FEINo. 2 — 1

ERZFETTFDIDADREICEIEE - ERTEEES~D
SIVER - BREFREICONT

FR165E4A 18IS FER16E7A31HETCOREZHS

1. BEREBEICDOEEREFORER -BRESEE (E77F0D4A02E11H)

(1 EREMNOHRERR
ElEREE BRERE
ERAEESRBEHH () 8,868 76
—RAEERKBSER () 116 -
=X 8,984 76
)N EEADORERR
El{EAsE RRERE
HBEGHHUE) 17,819 43

QG)NETOHLLGHBEOHSRER

REHH 129
(O THABRBEDEERR
BmEHFHUE 456

(E$No.2—2) (B¥No.2—4)
(E$INo.2~3)

(B¥INo.2—-5)

(&¥No.2—86)

2. EEXBEEEMOEERORER - BREBS(E77&£040258210)

BREHH ()

1,577

BlEA - BREREORHBRICOVTOIEER

1) BER-BEERSICOVTIRE. EEREOERBEATHLEIOEZSHUEEXESRUEEBEEIOLRE
Shi-20THY. BAICEERLOEEHEZFMLIZLO TIEAL,

2) BIER-BREEREOHHIOVTIX. FHR16F481B~FHK16E7A318 (LUT. IRREHAM
EWLS ) ITRHEESNE-BHFOBREEDHEETRL-LOT. R—OEMNICEROBEENTEL. UEFH
BHOLENS TN ENHESNTZIGE. BEELTHIUMLTWS RO, CIISREN - REG RN FOETE

EHBICE RGN,

3) B{ER-BEEREOHHITOVTL. BEEHLFRERMPICHEL LRI EBMERICKYRRERL
BESN ., KBEHMFICHEERY TITRBE . FEHNLRIAShTNS,

4) NEEFOBRERVEEERENIOHREOHHT. ERAERERL—BRAEERKOAHHATHS.

5) H#INo.2—2 2—-3DHEF L. BIERLHNOHHERLEZLOTHY . VEHNTHEROEEREHRR
THEENHAIDT. HESHBESH LI BEENRKICADERTITEL,

6) EfiNo.2—2 . 2—3DEERABIZ. REOH— OO, ICHEREEAEEL B K ER (MedDRA/J) [ZURE
ST BB (Preferred Term: £ AXEE) THRIRLTLS,

7) E¥No. 2—4DREPERE(COVLTE. FEEFITLIZ. HEERUVRBREELEIREL TS,

15/21



EREIERBEORR (—RAEES)
B)

(EFR16F4A1B~FR16F7A31

EFHiNo. 2 —3

(BN EIR)

16/21

1.6

ERERE [2&PEBIO I EFS2250mg CAXART— 1
MR A ELAR 1
IRE 1
REBIEE |28 7HEFFS/T712265mg, ITUHFERF300me, JOLDLY) [REEE 1
JLRFE200mg, EKHITA250mg
BRT& 1
hEHREIRTEMARE 1
:9 . 1
EYERE 1
REEBE |1RPT7EFFPE/T1233mg g%mﬁmlp 1
1
| - B m ek 1
FEEERE |28/ 7071150me, EAKHTTA280mg, FUINAYTO |AF4—TUR -2y fERE 1
ELTZEFILRFEEOmg
mEEEE [2Rb 77071 144mg, TFUHIR84mg, JALTLYILR [RF4—TU X3y iR R 1
F200mg, EXKHITA250mg
IFEEE 1
R 1
I P B o S B 1
FEMERE 28770712 150mg, FSRFH LEE140meg, EKhDzA |BHHEE 1
>~80mg
RERERE |2&RP/47707x2150mg zz&%&tﬁmﬁﬁ 1
F 1
MEERE [4RDPITUYIF1g, PEINPI/T12600mg, BAKHATzAU14 [hEERRIERMARE 1
Omg, ZVILAY7aBIL7EFILRFE120mg
MREERE [2RDPT7ENZS/T712300mg, TTUHEF400mg, 7UNAVT |[F5EE 1
O L7 E2FILRFESOmMe .
| - BE 1
MEREEE [4DP7EFFS/TJ12600mg, IFUHIR1g, 7UNAVUTOE | B A 1
FTEFILRFE120mg, EEKHITA2200mg, RUITHFFFIVI10
mg
REMERE |15 7XEY2330mg, EFOZILHAF100mg FTFI245%>—avs 1
B3 000 Bk A 44 1 B 2% 1
REEEE |4fFh 7 AP 1. 328 RETT R IL400me, DEFOXS 7 [MEEMES 1
NE=L-FS/EFEIE200mg
fREAETRY |3fEh 7 FFPS/TJ12900mg Bt i 2. 1
fREMETRE 1@ 7 XEYUL0. 5g FF I 5% —395 7
REEREE [18920g)h7A493g, Fav=r -hoJHE2e, A4 5g B |FEE 1
V™ A(8g
BENmES 1
MNEE(RA) |37 ENPI/TI0675mg, VIVERUEFI R 48meg, |hENES 1
EBRAIFRUD N Tmeg, PRIALEVEEF R L500me, EKAH
J7I4>90mg, IAYEIREI X X400mg, BV IIHAEK357.
14mg, 2a™%3HxkK150mg
MMEE(REB) 180, 5g)h7EF7S/71300mg, dI-EBEAFILIIIRYY bR FIETRREE 1
20mg, YVBECEROOF A2 8mg, d-JLAVEEYAON T =53
1. 17meg, EAKHITTA225mg, AIYLIXFRX111. 1mg, =5
UIXRX14. 3mg, DV I ITHFRX150mg
MMEARA) |3abSREFH LET7S0meg, 7EMP3/J12450mg, TFUE| LIEEE 1
K750mg, L ABEOONLIDI=S53I7. S5mg, Vo BOEFDOT
A224mg, di-iEEFBAF I T IR 60meg, 7 V¥a—ILAILKRY
EAHYH LA150mg, BIKHITA75mg
MEEMAEB) [1201. 2g)h7EFPR/712300mg, BV F—L20meg(H [BEBEEMESR 1
), U ERRaT A2 8me, /JAAE16mg, dI-IEEAFILT
J2xKY220mg, XLAVEEHDILE /XH222. Emg, T7A7THR
241, 67mg, BKHTTA25mg, ERALTFFPI8me, Uk
TSE v 4mg
LEEERTE 1
FEHIBERRIE IR 3 1




EE

mRE

EORE

B Rt

M EEAEM

1801, 2g)hiERIOLAF L 4mg, BV F—L20mg(H
i), Yo EROOFT A2 8me, dI-BEEAF NI TN 20mg,
TLAVEAINE/F Y2 Bmg, PEFPI/I12300mg, K
HI7xA4225mg, ERAMTFF7I8mg, VARISE4mg

BIRHAEERE

nEERRA)

3461(4. 5g)hF7EFFPZ/71900mg, d-IL A EH/OLTT=
5323, 5mg, ERAVXBEFRE D 75mg, EKHDTA2150m
g TP a—ILANLAKREEH) I L250me, MEEEIFXT. 33
5g(/NEEES. 01g)

NEERR)

3VHBRBEIEIXR850mg, 7HEFFS/TT715mg, ILA
VEEHIOILITI=S527. Smg, ERAVXEEFARET L 60mg, /XD
Er48mg, 7V a—IL ALKV EEHY D L200meg, EARHNTA
> 150mg

MEE(RA)

18 (1. 2g)pEMIOLAXI V4mg, BIEYVF—AL30mg(H
i), PEFPS/712300mg, RLAVEEAILE /X HE22. Em
g UrBIrROaFT 4y 8me, di-EEAFIL I IR 20mg, /
ZHhE16meg, BKHAITA225mg, ERLTFFI8mg, U7
SEY4mg

M (RA)

341(3. 6g)h7EF7PI/712900mg, LAV ESOILIIZF3
>7. Bmg, YUBIERFOaT A2 24mg, dI-IEBAFILITIFYY
60mg, KNI A275mg, FPEIUPRINT4K24mg, JRTS
E>12mg, hJraKRK800mg

R RAR

#HE

FHEE
EER IR RRARE
B i Bk B )

MERERR)

OFERT7 I/ 900mg, Vo BECEROOT A 15mg, dI-18
EEAF I TR 30me, ILAUBIOILTEZZS537. 5mg,
KNI A(75mg, EFZIUB2 12mg, E43X2C500mg

TFI245F% =399

MEE(RAR)

EPERINLATL V4mg, BT F—L30me(Hil), 712
FF2/7x2300mg, YLAVEEDILE /X HZEL 2 Bmg, YD EED
EFOaF A2 8mg, dI-BEEAF LI IR 20mg, /JAHE16
mg, BIKHITA>225mg, EXALTFFI28mg, YJKISE4mg

FeERE

MEERM

3P IOLAXL VAmg, BT F—L20mg(H{E), V>
BorFAaTA>8mg, dI-IEBAFILITIIRYL 20mg, LAV
BANLE /Y32 Bmg, 7EMPI/TJ12300mg, BXKHTxA
2 25mg, ERATFF7I8mg, YRISE 4mg

hEERRIRTEALAZIE

MEE(RA)

9P DITILEEILTATF 1. 34mg, BBV F—L(UJF—LE|E

LT)90meg(Afli), RSKFETFILHOALFO. 3mg, 7P/
712900mg, YoBECEROOF A2 24mg, /AHAE48me, dI-
BEAFILI TR 60mg, BKHATTA275mg, AUTHFTFI
24mg

MEERA)

3D 7L+ 72/I72300mg, 1EIEY S F—L20mg (A1), U
BorFOasT4 4 8me, JAAE L 16mg, dI-1EEEAF LT IR

2 20mg, TLAVEEDILE /X Y3222 Smg, TT7A7x1 41,
67mg, TEAKNITA25mg, EXLTFF7I8mg, URISEV4
mg

TFI245F%—23vd

FEER %
EE RS

MEERA)

3EPATTOD1150mg, BEETRLAF SV Amg, YUETE
FOaFA4>8mg, /JAHE16mg, dI-EEEEAFIL I IR 20m
g, LV F—L30mg(h{lE), RLIVEEAILE /X2 H322. 5m
g BKHIIA225mg, BEEFTI8mg, YRISE4mg

(LT3 3

MEERA)

9P A7 7O071450mg, RLAUEESIRIILDTI=5327. 5me,
YoBSEROaT A2 24mg, dI-IEEBEAFILTI IR 60mg,
KHTZA75mg, YRISE12mg

£
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RA%

FEERR)

SRR IR LBAILTRF 1. 3dme. BIE)F—L (VI F—LE |

LT)60mg (A, 7EFPI/TT2900me, Yo BECEROaTA
24mg, /AAE36mg, dI-IEEEAF I T IR 60meg, 7
a— LRI HRUEEDYD L240me, BKHT A 75mg, A
TH+FF324mg

g. 7Eh73/712360mg, RIEKFETEFAMAAMNL TP 48
mg, /JANE>48mg, dI-IBEEAFIL T I 30mg, ¥ 7a—
LRIV EEA) S Li250mg, AV HIHRAEKT2mg(h ™50
4mg), A HEIFA80mg(FE2g), |AKHTITA150mg

BIE BT 2% 1

Bifi 2% 1

MFEAR) [3EPILAUVEIOILII=S32. Smg, FIVBARUMEIRL) [hEHR R IEERARE 1
>/16mg —

MAEE(RA) [9fEdhd-TL AU 0L TT=5323. Bmg, TTFVUHYEFO00m (FFHRERE 1

MrEERR)

6h7ELh (T IO 450mg, d-LAVEEHOILTT =S

3. Bmg, ERVXEFARETD U 75mg, |, dI-EEEAFILITIRIE6
Omg, J7Ya—ILANKREBHIIL250mg, KA 75

mg, BEEF73IV25mg, YHRISE12mg

[F 3

i 7K B

MEERR)

6Nt LA TAE LT FEY2300mg, 773/ TJ145
Omg, 2IWBEILYXF 1. 34mg, 7z SV EEIORSAFL8
4mg, /AHE48mg, dI-1EEEAFIILI TR 60mg, 7L
H)7aF1F+r—+E30mg, BKHITA75mg. BEFT73I24m
g, WRISEY12mg, VPV IFX100mg (=P 1g)

RTF4—T R Ay EER

MEERAR)

AT NPT EFFS/TJ1720mg, hvar BERIFX834m
g(Bi8B5g), /JAAEL30mg, TLAVEEIAILTII=53V7. 5
mg, BKHI7A275me, ERETAEBETILE=DLA600mg

hEER RIRTCAAAE

NEEAER)

6hQTEILHF7AE)750mg, 7EM7S/7x2450mg, 7/
HLRAF1. 34mg, /JABE48mg, dI-IEEEAF LT IR
60mg, EEXKAIT A 75mg, FAALE U EET120mg, 2ITFILAY
054+ —H30mg

RF4—TU R0 ERE

hEtt R R IRTER AR

A EERA)

6Tt T7EFE/TT660mg, TFHFEK400mg, ILA
BRI DI=5327. S5mg, dI-IEBEEAFILIT IR 60me,
KATTA275mg, YKRISELOmg, NARY L 40mg

PFHo245F%—-3v9

M EERA)

6h7TtIBPEFPR/T1900mg, YLAVEESPOILDI=SIY
7. 5mg, ERVABFRED67mg, dI-EEEEAFILTIIRYL 40
mg, EKHATITA125mg, N TAFFPIV12me, VRISEL3S
mg, 34 ™4. 5mg

TFI245F—avy

T 245F%—RIG
BBt5-o0

A EERA)

60mLB 7 EFPI/T71300mg, BEEC I ERSIE25mg, V)
CEOEROaT A 8me, dI-EEEAF IV Z IR 20me, FT7Y
OA— L ZIIRUEEAY 2 L80me, EMERBEI X X300mg (4Ed8
EH&E3e)

N ST
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TOMhoE® [1fEDar FOC/F o RBEEFH) 9 L260mg 1FTY 1
HERE
e RS Ed 1
O IE R 1
GRS 1
—fEEREE |[1mLHU5/707120. Bmg AEUSA 1
MEE 1
REMEBE [1TMLBRILI7ANEY S —)L40mg, TUVFILYFUBEZ A S L1 R AHET 1
mg
BRRE 1
SXARRE 12 (1g)FARFKY220 0. 67mg, FUYFILYFUREA6. Tme, d [TLLF—1ERERE % 1
RULAVEEZONLIT=S532mg, EFETVAIRLI TR 60me,
#E;IKHITA25mg
EXARBRE 1HFEDPILAUEIOILTITI=SIV6me, BRETJI =LY 3meg, KHETHM 2
BRI LT/ /—ILF3IB84mg, FVSIHX12mg
FHEREERER 1
mepr7IS—F¥ 1




ey  BHE . o EsEE o
FER R & 1
H 4 i 1
T &R 1
SXBERRE[2ATILPIEREIT=ILTO/N/—ILFZ90me, BAKAIIA1|BIBEM 1
OO0mg, ILA2EEHOIL T =532 8me, NIFUFET7ILHOA(F
0. 4mg
R 1
it 4 Ifn 1
BiEmE RNEE 1
SRXARRE [2HT7E/ILG3H{ESYTO/RERE,. 092mg, BEETT=/LTO/N  [IEHIE 1
J—ILTF73275mg, EECII= LESYLT7. Sme, EKATTAY
100mg
SLEANRE [2hT L hILAUBAIVE /X HI12mg, BBz LT0O/N [RREROE 1
/—ILF7E280mg, RSKEUFHE7IILHOALFO0. 4mg, ifdb')/?‘—
L30mg(Affi), EAKHITA2120mg
EYiRTE 1
SLRARE AT BEERIIIZILESY U 12mg, ASRUFETILAO/R|ZEBHHEL 1
0. 4mg, JUFN)F B H)9 L60mg, 7T A 75mg
B XHAARE [3HATELDPILAOBIOILTII=SIV12me, BRI TO | RFT4—T X DV GEEEE 1
N/~ )VFZE75mg, ASFUF#E7N0LHOLCLKO. 4mg, o1V
120mg
SXRAASE N00MLBPIERTISEROYVYLO0. 1g, ILAVESONTIIZSE |BIREEA 1
>0. 5g, B HFR=.L20mg
BARIEIEAZE (6T PhB80%/ U TFUKBRI75mg (/U TF300mg), |EERFIE 1
JARXFO—)L600mg, Bfffd- o -+F370—)L100mg
HE5E 1
HEEERE [Na(g) hifAM LTI FE050mg, /JRAAEL20mg, hryY [BE 1
DIXZAEKE6mg(hY™H330mg), F7Ya— ALK EEHY
9 L90mg, EKHITA250mg, ILAVEHILE /XHYZ4mg
EEERE (3836 PULEIEROOT A2 30me, /JAAEL30mg, dI- |22 BRXSEERE 1
EBEAFIITIIFYY75meg, TLAVEEYOILIIZ=S5229mg, &
FXa— N ALK EEHYIL240mg
HEE-EE-H 9P HERFHRIEE (SI9KRVEXR)45me, FAFFRE—ENT |FEE 1
{t-BiBE%#2LL|135mg, EFF18ug
LiEET 5%
()]
ZREBE 1
ERAIUH2 [MRPIFPEFD10mg HEE 1
SEGKERA
SHE
ST 1
BTE 1EPEHIT I Emg Reg$ER 1
HEE-2B-H |38 (3. 6g)PERARILY AR, 5g, ZILTFHH90me, 2LV |k 1
{t-BE#2L T4 a—VEE30mg, EAFF7ARE2—E 1000 120mg, HYJ
LiEET2E [UEK150mg, O—FIHFX3EHO90mg, I1%39%K90mg, &4
)] EX150mg, 23 F3EK90mg
HEE-BEE [AGPEDE700mg (r1E200mg, TI3H - KL /R 150m |FFEEES 1
{t-8BiZH#2L g, 214F3975mg, 192 %-h V& 50me, Jao¥am2s
HiEETAE |mg), HEHERIXRAEX140mg(vI¥9-ho I HE280me)
1)) .
: FEE 1
FOMOWBR |28 (60mL)PEFEIFXIH 11mL(PA95g, THam-44 FREA 1
EFE%&E&U Dxeiad - REAVE Y IR 3Be, TAE RO T B 1g)
[RGB
BREHEEE 0. 3m2ha3—FFRILLT. 1g iEEE 1
SRLE 1
TR 1
BEHEEE |75mLPIEBO I A 75meg, BB I7V 1) 75mg, LA EE IRt RS 2% 1
H0JLI7T=52150mg, BIERUERF=) L75mg
faE-EEE- N [100mLEBH AU R2, Bg, I-AVM—)L3g, ILAEEZANLTI= [B% 1
BOHAE SE100mg, ZaFU BRI L10mg, /LI =ILFEK12
mg
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 EaA I Bas I ﬁ;&
$24% - $85E- N |100g(1, 000cm2) 4 FILEES )2~/ 2g, BEEEFODTO— 1
BHKE L0 3g, MIHFLIFRO. 02g (1 fEHE)
BRE% 1
$ESE-tAEE- U [100gthHY) FILEEAFILG. 29g, |-AF—IL5. 71g, BEEEbO D |[RREBREIX 1
B HRE B—JL2g, dI-h2DI1. 24g(136. 5X 4. 2cm?2)
H%‘;gb-f:t‘ TmLBEEET 57474 10mg e S % 1
L E-H
FTEHL-F-L[100mLhbLFT5—2g, BEED T2 ERSEL0. 51g, Y UF |AIERE 1
IW:E S LLFU 0. 2g
afgb-r:t: 15mLBREEF X6mL, RBE1. 82, YUFILEEO. 9g ERE 1
Lm; <
AHATELL =L |1 meghEEREIFFHT7,210mg IRV E S 1
LAE
A S . 1
EE2HAE 100mLBES/FIU)L1g ;b);ﬂé—ﬁmﬁﬂﬁﬁm%ﬁ 1
IDME 1
mepHLPFURR RS+ —E 1 1
R 2
EERAE 100mLBpiE{bhILTO= ) LK. 09g(BithILTOZD L1BS 1
g2). haFo£3mL(havig), FreEv=oloFo£3mL
(Fotev=o1g), IUMFZ—LIFLI—FI1g, |-Ab—
JLO. 3g. E/¥FH—IL0. 05¢
EAIVEXE (3P AT/NSE2 1500 4 g, EEESmg, BFfd- o-Fa37x0—/L1 (RO TN 1
i O0mg, BEETILRILFFI109. 16mg(FZILAILFFIELTI
0O0mg), IEEE KX 2 100mg
MmERT 1
R g% R 1
2 3] 1
F4A32B1E (3EDIERDILAILFTILI109. 16me, EEEYRFES100m |[EBi 1
B8 g, P /AINSE21. Smg, a/\YEENDTO—ILHILL L1038,
58mg, Hv<-FUHF/—)L10mg, I\ MFUEEDILS ™S L30mg
& 1
(m =) 1
BRAE 1
EIEEE S 1
L2 1
e 1
AL LFE [3EPARLAE2. 014 & 1
Ex55
EXEFEHA [1ghO0—FI)LE)—100mg OR% 1
EA2LEFR (1 EXGOML) FHIT VBT E=I.L18mg, UVERISEL S58B4 1
BE F)HL15mg, BEREEYREFS 2 26mg, VM=V HIF A 1mL(3
Y4=1g), ZAFEBETIR40mg, PE/IFILAIIEKRES00m
g
E2EFE|3R(150mL)PHULYHIIFR1. 05g, AQFUEEDY174me, ST 1
R FE/IFILRANKREHI00mg, EBEUFF 2 15mg, /30T
/—IJL60mg
)iz 1
B R 1
MERAZVE (1ERILAVEIONTI=S321. Bmg, BEEEVFXI 2. 5m|a2F% 1
FEHAH g TUFILFU BN L20mg, T LavEEHILS Y L150mg
EREA 34 (4. 5g) hERBIXAKMI. 9g(Hyar6g, TA™ -2 |[HEAF R 1
%Sg), A -2 v O H&2. 25g, HhJm1. 5g, 23rvvF30.
75¢g
REESHEN 1
BiF 1
FEEHFEN 1
g it 1
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. e
BEAEHF 12FPHBAMIF K. 8g(Fawkoas-FoE-N\HEUR [FFHEEERE 1
-N\TTH)anE. g, KOO -FohZ T &g Y
a2, 5g, 39FaY-HUVOE0. 5g)
EA T 3K (90mL) hEREKHMHZEIOML (hvar8g, IA - RAV|RF4—T X -3V EEE 1
D&4g, M- v OX O &3g hoJo2g, avFavle)
EREH 3#R(90mL) FERZMERA 60mL(Hya8g, IA 724V |PERRKIRTREBIE 1
SEAg, - HE3g, hHrVh2g, LadbEahig)
EAHEE 34(5. 4g) PEDEFREREIXR4. 06g(L=5-220 0% [REA 1
3. 5g, INOEURD -l A DTy - DavE 2. 1g, THY3
A EE2. 8g, A0, 7g)
PREG R 1
mAIKBELE 1
BERHE 1EPREHESIFAH200mg(FA4267mg, h /67 |HFEEBRMER% 1
mg)
BhE 2x/FJ)20. 4% KRB RIS TIE 1
SiEiEbE EP=OFL2mg FEIR ENER 1
21/21 6.6






