : IRABWASHNFEMINGE - 1
AEXEFWAMRNINGE - AL - HRREAEERENHEIEZENREA - M
RS aEN B ARASZ RS -
FERMIEEaE RTE R R EHEBEY REEER(GVHD) - olfERERE
MBPEREFMAINMSTA - IRIAE NG R INERARCEMFXFESHCV) G
BCRFXmEEHCV)EUBERSE - H— oM EA RGN E
% MRt EREUELREN ARG -

AR ZEHER

IFERARZ EEIE
BEMMRCEEEREEARENNERIT - ®78ERVN\EMFEF - EHEREX

1~ 47016 mg/kgls - AT CARBERREEMEINERBNIR - MPHE
HMRIARABBIERENHAREET XL - E24EBNKERES - BRET
0.5 2M8 mg/kg - EEREERER - BREANRBIRAEBLIEFEEA - A AR
SHilp B RN SRR -

fEAmes test (AHERZRE M ER) - v79-hgprt test (MFLIRARM B R E MR ER) - /NEA]
DEEENMR N ZEER - PEEESENERGREENR - BUBIEO R
RIRBEN/NEREFDNABHEHE P ELARIRRAENRREL/EEST - —1BE
AENERABRKSARE - WHRIRAEFEHERRSIRIR(SCE)WIFTER - EitR
- SRENREEZEERREERISCERZE) R -

BUERERERAEN - SREBERBECARENREITIE G ZE - KER/
BRIARBIFUANSEMEENEEE - ERAEELENARE  [MEBNERIES

A BENEES  EENESHMRRINHEABENR AL - BRSEREES
RIEeEH R e Z SRR REEE -

B e B
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13

S TIRERE - SRR EANERETREN EHENIREE S 2 (AUCB)BRENZ M
Bz RUREBE HBRASEVABREESHZNFE , BEERABNEYE HEZEN
B/ MPHREEELEBRANRESESAUCB)BIMNE GG TERE - EIt - RRAMISENERE
ANBEEBENRNTE - BHEEREf —BAREBEETNWRBEEREERE—QRENHS -
Wil BRINREEDRAREERBESY - RANERNER - DU 1EIRE R
(Sandimmun) & i&iE(Sandimmun Neora)iF - o E4REREB# IS EAESERNZH
BEEMREREBE)NREMIREE - BEREEGERS EENRBE1-6/\)EEER - FigENIR
WERERSRENRERA TN - FHRESMPREIRS 759%)  MERESEO AR
RS 729% -

REEFENMRMEINNZED - RIAT - MBIHIMEEAIR33-47% - EMHEKDH
4-9% - EEMMHEAMIKDAB5-12% - F4AMEKDHE41-58% - EMTED - HI0RBHEEHE
(FERBEER)ES -

ROABEAENKEMEBLLERA15EBREY -  TRE—NWETENHHERRE - TEZLAHETH
B - RB6%HNORKEELBREER ; 380.1%0NRAZZEY B REHER -
RUENRAFRHEE  BERAZEMRKHEENAR  MEEEANER  HRA¥EH
FHEOTHBRESEEMN6.3INE - NEBREMRERAEN20.4/N0E -

B Rl BR SR
BATEFEES -
BT
131 8%
}MBE2525% : 1000 MEER
ORAR : 50 EFHE - WX BZIENERE -
13.2 W

REENi=
133 fEFEG

R2RINE -
MASEBRZITER30°CLLLE - UEITFERREE  B#RXH -
MEEREFERNRBEERTEIFERARA IR - 2RSS - JHARE
MRk - EERERNELFFBRBEEEMUALSR -
HAsEORAREITER15-30°C - BERER20°CU MR REPAZBEA—ER -
PRENRAHBEEER N OIEERE - E20°CLANRRES - DJeESE MR - B
mEZEICCHILZEIWELR - REORARBEERHR2EANERTE -
OJEE NS A EMAERMERN IR - BISRSEEN - KEMEPMN ZIREINES
MIEEM T ASEEANEE -
EFrISEBREeR EMERZ"EXP BHEIBIACIEA -
HMISERENRREATBEREATRZE -

13.5 fEREMERA

FRShE A RIREMIEE S - 12TV RERANMINE/ \REERT12HERE
(B—ZIE0.05=HHERS5ZE=Mciclosporin) - AZF TSR EARHMEE AR 127
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BAZHBRER(E—ZAERVIZEAMEERT10Z2%Mciclosporin)

1. ORGSR LR

13

AWM o f Ry -

3. BakenETEERE2 -

4. BAEHGLETHHT AT EMBHAHBY -

S. | mMRSSARMKAESFEAENENRES - B LER | EHe | L | 4
ok | EAEMHE BAAN | E46E A 4 EHEH “’i) ‘
B-MIMNBEAGLETFT - 1

6. R MG SR (REANSERL AN THART GO
)
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EMBZEESFX  ERAHHOALE - o XH R A RE

7. | AREEABMAFACHEMEHBZE HAGTEROED | H
B RAKMAES BT ReLENE - l . 1

8. HEMBEMHBRA— AL — LRSI AR 2RFT
Ui Al BitY - RS EMHBEREH ARG - 2R
A2 A T B4R LS - BLsHdfRijntsdp -
ARG R L RA |

9. | Ak UHBROKDEIGEMN BN D AREIET AE
FRGERY - AR E L R -

e m
REARL -
<HMBE2S=7E>

35 : Catalent Germany Eberbach GmbH

Rait : Gammelsbacher Strasse 2, 69412 Eberbach, Germany

7 BI%ER; : Novartis Pharmaceutical Manufacturing LLC

Rzit : Verovskova Ulica 57, Ljubljana, 1000, Slovenia

<OfRA &>

#EM : Delpharm Huningue S.AS

& 3t : Site Industriel de Huningue 26 rue de la Chapelle, 68330 Huningue Cedex, France
_HREERAERDEEAER) : BFRHERAT

Rg b SkEHAEEMNFE 1A FRAMEI15%

]

ENg
ot

A
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ot

% B aERERNBRAT
i AIEMRERE =KR25%818

Era : (02) 2322-7777

N

IPL issued: 14-Jul-2020

TWI-010426
HEM
sz\rl]aur:;itit?r:;nifémical Verovskova Ulica 57, Ljubljana, 1000, Slovenia
CATALENT GERMANY GAMMELSBACHER STRASSE 2, 69412 EBERBACH,
EBERBACH GMBH GERMANY
NOVARTIS PHARMA. AG LICHTSTRASSE 35, CH-4056 BASLE, SWITZERLAND
iy
SEEERNBIRAT aitmPlEREERE =R255818
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