2023 & 10 BHXET (% 8 hR)

BARZREERDBAES

87424

\,#

EEEO A REA—TH4— LA

BARREFIEIED | FELEHEE 2013 [THEHL L THERK

2XVA FRRELESH

F"!Q-'F‘I!l I' e 20me/ImL [470Wb ]
FERXFTIV :0:000 401190,

Docetaxel 1v.infusion 20mg/imL Yakut]
Docetaxel iv.infusion 80mg/4mL Yakut)

Al

ESTH

&

A DR

=
B R 4| R

= | 1814 7)L (ImL RO 4mL)
= | P4 XL EZFNEN 20mg R 80mg &F

o

I
)—d:é.

M2 FE2x+tJ)L (JAN, INN)
¥4 : Docetaxel (JAN. INN)

FREABR | WERFTRBEAH: 2015F2 F 16 H
v & - | EMEZEINEEAH: 20154F6 A 19H
A B|% 5% & B H: 201546A19H

FA% - BLEARST (BA) -
R# -HREsHA

SLERSET - KRBV bAR#

ERIFRIELEDERSL
HRARHVYIIL AR <FYMBEBED
[14.0120-589601 FAX 03-6747-8029
B W& Hb & 8 O (RAERIK~17K . B.RELZLPITHHABZER)

EREGRERITR—LR—D
https://lwww.yakult.co.jp/medical/

AIFIF2023FE8 AKET (B 10hR) DEFHAXDIEEHICEDEHETL =,

BRI DIERIE.

https://www.pmda.go.jp/safety/info-services/drugs/0001.html (2T ZHEFR L =2 & LY,

PMDA ih—LR—2 TEEGICEAT H1ER

WMHEEERER CIE-—EMFOLAZICIYERT S L)



https://www.yakult.co.jp/medical/
https://www.pmda.go.jp/safety/info-services/drugs/0001.html

IFFIHO TS & O —H ARPEEEAIRTS—

1. BEIREA VZ B a—7 4 — LER O

s R S5 D FARRY 22 BT R & U CERR A ESRLIRA SCE (LT, IRISCE L) 23 5,
= B C R Al - SEAIRN S O BEIFRAEHEE 03 B FEH5 (ST 7 [ 30 00 1 (456 A% ) 416 - 2 BRI,
WA SCEICFER S NG 2 BT 2 RIS E AL ERIG SRS 5,

BT Tl Uiz EE IOV TRIBERZE DO EIRIEHRA Y FFITFROBINGERLE 2 L
EZRELTRAL TE TS, ZOBRICKLERIEFRZMBEENICAFTLH2DOOEHRY A M LTA v
A 2—T F— LA LT,

BN 63 AR H AP ESRAIR = (LLF, AR ERET) S 2 hEESD TEERA VX a—
T —2n] (LAF. IF &B8T) OMLEATFIEONT IF BdikNE2 R E Lz, T0%, ERpEEEmT
WO B T ERAE R = — A OB A 510 T, Rk 10 4R 9 H1IZ BIRSEFNE 3 /hEESIZB W
T IF L EEOUET M ThIT,

B2 10 AR L, EIEMLFEROAY FTH LIS, WFTH L ERBLY OFARL, W7
IZ& > THF - BFBRREIIRESBE L2 L2217 T, Ak 20 4 9 AIC HREEEFREERIC
BT IF FRdiZERE 2008 23R E STz,

IF L#kZEAH 2008 TiX, IF Z RO+ & LTt 2 505, PDF ZEOERAT —4# & LT
T2 28 (e-IF) BNFRAIE 25T, ZOEFEICHOE T, RASCEICBWT T2 - i3 oEm) |
M5 A - BERIEAWEEOWGET) 2R EDUGETRH -T2 HAEIC, SGETORIT — % 2380 L7z
B D e-IF Bk asns Z L & 7r oz,

KRB O elF X, (Mh) EEBEFHRERBEEEOERMNEREMLE S — L=
(http://iwww.pmda.go.jp/) 7>6—HEL CTAFRGEL 72> T 5, HAJREBEERARIS TlX, e-IF 2H8#
T 5 EIRME BRI — L=V RNAMY A FTHDH 2 L IESE LT, MM H T e-IF
DIERERFTT DR EZRE L C, Al 2 O IF S SCEEM5e T 2B # G H & L Gabl#a -
e R N DY

2008 LV FARIDA U H o —T 4 — LRatS 2 Bl U7 Ol L ¢S 7035 2 /i L,
FARFEIZL > TH, EAI - FEAEFEICEL >TH, DRORWERFEE T2 2B 27, £ THK,
IF FLaERE D — P ET 21TV IF FRfliZE6H 2013 & L TART HEL Lo T,

2.1F L%

IF X TR SCEEOFRAZMT L, KA EOEFIEFEIZ L > THEEB LI, EIHELO5
BEBROOOER, LIFRFTOTD O, AT DO, EIES OB ELH D720 OfF ],
PR BE T DT D OIFHMENER S TZRA 72 BB O SR AERRE & LT, BRIEH i
A RE L, AN O 7 DI Y 3% FE 5 O RS 3L TR ORI 2 KFEH L TV D2 E B &7
BT b5,

o2 L, FEEE - SR EERE E T D 5 b o, BRI ORAILS ) 2 BT 5 b O K OFEAIAN
B O « FIlr - 2t REFEEEIT IF OFEFH ST b0, S0z 5L BEEMIENS
LI IF X, BERIEN A O 235 - I - BRIREIST 2 & & blc, RERMEEZ T ED LD
AR OZ L ARHEE LTV D,

[IF Ok
OHEIT AR, FEEX L L, FAEIE LTINS > MU EOFER (KFIXHBL) Tiodk L, —@aRlv

ET D, 2L, USASCE TR - RTEE WSS, BRI NCEY bo LT 5,
OIF SR EEICESEER L, FHEAAIT TS v 7K TRET 5,

Q@FMOETHEITHM — L. FHISHT CTHIFEERD NFFIHOFS & O] oL EL#HTH0

L, 2EICELED S,




[IF DERL]

OIF 1ZJFR & U TRIFI o G285 (NAFL FEEHL SAARAD ICERESND,

OQIF I[ZFLHT 2 H R OEHIIE B3 RE L7 IF SR iE I L9 5

QRN TEONEZHMTT D LD IFDEEITH > CHLERBERNSTHIN D,

@R FEORFEICET 5 b O, BRI ORAZS ) 2 BT 5 & O K OFEAN 2 1% U O EFEE
FHEE DT - HIlr - R REFEICOW IR S e,

©® TEHESA ¥ B a—7 +—L5CHEE 2013)  (LAT,  TIF GedkEeE 2013) LI&3) (2 X D AERR
SN IF X, EBTEACORMAIARL U, LEIZG U CTHEAMMAE L (PDF) 25 HIMI LT
AT 5, BETORRTIVNETIIR,

[IF D347

@ [F F#EE6E 2013) (%, Pk 25 4F 10 H DRI R S - FiE3E A  DiEH & 72 5.,

@ _LRUANDESHTICHOWTIE,  [IF T EE 2013) 12 K D1ER « $2ELTRHE S5 b O TR,

O H EOEEOUGET, FEAM I UIH MR (BRARFRHN) 234K S A7k Rl ONZ# S ED
JERZENIREN, BT RENBERKE LS B oG EITIX IF BRUETEN 5,

. IFOFIHICHT=-T

MF Sk ZE%E 2013) 2BV TlE, PDF 7 7 A M X A EF A TORM AL AR L LTW5S, EHE
R 2 3EA L, BEAELSER L CRIAT 2 Z EDFEAITH S,

BAEARD IF IZOWTIE, EIE ERE R S g O 3 5 R R G R AR — A — i
WIGFTRRE I TN D,

RURREET TEIEMA VX B a— T+ — LMMERDO T X ) 10> TERR - #2852 23, IF DR A%
By E 2 BEEBUGICARE L TO D IEHRS IF FERRFIZ RS LW EREIZ OV TR R3O MR %
DA ZE 2 —IZ KV IEFEIFER S BNF L RESE, IFORAMEZSOLNERH D, -, b
BREET SN DM EOFEESICE T2 FHEICBE L L, IF BAUET SN 5 £ TORIE, YizEHK Lo
SR ZENIRAET D IR SCESCBM B CES, 25 \WVIRER G EREMS SR G — e A EIc L v K
KIS E SN 5 & & b, IF OERICH T2 o T, et DTS ST % 5 3560 R S i it
R— L R—T THERT 5,

728, WIEE AT EEOMRO S LR STV D TERREGE ] 0 [E2FMNETORTERI)
BT 2 HESIIARFHEICED D Z ERH Y, TOBEWITIT+FAEETRETH D,

4. FIRMIZEE L CoORER

IF Z3EHMEO B EBICB O TRNT I ENTERVERBFERIE LUEA L THEE 2, L
L, WHEECERAERL 70T —Ta ra— FECLA ML, RERMENERLFERE L
TR TEX 2HPHIIZA T ERADRH 5, IF 1T AREORRRMEFA L =1 T, YHERLOREIEAFEN
TERL - -T2 b D THD Z &b, Fill - REUCITHFZZ T S 2 8202 L 20 L TR
FHUER 5720,

FREEAEIT IFAHL ETHRMLELMTET DIEREM THY , A F—F v ETOR%E
HESE R, EFEE LORERTNCEA L 20K BB LIER SN TWD 2 & 28 L CERATE T
DHMEND D,

(2013 4= 4 A%ED
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VIL
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BT S T 1
UL DTRIRZEET + BUFZEIIEREE oottt 1
AFRZB S EE

G 2T 2
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REXE TR S ITIRMETR ettt en e 2
A N 05 % e =< AT T T TR 2
2= i 220 T 3
S B = = L = OO 3
S TG 5 ettt ettt ettt ettt ettt ettt ettt 3
HEhE s 2B+ 5 HEHE

I BRALZFIPETED <ottt ettt ettt ettt e ettt 4
BN DBEFELAETIZINT D ZETENE oottt 4
AT BN DTEZBTRIRTE oottt sttt 4
FT NI O TEBETE: ettt e et e s et es et e et n et en e 4
FHNZEA 5 A

11| 72O 5
BB ODFELII .ottt ettt s ettt n et en et n et en e 5
TEHFFT OO FIBLEE ..ottt en e 6
3 = I I [ LA N/ G ol N R e R = NN 6
BUF D B TS T AT INT D ZETEME oottt 6
O A D 7=t 1 TR 6
] & DECAZE B ZEEIZEIL) oottt 7
AT BRIRIE <ottt ettt ettt ettt ee et 7
BUFN T DA ZNLAT OREZEFRIRYE oottt 7
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e L F 11 < T 15
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. #MZEICEHI SIEE

1. HROBE
REXXE /L, XX A RRFUBEESGAITH D, FE¥ X 2/Lm8liHE 20mg/AmL 27 L k|
F N R & VS0 80mg/amL [ 71 b ik, BEGSHY 7 v RARREDS B GL & LTRSS
ATV, EAFEE 0331015 5 (PR 17423 H 31 B) (SHED S MR M ONBR 7152 5%, IR
R OB HURAFRBR 24TV, SRR 27 4F 2 HICHERRA TS L, R 27 42 6 HICHRE LT,

2. HROREFEHN - WEFHEYE
(1) AFNF=H 7 =7 ) —DOREIRBAITH 5,
(Iv.2. REIDOHEEL SER)
(2 Fr¥vTI A GREZFETFLTND,
(3) MBOREBA L%tk  OWNEIIRHERPS LXK & LT, A TR T a7 7 24 —%3EE L, v=2) 7
B G IV, TR E— KL LTV 5,
(4) BERARACIX, FE. e/ VMRaitE, B, SRS, JPNUE. A, TEIRE. ATARE ISk
L. FAERED TN,
(V.1 EEXIEIHE SHE)
(5)  AAINTAE JH plche i A5 O RIE I FE BUSEEE 23 e & 72 29 A 2 i L Tueuy,
HERZEIWER & LT, BRERHL > a v 7R - 77 4 7F% > —, B, FFR4A, ITHReREE,
SRR MEMEMZE, IRHEE, OARe, BV NEEYERRE (DIC) . BEZIL. B
R, B frE KGR, KEBR, A Lo A, SPERFRIRIEERERE, SRS, B ek AR e (A
(Stevens-Johnson JiEMERE) | ot SSERIMFE (Toxic Epidermal Necrolysis : TEN) . Z AL
B, PIARANE AREE UWEERE (SIADH) b bbind ZEnd b, LF R —T, Jifi
IR, VEBE - (RUITRE . DA ZE, FRIMARZEARE  JYYE, £ O, BB 2 ONRZFEORMREK,
MAE S, RIS, U OB S O AR MEESEE T, Radiation Recall B 3t S 4v T
LD (WTFILbHEERE) |
(vii. 8. BlIYEA SE]

T 1




II. &WICEY 5IEE

1. HR5E4
(1) "4
R & &L S EE 20mg/imL T 7 L b |
Kt & &L S 80mg/amL v 7 L b |

(2) *4
Docetaxel I.V.Infusion 20mg/ImL [Yakult]
Docetaxel I.V.Infusion 80mg/4mL [Yakult]

(3) BFDHEX
—frA+HATE RS L. SHAICES <,

2. —ik4&
(1) #0& (@mf%)
¥ 4%+, (JAN, INN)

(2) 4 (@mf%)
Docetaxel (JAN, INN)

B) RTL
PUEMEEEA], & 59 o 3FE A « -taxel

3. WEAXIFTRHERX

CH: O ”\\,./' (9] ;
L IS\
H3C (l —0C \r\/‘\ /( o & o

4. HFRARUDFE
45 F7X : CasHssNO1s
15 : 807.88

\

(0. &EcBIT 2 | 2




5. tF4 (&%)
(1S,2S,3R,4S,5R,7S,8S,10R,13S)-4-Acetoxy-2-benzoyloxy-5,20-epoxy-1,7,10-trihydroxy-9-oxotax-11-ene-13-
yl(2R,3S)-3-(1,1-dimethylethyl)oxycarbonylamino-2-hydroxy-3-phenyl propionate

6. EF%. A&, BS. L5&S
% : DTX, DOC, TXT

7. CAS %8&5
114977-28-5

(0. &EcBIT 2 | 3




. BXASICET HIEHE

1. HEFEMHEE
(1) & - IR
HEBEDHMRTH D,

(2) AR
NN-2 AF LRIV LT 2 R X 7 —)L (995) IZIEITOT L, A X J —)LCRoR0mTe1<
T b= FUMIEFIZ <, KIZIFE AL ETT 720,

(3) Wimtt
MR L

(4) A (DB, BR. BEA
MR L

(5) BMERAEEEH
MR L

(6) HEFHH
MR L

(7) EDMDELTIEE

BEXIE () D -39~-41°(0.25g. A4 /—/L. 25mL, 100mm)

2. EMESORMEBTICHTIREN
AR L

3. BYESORERHERE
SRAN AT T RE
AREED AR NV ERBDBRARY MV AT S L& WEDANT MUVER—EED L Z
A [FREDFRE DI %788 5,
IRIMBIL A7 N VRE (BAES U 7 KEERIE)
ARELD AR NV ERBDBRARY MV EKEET S L& WEDANT MUER—EED L Z
A [FREDFRE DI %788 5,

4. BRI DEE
Whkrw~ 777 40—

(. AT A | 4




IV. AT HIER

1. Fif
(1) FRORA., SHEREUTHEIR
Wirik, R 2 &t /L s e R¥ & &V s EiE
20mg/imL ¥ 27 /L | | 80mg/4mL [ 27 )L | |
FITE O X5 TS (i)
153\):’7/1%;!3 K& #%t&/1 20mg K4 %&/1L 80mg
PR TR A~ P B DR
AEED 1mL \ 4mL
1) ARNTFREFOELEZEICANL, BEFEINLTND
(2) BRBRVBMEED pH, ZEEL., #hE. LE, REL pH EHF
Wik, [N e SR R % v S
20mg/imL ¥ 27 /L | | 80mg/4mL ¥ 27 )L | |
pH 2 3.0~45
RBEEY 1 EERRERICR 2 )

T 2) AL 0.25g (2K ImL 212 TR L72RIC O W THIE Lz & &

£ 3) AR L 5% R Bk 250mL (2

(3) FHADBHRFOERLGADHERRVIES

ZENRNE - S

2. RHFNDHERL

1) BAMES (BHERSD) OE

bﬁ&%ﬂwﬁ@#&mmymmfkywhj

1347 (AmL) 1 RE&ZFEL%E 20mg AT 5,
R % /L i EE 80mg/dmL T 27 v k|

1347 (4mL) H FEHZFE/NL%E 80mg &HT 5,

BRfLEZE X

(2) &My
i, R # % &L s e K& & 3L S i
IR 20mg/imL ¥ 7 /b | | 80mg/4mL ¥ 7 /L | |
— RY Y L~— |k 80 0549 RY Y ~_— | 80 2.16 g
4N S N
1A Tt ~ 7 u=—/,L 400 O\.54lg ~ 7 v =—)L 400 2.164g
MK 7 P 1 & #EK 7 T 1 B
(3) BREDRE
ZHEE R L
(4) IZE{—J-I‘G'&F/&G)%EEE& %
PARUA
(v, w2 5




3.

4.

(5)

Z 0kt
R L

TESFIDRRE

AFNOF G 1T, HEEZFEFFE CHREERY . B HIZ 250 Xk 500mL OABERIEIR XX 5%~
R o7 BERICIRFN L. 1R B CHEER#IET D 2 &
(TV. JREICEET 5EE 2 AERUVHEAE <BZx-AEICEBETSERALEDOZEE>EB) LY)

AANIAEFA 22T/ HNTHD D728,

18G DEH &2 W CHEHFEICHSIT25 2 ENEE Ly,

KAz R (EPRERIR UL 5% 7 R UBER) (CIEA L%, BEICCRABICEM - IRl Z

&M

ATEDLET, ORI EL R IRTZ L,

R (EEREMIRSUT 5% 7 RUMHR) SR U-BITENERT 5 2 L,
Al & DIRIEZEITDRNWT &,
(Tvil. 2t (FRLOFESE) ICBETHIEE 14. BALOZFEQ)FEE] L0)

BAEA. FOSRIEICHT HERE

LA

HEDEBEHTICETIREMEY
A& ELAE R 2 W7o RIIRAFRBR ORGSR AFNT@HE OS5 iE IR W T 3FEMLETH D Z

LRS-,
o RAEAelE | AR | ATIE R A P
VEIR. FEZRABR. pH. FOE| .. -
- PEOL, TR, DML RO skummmians - b L
By b A e N Yot A %’g\
RIGRAFRR| gooppy | 3077 mol, AR, | o SR
Ve 7. MR R %
20mg/imL LAl
N SRR AT & H i L
PRI, BRI, pH. MEE | <13 L A S IR
N 40°C . AR, =R RRTU Rl wbhnoT,
MAERBR | g500mH | S | s Bk, Rustme.
AL | MEMRT T, MEE. Rk |80mg/AmL B -
6 MHARICEEWE
DRI S
VETR. FETRIRBR. pH. W | SUBRIR A & I L
S | s 120 7 Ix-hr W REMERY . REE| TIE & A S EIAR
st Wk -, T BRTE B s s
] B AW = N
N o /I\iliji\ pH\ %@g%ﬁ%ﬁ\ Z:Yg ¥5 % )iy PA S‘g}g
mse | 1o PSR, TR, 22| oot TR
° Rk Z
RH : FH T B
* DS EIT
BREOREN
RIGEEN TR AZE(LaR ] 2 & B8,
6

(v, sy 2mA




7.

fthFl & DEEE XL (MEIEFHEIL)
(1) pH ZEiEER ¥

o 1 2 3 4 5 6 7 8 9 10 11 12 13 14

10.00mL*?
1.38 3.86 11.88

1 [5% 7 K&k 250mL+ K42 $t)LaiEes: vl b 4mL)

10.00mL*2—

o 1 2 3 4 5 6 7 8 9 10 11 12 13 14

10.00mL**
1.37 3.63 11.90

2 [5%7 FrofE® 250mL+ K2 X)L aiEésE Tvo L k1 10mL]

10.00mL*2—

o 1 2 3 4 5 6 7 8 9 10 11 12 13 14

10.00mL*?
1.39 3.95 12.64

3 [HABEEER250mL+ FE2 X)L aiEssE v o)L b 4mL]

10.00mL*2—

o 1 2 3 4 5 6 7 8 9 10 11 12 13 14

10.00mL*?
1.38 3.60 12.61

4 [£EBER250mL+ FE42 X)L aETE Tv42IL ] 10mL)

10.00mL*2—

%1 :0.1mol/L HCI &=
%2 : 0.1mol/L NaOH &=

(2) BBEZEIE
BIEE TEAZLRER) 2 251,

N
AR L

NEIDDE RS ORERAERE
HErsa~v NST T 44—

10. HHEDOEMAST DEE:

K7 a< s777 4 —

(v, sy 2mA 7




11. A
BB L

12. BAT BAHID B 5 IHY
BB L

13. EEARELGES - NENRRLGRHRICET 515
a7 Y TRAEY A7 BRSSO, T afREhEic ARz &,

14. ZDih
FETREFREICET %Y
RE & %RV SfbEHE (v 270 b QARSI 2% G % 2R 5720, T 2860 &%
OV > NS T EZ2IE L,
FRAR 2 1R U 7o 5 ik N > 7 2 Bl 2 > MO Lo, 1 IS 4.2mL OffF NI 5
L OIS 5, ZodREET, T E2 5mL &7 £ TICE LM &z llE L, ImL Y
720 OR300 Y- OffcEH LRI TEO LB THho Tz,

- Rt & 2L S s

Rt > k AR (K 4 % LB ﬁ@wmmf¥?%FJ
T%g/mL %130

5%~ R HEIR 80mg 22.8 46

TINT 2—g v (250mL) 200mg 23.8 45

Rt >~ k AR RIEIR 80mg 24.0 47

(250mL.) 200mg 23.4 45

5% 7 KB 80mg 23.6 47

IMS (250mL) 200mg 23.6 45

iR >~ A AR 80mg 23.0 44

(250mL) 200mg 23.2 46

5% R Bk 80mg 23.2 45

B— 7oy (250mL) 200mg 232 46

FrEEME R A A AEBRIR IR 80mg 22.4 47

(250mL) 200mg 23.6 45

5%~ R v Bk 80mg 23.8 46

=7n (250mL) 200mg 23.8 45

T4 NE—F v b AEHAIETR 80mg 234 47

(250mL) 200mg 23.8 48

5% 7 KB 80mg 22.8 45

vt 74 A7 m— (250mL) 200mg 234 45

iz > b BRI 80mg 226 47

(250mL) 200mg 23.2 47

5%~ K v Bk 80mg 23.0 46

foB—=Y (250mL) 200mg 23.8 49

iz > b BRI 80mg 23.0 47

(250mL) 200mg 23.6 48

5% KBk 80mg 23.2 46

A 7T IR (250mL) 200mg 23.4 46

i > b A BRI 80mg 22.8 48

(250mL) 200mg 24.0 45

(v, sy 2mA




V. BEICEYTSIEH

3.

EER TR
FLpa, FEAKUIEMRE, Bore, SHSHERRR. JREGER. bR, FERRE. ATSIE

<%hek - HRICEET HERALDEES
(1) FEMEETORMOIEAIFIRIE I T 2 A 200 K VRPN STV Rn,
(2) AISCMEE CILEREEE 2 AT 5 ITEBEGIMEOBE TR 5 T2 2 &,

RZERUVAE

. E/MMERaffiE. BiE. SEHEEE

WEL. AL B 1E, FeEZFE/AE LT 6e0mgm?2 (KEmE) % 1KLL E2NT T 3~4 #H
MlR CREEET 2, 728, BEOREBICEVETEHEKT 52 &, 72721, 1 Al s A &IE 75mg/im?
L35,

LR

WEL. AL B 1E, FEZFE/AE LT 70mg/m? (KEREE) % 1KLL E2NT T 3~4 #[H
MM AT 2, 7ol BEOREBICE Y EEHET 2 2 &, 7272 L, 1 Al E A EIE 75mg/m?
LT 5,

BiEE. TEARE

WL RAIZ L A 1E, FEZFEE LT 70mgm? (KRifE) % 1 KFEELEDNT T 3~4 JHH
MR CAMEET 2, B, BEORBICIVEERET D2 &,

AT 3L IR

WE, AL HLE, FeZEdkr e LT 75mgm? ((KFER) % 1RFRILLE T T 3 3 R
THEMBHET 2, b, BEOREBICLVEERETSZ &,

<Hi& - BEICHET HERLOEFE>
(1) AFOFEIZHTe > T, FRIARF O HERFIKN T TH 2 i F koL o E L., &5
1 H OLF R EREDS 2,000/mmd Kl ThIUE, B AIEMT L2 L,
(@) ARFNOFEGENEINT 2 L BHIEN L VR HOLONIBENWNHLOTHERETHZ L (1E
R FREE ] OO LD TEXZ2EWERH) 0EOS2MK) |
() AHFDOFHRFIZIL, MEEZFHE CTHEEY . B HIZ 250 XX 500mL DA B AR X1X 5%
7 RUBHRIZIER L, LRRHICL B2 TR 22 & ( [EH EoiEE] 0ESHR) |

B PR AR
(1) BBRT—21\vr—2
AR

(2) ERERZHR
BRI L

(3) ERFRIEEER
KPR L

(V. ity 2mH | 9




(4) AR
MR L

(5) AL
1) FEALLTHBRCHR
R L

2) HEHER
R L

3) REMHE
R L

1) BE - REIRB
LR L

(6) AEMEH
1) FARERE - BEEARERE EFRREE) - MERFGEREBRAER (TRERKRHER)
AR

2) RBEUHELTERFTEOHNERIEEMRL-REBEOHME
BARSAYA

(V. ipEcmT 2mA 10




VI, ZEGZEE(ICEHI HIEH

1. EEZHICEAEHLLEMRIZILEMEHE
N7 Y F xRV

2. ZEBEEH
(1) YEFABRL - YEFARERE ©
WNEDB-F a7 Vo 7a=y MG L, BEGZME LLZELSED, ZOEMICEY
WoNVE & F 27U EOBRPERRRE 2 U VE TR RSB . ORISR 2 56635,

(2) EHERMTDRBAM
AR L

(3) 1ERARIREFR - HHiEEFR
MU ER L

[w.%%%ﬁm%#%@ﬁ] 11




VII. EYEREIZCEHT SIEH

1 MEREQES - MEL
(1) A AN MR
s Rk L

(2) B RETIERY
AR L

(3) ERAREEACTHBE hic e
DR L

(4) HEH
MU ER L

(5) BE - HRAROEE
Vil &£t (ERLOIESH) (CEYHEE 7. HEER (2 HRAIEELZOEA] 22K

(6) BEH (REaL—3Yy) BFICEKYHBEALE-EVMEARNEREREESER
B - L A

2. EYERERI/INTA—H
(1) fRFAE
MU ER L

(2) WIREREEM
AR L

() NAATRASEYT 4
MR L

(4) HEEEEY
AR L

B) U753 VAR
LR L

(6) NTETRE
EE e L

(7) MEEEREE
LR L

(Vi e 2 12




3. RIR

RMER e L
4. o
(1) Mm% —mxEIPT&@aE
BRI L

(2) hik—HRAEEEAY
VIl Rett (EREOEES) ST EE 6. EELGEROIELZOBARVRLESE ().
10. $1R. ER. BLRE~ORS5] + LM

(3) Fit~DBATHE
Vil Z£tt (ERLOIES) ICEISHEE 10. i#F. ER. RLGFAORE] 2201

(4) BEEA~OBITE
AR L

(5) TOHMDIEHADBTH
AR L

5. {X#
(1) RBERLL R AR
MY BRI L

(2) RFICEHE5T 8K (CYP450%E) D FiE
T & U TERYARHIEESE CYP3AL TRETE NS,

(3) NEBEBHEOHRRUEZOHE
MR L

(4) RBEWOZHOEER VLR
LR L

(5) FHABMORERIN/ S A — 45
WAL L

6. it
(1) eI R UHRER
MM ER L

(2) etz
P L A

(Vi e 2 13




(3) HeittiERE
P L

7. hSURK—S—IET B
BB L

8. BAEI&BREE
R L

(Vi e 2

14



VIII. &% (FRALOEESE) ICEI 5EE

HAREZDER

[EEY
3

Kﬂ@ﬁ%ﬁﬂl?(D%eumm@merMF)@ﬁ¢ﬁﬁmfﬁU AEIDFEAICKYVESE
IS (EICFDERED) . EERPEZOEELEERARVAEIE DRARBENEETEL
D%t%b BHHENTWNDS, LIzA>T. FEIZETHALCEEEL. BEBFCHAIRIETEEE
BREEICEWNT., NALERREICTALEHE - BEREZFDOEMD L & T, AFDOESHEY) & BT
SNBEBICODVTDHERT S &, Tz, TROBFIZEES LAV G EESEEDERETE
BTS2 &,
(1) EELGEHRINSIOHDESE
(2) BREEZEHLTLDIESE
B)%%éﬁbﬁmr®“bmé$%
BEORIRICEILL, BEXIZORKICEDIUERVEREZ+2HBAL. AEZHTHLEE
?é o
AFDERICHEz > TIEHRAXEERZDND &,

2. ERRNRLEDER (RAEZZED)

(2 B (ROBHICEEBELGENIE) ]

1) E%E%%Wﬂ@%é%%
[BEREERGYEF L L, B L2 2 Ln3dH 2, ]

(2) BEEZEHLTLLESE
DEGLENHE L, Bm e 2520355, ]

B) HEBEZALBLEDTEOLNIESE
DRGYENHE L, BmiE 2520305, ]

(4) AFIRERY VILR— 80 EFHAFNT Icxt LEELBBEDCRETEOHLEE
[(KANIFRY I _X— 80 =& HT 5, ]

(5) FwRXIFIFRL TLSAIEEEDHSHEE ( [1TF. EiR. RALBFEADES] DIESR)
) ERARY I AR— ] 80 GAHANCOWTIE TRt d 2272 &0,

(fiat)

(4) AFNFEM & LT, 20mg/imL /31 7 /LIZ 0.54g, 80mg/4mL /3o 77 /LZ 2.16g DAY Vv
R—h 80 ZEALTV5, UUTOERRY Y _— | 80 GAMAIDFIFEIZ. Zh b D3EHl
2L BHEUEOBEEREE AT 2 BE~OARFOELGIRE L COREEZBRET HHOT, 2
HOIFIOFBEHZFHIRT 5 DO TIHR, £, F—HRIRD OIEFITH EHUIND 7
D2 Emb, IRGE4 TREdlT %,
(RY I N_—180, W4 : E/ AL AR AFoF LY LeH e Tween 80)

(VI bt (B EoMERS) BT HEA |15




FHEARYYVILA— |k 80 SHE5F (2023 &£ 9 AHRE)

RN IER W5E4
119 | Z o Hhafig R %K & A Y7 Y g #RE 300mg
TATNT 4 TFIEL120mg A — A V2 X —
T AHNT 4 T 120mg U oY
AR T 20mg R
7 A E Y —F T 70mg
TAEE—FETFIETONG X TT v 7 A
7Y a B FHE225mg VU Y
TVa B FE225mg A — h A vV =y B —
L r v AR 200 me
U o B R 500 me
131 | ARFLAA ANAE 2 BT RNES A > b 120mg/mL
212 | AREEWR I T XA A a R 150mg [TE)
T Va1 150
218 | AR fSE A A L —H {2 Y 140mg v
LS—H [ i 420mg A — b X = R—H—
229 | OO T AL X—71 7 [ R 100mg
X —71 7 [ F{E 100mg =
X—1 7 K FiE100mg & U o
N X —7 F B R 40mg > ) Y
TEANA TR TE21I0mg v U oY
TR ANA T PTE 210mg S
239 | OO LIRE A U 3 r— RAGHFERER 100
A7 )R~ T BS milEEEM 100mg TNK]
A7 )X~ 7 BS milEM 100mg [CTH)
A7 U X~7 BS Al EEA 100mg [HET)
A7 U ¥ <7 BS A EEMH 100mg [&HpH ]
A7 ) F~7 BS AiEER 100mg [7 7 A #—)
TrA A NEERER 150mg
T Z A A R EH 300mg
TV XA AR T 108mg R
TR CAE T 108mg 2 Y
7 a AV A R 235mg
RAT F L& b A EE 150mg TNK]
72 AR — S EHE 300mg
AR = T 100mg A — A Vs X —
AR — T 100mg U oY
245 | BB HLE A gL R-A E A BEEIEN 7K 40mg/imL
v h-A B R BASEZE N A KRR 50mg/smL
VT R
249 | ZOfMORNLE Va—7U 2 SRIEFHF Y  11.25mg
HHRNLE HZET) Ua—7Y 7S 1.88mg
V2—7"U S 3.75mg
Va—7"U U EFHF > b 1.88mg
Va—7U R > b 3.75mg
Y 2—7"U > PRO EFHF» k 225mg
Va—7nr LV UFBEERAS > - 1.88mg NP
Va—7nm LV UFBEERAY > b 3.75mg NP
Va—7nvl ) UEBEEESAx > - 1.88mg [H5 75
Va—7ul ) RS A% > - 3.75mg [H5 7))
MVY T ¢ 2R 0.75mg 77 A A
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WRE4

311

X I AKOND A

ohha—/L7EE05

ahhr—/LE L

T Y F—VERERR 0.5ug TR

J b Y A= VEREIR g [F)

~ XY ALY D VBRSBTS Y Y 250 A A )
< XY AL b= AFEBH ALY P 5ug A A
<X Iy N FREENT Y Y Y 100 A B A )
~ XY = EENT Y U v 25ug (7Y —)
XY AN NV EEEHT Y Y bug (7Y —)
<X YAy b= VEEEHTHC Y Y 10pg 7Y —)

317

RBEEZI VA (EXIv | A=Y MV
A DEARIAIZFRL) ARy « = )LFE

v2 Yy FEFX Y b

325

727 X R

T LR A8 NFL S8k
TV R A S NF2 Sl
F AL 1 BT
XA 2 BgiR
TNHY w7 LB
TINHY v 2 HiEiR
TINHY v 3 EEIR
ARV TN R =r (1

T )L 2 Bk

339

Z OO MK - AR ISE 7T SR T5

77 IESTIR 150

7' SR M300

VAR IV [

77y Y150

77 v Y M300

TANT T AFLBSHET5Ug >V Y INKY

T 4NT T AF L BSTE150ug vV Y INK]

T ANT T AF A BS 1E300ug vV Y INK]J
TA4NT TAFLBSTETEUG VY Y INIG)

T 4N T AF L BS ¥E 150ug vV > INIG)

7 47T AF 2 BS HE300ug >V Y INIG)
TANT TAFABSHETSUY vV Y [EFH )
T 4NT T AF ABSTELS0Ng vV Y [EFH
T4NT T AFABSTE30Ng VY Y [EFH
TANT TAFLBSETEHNg VY Y [F)

T 4T T AF L BS H 150ug >V Y TR

T 4NT T AF L BSE300ug vV Y ()
7 % A 200mg

H1 7Y EESHA 10mg

395

=]

T R T YA SRR ERER 2.9mg

T F N7 600

T F N P 1200 7

T F N P 2400 7

7 v k%Y 600 7

7 v ko3 1200 5

T v kR 2400 77

T LA AFEA 400 HAL

T 7T WA IR ERER 5mg

<A AW A LA EHER 50mg

THNYZ—F ~N—% BS sl 5mg [JCR]
TN H—F R—4& BS LiHEHE 35mg [JCRJ
X7 AET WA AT 100mg
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Pk ke g d

399 | fiz B S N WETEE | 4 T U A PSR 150mg
3 dh T R R —EHK 750

T AR—F T 24000 >V ¥

THRTF T NT 7 BSHEETE0 vV Y [ICRJ
TRTF T T7 7 BSTE 1500 U ¥ [JCRY
TARTF TV 7 BSTHE 3000 VU ¥ TICR)
THRTZF TN T7 7 BS 1 750 [ICR]
TUR=—THE50mg Y Y

VR =—FFESIMg A — b A V=g A —

AT T —F R T 4mg v Y

AT T — T SiHEE 130mg

bt =37 FE20mg U > 0.2mL

b= 37 FHE4mg &V Y 0.4mL

bt =37 80mg + VU > 0.8mL

b = X 7 T 40mg ~<> 0.4mL

bt = X7 & T 80mg ~< 0.8mL

FATEFE Sug 77>V oY

FATERE L0pug 77U Y

FATERE 15ug 7T U oY

RAT VR 200y 7T Y Y

FATEFHE 30ug 7TV Y

FAT SR 40pg 7T Y Y

FATERE 60pug 77U Y

FATERE 120ug 7TV Y

FA TSR 180ug 7T VY Y

It T 47 AKTFETSMg Y Y

a7 7 ARCFE 150mg <

ok T 4 7 AR 300mg

hVY B2 R 80mg A — b A vV = T H—

MY BEFE80mg U Y

N Y 2 F R 120mg

AU 22 g #EE 400mg

R ZRF B TFE200mMg A— A Py 4 —
AU Y R EEFE200mg Y oY

7Y — R E—& T 10mg

7 U —RA¥E—H [ TFiE 20mg

7V — R B —& T 30mg

N F Y TAT7 7 BSESLg v Y =51
AN_PRTF > TAT77 BSTELNg VU >y [=F0)
FNVRRETF T7 7 BSTE15ug >V > [=H1)
AN_PRTF o TAT77 BSTE20ug vV >y =50
HNVRKRETF 777 BSTE3ONg >V >y [=F)
H VSRR TF v 777 BSTEMOug >V >y [=H)
AN_PRTF o TAT77 BSTEGONg U >y [=F0)
HNVRREF v 7077 BSTE120ug >V v =50
FNVRREF v 7077 BSTE180ug vV > =5
FNVREF o 777 BSTESug U ¥ [ICRY
H VR TF 777 BSHE 10ug >V > [ICRJ
HN_PRTF > TAT7 7 BSTE15ug ~ VU > TICR)
HNRHExF L 777 BSTE20ug vV v [ICR)
HNVRRETF Y 777 BSTE30ug >V ¥ [ICRY
HNRHExF L 777 BSTEAOug &Y v [ICR)
HNVRREF Y TV 7 7 BSTE60Ug >V ¥ [ICRJ
HNVRREF 7077 BSTE 120ug >V > TICR)
HNA_RTF L T 7 BSE180ug VU > TICR)

i

12741 141 741

(VI bt (B EoMERS) BT HEA |18




Pk ke

WRE4

399

LI 7330 & AL 7R D AR

.

Sl
rean

i

ENARETF o T 7 BSTEFHR 5ug >~V v IMYL)
FNARRETF v 77 7 BS IEHKR 10ug VY > TMYLY
HNVRRETF > T)v7 7 BSESK 15ug >V > TMYL)
H VAR TF 77 7 BS JEHKR 20ug VY > TMYLY
ENARRETF > 77 7 BS {EHKR 30ug VY > TMYLY
Z_IREF v TV 7 BS [HEEHR 40ug >V > TMYL)
NPT F > T7 7 BS HEHK 60ug >V > TMYL
ENSKREF o 77 7 BS HHHK 120pg ~ VU ¥ TMYL)
ENSKREF o TT7 7 BS HSHK 180ug ~ VU ¥ TMYL)
HN_RETF > 77 7iEsug VY TKKF)
EN~RF o TA77EL0ug Y Y TKKF)
AN_PRTF > TAT7 7 15ug U Y TKKF]
HNARREF 77 7iE20ug >V Y TKKF)
ENNRF o TA77E30ug vV Y TKKF)
ENVRKREF 2 TAT7 7E40ug >V Y TKKF)
ZNV_RKREF 2 TAT7 7HE60ug >V vy TKKF)
ENSRZF o THA77E120ug vV ¥ TKKF)
HN_KREF o TAT77E180ug U > TKKF)

ML AT 07 BT 100mg U Y

AV T T 100mg U oY

T XY L~ BS R 20mg vV ¥ 0.4mL [FKB

7 &Y h~7 BS T 40mg >V ¥ 0.8mL [FKB]

T A Y L~ BS i FiE 40mg 2> 0.8mL [FKB)

T XY h~T7 BS T 20mg >V ¥ 0.2mL TMA]

7 &Y <7 BS TR 40mg >V Y 0.4mL TMA]

7 XY LA~ BS £ FiE80mg >V Y 0.8mL TMA]

T XY L~ BS R 40mg 2> 0.4mL TMA]

THEY L~T BS K TE20mg >V Y 04mL (55— =1k
THY L~T BS K FE40mg vV ¥ 0.8mL 55— =4k
7 &Y h~7 BS T 40mg < 0.8mL [ — =3t

T &Y h~7 BS R 20mg >V > 0.2mL [CTNK]

T A Y h~7 BS K TFE40mg U ¥ 0.4mL [CTNK]

T &Y h~7 BS FFE80mg >V > 0.8mL [CTNK]

T A Y L~ BS i FiE 40mg ~22 0.4mL [CTNK ]

7 A Y L~ BS i FiE 80mg ~2 0.8mL [CTNK]

B 7w — i ERE 300mg

B ¥ Ly A TFELOMg A — A P H—
vl w7 AT 160mg U Y

RNy 7 2V TR TFHEM 0.4mg

RNy 7 AV TR 0.56mg

RNy 7 2V TR TFHEM 1.2mg

F VTR TFE30Mg Y Y

F TR FIES0Mg A — R A =y B —

VAT HX<T BS K TiE4mMg Y Y (F)

421

w2l

T A /L AR RREH 100mg

423

FUEG ST EY B

NRAR Y I EEH 1mg

(VI bt (B EOMERS) BT HEA |19




TN B

WRE4

424 | HUESGEAE Y K B

= R AR R FER 100mg TSN

= MR Y R SRR 100mg [92 F)

T hAR Y R A ERE 100mg TNIG)

~ 7Y RiE 100mg

Z A7 v E 100mg/5mL

2% T — VR ERE A 20mg

H T — )V i A 80mg

T B X T )V i ERHE 20mg/imL

T B X T )V i ERE 80mg/4mL

K& & %&b S EE 20mg/imL TEE)

RNt % %%V s 80mg/damL TEE)

K& & % & L i s 20mg/imL TNK

RNz & & L S AR 80mg/4mL TNK

R & & VS EE 20mg/imL (72 7 7 )

Kt & & L 8 80mg/dmL [ 2 7 7 |

K& & %2 L S R 20mg/imL 47 1
K& & % & L A IR 80mg/amL [ U 1 |

R & %t L S #HE 20mg T4 D o |

N & &L iR 80mg T4 7 A |

Rt & 2 L S R 20mgi2mL T4 )

R & %k LS R 80mg/smL T2 1)
Rt 4 %L AL 20mg/imL [ h— 17 |

Kz & X&)V 85 80mg/4mL [ h—177 |

Kz & & L8 20mg/imL =72 |

R & 22 /L A 7k 80mg/amL [=7 1 )

Rt & %% L SiE# R 20mgl2mL TR A B —F |
Rt & %L S LI 80mg/8mL [ A B —F |
R 4 %2 USRI 120mg/12mL [k A B — 5 |
¥ 7 X ) s FRE 60mg
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Pk ke

WRE4

429 | F oo fER A 3R

U iR EHE 100mg

U X 2 i ERE 500mg

T =YX v 7 AR 100mg
h— U &L s IR 25mg

AT U VA S ERE 20mg

G 7R A ERE 20mg

7O — R i ERE 100mg
77— A 120mg
77— A 240mg

T ATV VT 4 R EE A 300mg
T LT Y T ¢ AR 400mg
XA hV— & S EE 100mg
YA T LY R FHERR 100mg
A T LA ER 500mg

Y — AR A AR EREEE 20mg

Y — R A AR R 50mg

U Y&~ 7 BS S EE 100mg
U~ 7 BS A EE 500mg
VY~ 7 BS miEE 100mg
V¥~ 7 BS AiETE 500mg
7 K& b U RS ERE A 50mg
~ 7% ¥ LR A S EE 30mg

A X7 ¢ 2V R ERE 120mg
A X7 4 Y R EE 500mg
v — U 1 bR ERE A 35ug
NNy X+ 7 BS S EE 100mg
NNy X< 7 BS S EE 400mg
A— b T —V SR 800mg
T X v by 7 A ERE 250mg
T N— SR A 100mg
H—7 U P i ERE 100mg
P—27 U Y R E 500mg

A ¥ = NAEJREERE 25mg

A ¥ o KA FRHE 300mg

V7 & 3 R FRE 350mg

NA VI T 250ug vV Y
NR LI FETFHES0ug vV oY
T 7% Y KR 4mg

T 7% Y B 48mg

TKHK |
TKHK
(77 A% —]
(77 A ¥ —]

(77 49—
(774 %—]

430 | JAEPEEE SRS

7 RAFa— - 1131 %
B L

449

ZFOMDOT L — R

T o B/ 'Y M2 FE 300mg

Tab sy NEFHE30mg v oY
T2t/ FECFE200mg Y Y
&7 WA v FiE300mg VY

7 K b7 —¥ R N 150mg > U Y

625 | HLv A v AH

B 2T ¢ miEEE R 500mg
a7 —7EEEE >~ b 300
a7 — 7 EsEE v b 1332
TN =)L RifERE b
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Pk ke

WRE4

631 | Y/ F U

AENRy I AR FETFE
AVITNECTHA T 7T TE—=38) 1mL

A TINZHFHAY 7 Fo [H—=4:] 21 2 0.25mL
AVINZYHA T 7 F 2 TE—=4 21U 2 05mL
TA LT

=Ny 7 TR

T — 5 VKRR Y v

LA v 7NV U 7 F 2 HENL [ 2 7 &) 1mL
7Yy AR

7L —13 K VERR R TE

VT — R QKRBT Y Y

NE 2P 7Y 7T

XX Yy RipiE

Ty A —EAH

634 | ik BLAIEE

T RARA NEEAS > b 250

7 KA MEFERF > b 500

7 RS NEEAS > b 1000

7 R_A NEREASF >~ b 1500

7 KA MEFEMF > b 2000

7 R_A NEREAS > b 3000
JARET7 > HFEM Img v U
JARE T HEEM 2mg v U oY
J A7 HERERA smg v U v
RRT 4 7 A 500

R T 4 7 AFEM 1000

R T 4 7 AFEM 2000

RRT 47 A 3000

J A=A NEREM 250

J A=A MEREM 500

J A=A MEHEH 1000

J RxzA MM 1500

J A=A MEHEH 2000

J R A MEEA 3000

TT 4 /A M ER¥ > k250
TT 4 /A MEHEAT > k500
TT 4 /A MR ¥ > k1000
TT 4 /A MR ¥ > b 1500
TT 4 /A MEAT > 2000
TT 4 /A MR ¥ > k3000
A T F R 250

A T F o EER 500

A F L EF R 1000

A T o 2000

A T e o 3500

TA 7 AF T EEM 250

A 7 AFZHEEH 500

TA 7 AF ZHFEM 1000

TA 7 AF TEEM 1500

T A 7 AF T 2000

T A 7 AF T EEA 2500

A 7 AF 7 FEH 3000
a—)L MU A FEA 250
aX—)L b U A &34 500
a3—L h U A FE A 1000
aN— v+ U A §E A 2000
aN— v+ U o §E A 3000
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634 | i SRAIE a7y 7 N F A 250 HAL
2> 777 b FEEE 500 BAL
a7y 7 b FEEH 1000 HAr
a7y 7 b F RS 250
a7y 7 b FES 500

o> 777 - FiESA 1000
AT R T 20% 5 FiE 1g/5mL
A B bT 20%FZ T 29/10mL
A B bT 20%FZ T 49/20mL
NA vy MEAETER

A A 17 N EER 500

A AZ8m 7 R 1000

A 281 7 NERER 1500

A Z%m 7 EEH 2000

A 281 7 NERE 3000

T EA HiEH 500

B #EH 1000

A #2000

A F#EA 3000

L7 4 XV T ERE 500

V7 4 %371 A 1000

L7 4 XV T EE 2000
AR 7 o FEM 1300

7 LER TR 15mg

7 VBT 60mg

7 LE KT 150mg

7 LE KT 300mg

F Y v —F A 250
vy v —A#H 500
Y v — 4§31 A 1000

Y v — A4 #E A 2000

vy v —A A 3000
Y v — 4§ 4000

639 | ZDfthod LR ELA| 77T AT AR ERHER 80mg

7 YT 5T I EEH 200mg

T 7T 5T R eI 400mg

T T AT TEL2mg VY oY
7T LT T 162mg A A v s A —
A LFR— AN 35

AT 0T Y o EEFER 25mg

A7 xznEDS300 75 U

A7z DS600 5 IU

YUY A g #HE 300mg

I A BT 90ug

T AR T 180ug

V= 7T N RRE 625mg

b b Y A R ERE 300mg

b b Y A HI AR EE 300mg/3mL
b XU A HI G #EE 1100mg/11mL
7Y ) i ERE 100mg

7 ¢ 7 — b R ETE 400mg

TV A E R 1.1

U AT 4 — TR 280mg
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3. FMEERIIHERICEET AFEALDFE L ZTDOER
V. AEICEAT 5IEB ] #2R

4. AERUVH=EICEET S2ERALDEEELEZTDER
V. JREICEHT HIEH] 22

5. EEREABRLEZNDER

BERE (ROBEICIKEEICRET S L)
() ERIF0HLEE
[EBHHEI S HEE L, RIEREF 2 0FET 28 Th i dH 5, ]
(2) FEIE 1R 2 X IFHERAEED 3 2 BE
DERZHEESE LB ZNRH 5, ]
Q) FEZEOHLEBE
(AR OMPHREN LA L. BHEARRS HobhsBTthnd s (2o dHE(2)
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FDA (2023 4F 1 A KE DO UsFF CE)
5 WARNINGS AND PRECAUTIONS

5.12 Embryo-Fetal Toxicity

Based on findings from animal reproduction studies and its mechanism of action, TAXOTERE can cause fetal harm when
administered to a pregnant woman [see Clinical Pharmacology (12.1)]. Available data from case reports in the literature and
pharmacovigilance with docetaxel use in pregnant women are not sufficient to inform the drug-associated risk of major birth
defects, miscarriage or adverse maternal or fetal outcomes. In animal reproduction studies, administration of docetaxel to
pregnant rats and rabbits during the period of organogenesis caused embryo-fetal toxicities, including intrauterine mortality, at
doses as low as 0.02 and 0.003 times the recommended human dose based on body surface area, respectively.

Advise pregnant women and females of reproductive potential of the potential risk to a fetus. Verify pregnancy status in
females of reproductive potential prior to initiating TAXOTERE. Advise females of reproductive potential to use effective
contraception during treatment and for 2 months after the last dose of TAXOTERE. Advise male patients with female partners
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of reproductive potential to use effective contraception during treatment and for 4 months after the last dose of TAXOTERE
[see Use in Specific Populations (8.1, 8.3)].

8 USE IN SPECIFIC POPULATIONS
8.1 Pregnancy

Risk Summary
Based on findings in animal reproduction studies and its mechanism of action, TAXOTERE can cause fetal harm when

administered to a pregnant woman [see Clinical Pharmacology (12.1)]. Available data from case reports in the literature and
pharmacovigilance with docetaxel use in pregnant women are not sufficient to inform the drug-associated risk of major birth
defects, miscarriage, or adverse maternal or fetal outcomes. TAXOTERE contains alcohol which can interfere with
neurobehavioral development [see Clinical Considerations]. In animal reproductive studies, administration of docetaxel to
pregnant rats and rabbits during the period of organogenesis caused an increased incidence of embryo-fetal toxicities, including
intrauterine mortality, at doses as low as 0.02 and 0.003 times the recommended human dose based on body surface area,
respectively [see Data]. Advise pregnant women and females of reproductive potential of the potential risk to a fetus.

The estimated background risk of major birth defects and miscarriage for the indicated populations is unknown. All pregnancies
have a background risk of birth defect, miscarriage, or other adverse outcomes. In the U.S. general population, the estimated
background risk of major birth defects and miscarriage in clinically recognized pregnancies is 2% to 4% and 15% to 20%,
respectively.

Clinical Considerations
TAXOTERE contains alcohol [see Warnings and Precautions (5.13)]. Published studies have demonstrated that alcohol is
associated with fetal harm including central nervous system abnormalities, behavioral disorders, and impaired intellectual

development.

Data

Animal data

Intravenous administration of >0.3 and 0.03 mg/kg/day docetaxel to pregnant rats and rabbits, respectively, during the period
of organogenesis caused an increased incidence of intrauterine mortality, resorptions, reduced fetal weights, and fetal
ossification delays. Maternal toxicity was also observed at these doses, which were approximately 0.02 and 0.003 times the
daily maximum recommended human dose based on body surface area, respectively.

8.2 Lactation

Risk Summary
There is no information regarding the presence of docetaxel in human milk, or on its effects on milk production or the breastfed

child. No lactation studies in animals have been conducted. Because of the potential for serious adverse reactions in a breastfed
child, advise women not to breastfeed during treatment with TAXOTERE and for 1 week after the last dose.

8.3 Females and Males of Reproductive Potential

Based on findings in animals, TAXOTERE can cause fetal harm when administered to a pregnant woman [see Use in Specific
Populations (8.1)].

Pregnancy Testing

Verify pregnancy status in females of reproductive potential prior to initiating TAXOTERE.

Contraception

Females

Based on genetic toxicity findings, advise females of reproductive potential to use effective contraception during treatment and
for 2 months after the last dose of TAXOTERE.

Males
Based on genetic toxicity findings, advise male patients with female partners of reproductive potential to use effective
contraception during treatment and for 4 months after the last dose of TAXOTERE.
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Infertility
Based on findings in animal studies, TAXOTERE may impair fertility in males of reproductive potential [see Nonclinical
Toxicology (13.1)].

F—A ~Z U7 D%%E (An Australian categorisation of risk of drug use in pregnancy)
D (202144 H)
D : Drugs which have caused, are suspected to have caused or may be expected to cause, an increased incidence of human

fetal malformations or irreversible damage. These drugs may also have adverse pharmacological effects. Accompanying
texts should be consulted for further details.
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(2023 4=1 H) | 8.4 Pediatric Use

The alcohol content of TAXOTERE Injection should be taken into account when given to pediatric
patients [see Warnings and Precautions (5.13)].

The efficacy of TAXOTERE in pediatric patients as monotherapy or in combination has not been
established. The overall safety profile of TAXOTERE in pediatric patients receiving monotherapy
or TCF was consistent with the known safety profile in adults.

TAXOTERE has been studied in a total of 289 pediatric patients: 239 in 2 trials with monotherapy
and 50 in combination treatment with cisplatin and 5-fluorouracil (TCF).

TAXOTERE Monotherapy
TAXOTERE monotherapy was evaluated in a dose-finding phase 1 trial in 61 pediatric patients

(median age 12.5 years, range 1-22 years) with a variety of refractory solid tumors. The
recommended dose was 125 mg/m? as a 1-hour intravenous infusion every 21 days. The primary
dose limiting toxicity was neutropenia.

The recommended dose for TAXOTERE monotherapy was evaluated in a phase 2 single-arm trial
in 178 pediatric patients (median age 12 years, range 1-26 years) with a variety of
recurrent/refractory solid tumors. Efficacy was not established with tumor response rates ranging
from one complete response (CR) (0.6%) in a patient with undifferentiated sarcoma to four partial
responses (2.2%) seen in one patient each with Ewing Sarcoma, neuroblastoma, osteosarcoma, and
squamous cell carcinoma.

TAXOTERE in Combination
TAXOTERE was studied in combination with cisplatin and 5-fluorouracil (TCF) versus cisplatin

and 5-fluorouracil (CF) for the induction treatment of nasopharyngeal carcinoma (NPC) in pediatric
patients prior to chemoradiation consolidation. Seventy-five patients (median age 16 years, range 9
to 21 years) were randomized (2:1) to TAXOTERE (75 mg/m?) in combination with cisplatin (75
mg/m?) and 5-fluorouracil (750 mg/m?) (TCF) or to cisplatin (80 mg/m?) and 5-fluorouracil (1000
mg/m?/day) (CF). The primary endpoint was the CR rate following induction treatment of NPC.
One patient out of 50 in the TCF group (2%) had a complete response while none of the 25 patients
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in the CF group had a complete response.

Pharmacokinetics

Pharmacokinetic parameters for docetaxel were determined in 2 pediatric solid tumor trials.
Following docetaxel administration at 55 mg/m?to 235 mg/m?in a 1-hour intravenous infusion
every 3 weeks in 25 patients aged 1 to 20 years (median 11 years), docetaxel clearance was
17.3+10.9 L/h/m2.

Docetaxel was administered in combination with cisplatin and 5-fluorouracil (TCF), at dose levels
of 75 mg/m?in a 1-hour intravenous infusion day 1 in 28 patients aged 10 to 21 years (median 16
years, 17 patients were older than 16). Docetaxel clearance was 17.9+8.75 L/h/m?, corresponding to
an AUC of 4.204+2.57 pg-h/mL.

In summary, the body surface area adjusted clearance of docetaxel monotherapy and TCF
combination in children were comparable to those in adults [see Clinical Pharmacology (12.3)].

BRI D> SmPC
(202343 H)

4. CLINICAL PARTICULARS
4.2 Posology and method of administration

Special populations:

Paediatric population

The safety and efficacy of TAXOTERE in nasopharyngeal carcinoma in children aged 1 month to
less than 18 years have not yet been established.

There is no relevant use of TAXOTERE in the paediatric population in the indications breast
cancer,non-small cell lung cancer, prostate cancer, gastric carcinoma and head and neck cancer, not

including type Il and 111 less differentiated nasopharyngeal carcinoma.

i
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