ER T FR%E:;%:% 23 TPOXX® (tecovirimat) i * = %
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PR GFEREY WP (o= ) o 7 RRFLRTIITARE
F1%1122322p 2 B2 "THEEEFPISE R ®k ) k2 £ RCDC
expanded access Investigational New Drug program (EA-IND) &% >
MWL T T2 2E RE s Em AR G N ERR
WP (oo ) o

wos RREECARENFEREAC

I~ AR

() FROAREFF R ERY AEF L3 IEHEL A REA
FRid (o z) B B2Y 58 (oiite ) SR E% A HE H
FEREH 0V o

() EFFBABPFRERELT FHRFLREY 4 AR HFE
EX-E LRI %%F;Lf% * oo

(Z) g Pl P BT TERR S pEREPACTE

() @* 2 FEF el TRy edrd (Wi ) 4) 3 2F
R MRESH A LK R IRk sa(https://adr.fda.gov.tw/)iE 7 i 3R 1
TREAE - HRIERARBEHFEREA o0
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A EH R PR D EFFHPCLFN TR TERTR LA waRR
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i

S EPREADRFE
(=) FFAFFHI L EFC BN AR FHERBELRARR A

(=) %5"1%?!‘%5%?%%‘?']%&7' FeE 2R r IHERAFIHF LRI
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17 (Mpox) & & ABERORNIKSZEY
TPOXX(tecovirimat) 2 & R 255 AR

2% on IR R (5 R R A

RIBZEmBABNEZREEB(EMA)ZERBRAEEERERBZXTE -
BREIFRE Mo ARAREERXTEREERHRE ,; SEREMmEY)
BB (FDA)ZERERRAEXTE - ZEERREFRIEREN PO (CDOESR
ZaERARAEARERERARCREENFEEGRAFZSER
FE - DREXTHR - REEEEANEEmENEEZCRSE 7 B
B HEBRBES EFE B IRZ2HRE  ERBEREERBA -
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+
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EmENERERAERENEM 2 IEER
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(—) ARIBZmEREEHEBNE I ZE LT AREEERAEFERE - M
BAIESERIARKREBERNBH - HAIR - BB B2 ZE
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(D) AEFERBRANBREE ZmRfEARELERE SRS - W
SREARRERE HEEBREREINESRARRR - BERRE
R DIRE= -

(=) FNEREFERNBERFTIE - ABREEREEX -

m P AN EFAFUMNA 1 [ROVGEFNMHG 2 - P EZERGE
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http://www.siga.com/
https://reurl.cc/kEV4Dq

TPOXX - tecovirimat monohydratef2 &
SIGA Technologies, Inc.

(hEER
WEFIEZHESR KRR EAERZABEYIER TPOXX® AR ZAAEN - EHNEE TPOX
X STEMHE -

TPOXX ( tecovirimat ) OREBE
EEYIRIZAE - 2018 F

"""""""""""""""""""""""""""" FHEREBEKEE) T e
RZHE - RABEREZED 40 AT RERAZEREIE (2.1) 2021 F 11 8
RZHE  RERABELISHEBREE ZHEE (23) 202111 R
"""""""""""""""""""""""""" @FEF@FHL
TPOXX B1EfEmeE VP37 EREELMHIE - BRARNAERABAREEZERZD 13 AFNREEXLRE
A (11)

15 BRI

o HRNEEHBREFHRBRMEMGERSATT  BEFEANBERBRRKITERUMRENBUER/AT
SfRIER - BIE - BRMDEAER TPOXX EARRFHXIEERIVSEANME - (1.2)

o EHREINEAZEYRAET ZIFFTEIE TPOXX INMEE - FIE - StHREINEAZTHARE
Fd TPOXX 5 - TN CIgErRZ 1R - (1.2)

o ERIZEFENSIENMIEE®R 30 D#ERMRA TPOXX - (2.1-22)
o M EBEFEDVIOAFTZRERA (2.1)

- 40 AR EXRM 120 A : ®HMR 600 mg TPOXX # 14 H

- 120 ARBLE : @A =% 600 mg TPOXX £ 14 B
o BAFMULERERARFEIRMBES (22-23)

- I3 AFEXRW 25 A : 8HMR 200 mg TPOXX #£ 14 H

- 25 AT EXRW A0 AT : BHMZR 400 mg TPOXX 3£ 14 H

- 40 A &KW 120 Afr : 8HMZK 600 mg TPOXX # 14 H

- 120 AFRIE : 8H=% 600 mg TPOXX #t 14 H



E#E : & repaglinide 5 H AT AEEREMAE - F“E(":.\Hﬁﬁ%ﬁ?ﬁﬁﬁ 2R Mg R MAELEA - (5.
1)

BERAZSHENERAERE (22% ) B5ER - B0 - BEMIEL - (6.1)
EREREFARKE - FUBBHNZEENARREBER DO (https://reurl.cc/KEVDOG) - KR
PEm AR -

------------------------------------------------- B AR E R
SREATEDARER - EEEERGENS - BRBEEMREER - (517 123)
A% 17 B M ARIBER ZEFDA & 2% A EAHRH - THR 2021 F£ 11 8

{588 . Big*

11 ARABXIEER

12 {EFIBR

2 RZERE

21 BAEEREZED A0 AT ZRERA
22 RERAHE

= di

23 $+¥T%EQ¥%/£§U}REHEE%Z1%%¥
3 HEEZ
4 ZBRIE
5 %EE*D/IﬁEIE
5.1 £ Repaglinide ff P35 o] BEE K M HE

6 ARKRE
6.1 ERRELBRAER
7 EYREEH
7.1 TPOXX HHEMZEYWZE
72 CEINEYREEH
7.3 B TPOXX EERARBER B IERRNEEY)
74 EERXEEH
8 RIAEREFEHA
81 &2
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11
12

13

14
16
17

82 %L

83 EBEEBUBENNMEASH
84 H=E

85 EFA

8.6 BIIEEAR

8.7 HIhEEARZ

BE

an A

B REZIEER

121 fER#E

122 ZYE2

123 ZYEFHER

124 WMEME

FFRARSZIESR

131 2=l BREH - £EBNEE
13.2 EM5EEA / s EEE
N
HEHGT / EETEE
BABHER



e {hE

ot

1 EEEERR
11 ARAEXTEERRA

TPOXX® AR A Bi5e
Z NFEXRIEESR -

1.2 fERRE

HEREEHEREFHRE SRS AT ET&EA’E%%I’ER‘%YETT‘L\XEH%%%%DJM%K
IRy - EUL - BHEIDEAER TPOXX AR ARPRIEERNBNE [ RERK

4) 1] -

ERRBINEEA R ENRELET 2R EIR TPOXX WK - AL - SRR INEATHEA

AFHRERA -

e TPOXX [ - EINRNOIBEFEE -

2 RZEHE=E

21 BAHEBEEEN402FZRERA

TPOXXAR A BES

EDA0RFTRERAZRHE
RieRaBP SR B2 EEE 30 5

SAEREKXICfwSE (variola virus ) 51

FIEMnRkl - RORZEIE148 - BE
YSENBRA TPOXX [ BHi /S (123 ) ] -

x1: BABEREEV A0 AR ZRAERARRBTEE

ieE i) BEUE
40 AFrEXRm 120 AfT ZHM*X 600 mg SHM=R 3 FBE
120 nFr A E HH=%x 600 mg BH=X3EBE
22 HRERABE
TPOXXHRREZEZTERKBESE - RI3AFTHRBZHEHIEIINE]L - BORZEE14H -
BEERIZZEETSHSIEM Z1IEE% 30 7ERNRAE TPOXX [ Zi/AZHEE (123) ] -

23 HHRERSZIEREBR

) (B0 BERE

BZIRE

TR TPOXX BE - iSFEABYER 30 mLi&E: (BIW : 49 Y W4 ) SiiER
B ) RS - WERNESR 30 0ERNRASHEESY -

At




st
N

. REERARER S EHZERA

EE El

BREE ZY)-BYER

HiD

LBBAFEXKm25 | SHMR20 | SHMR1EEE
/N 0 mg ZRBEY

1% 1 %8 TPOXX BEAREEL 30 mL
RIENREBRIES -
Hﬁﬁﬁmﬁﬁﬁ/tb:lff% °

5PAFER®A0 | BHMR 40 | BHMR 2 EBE
NN 0mg ZRBY)

1% 2 2 TPOXX BEASYEL 30 mL
REESBMERES -
R BRESY -

40 ARZEFRN 120 | SARR 60 | SAM®% 3 BRE
AFF 0mg T REY)

i 3 %8 TPOXX BEAEYE 30 mL
RISHERYES -
WA BEREY -

120 AFPRLE RISRERYIES -

_ _ 1% 3 28 TPOXX BEASEL 30 mL
SA=%60 | S A=®3EESE | -

0mg ZABY

RSP BREEGY -

| BB S 2

===
TPOXX BEAEHRE - SR AZHER - BRI B ®ERKENR "SIGA L Fik - SIGA
BEN TR, - MREBAZHBESE - %E{EJLXEI@EUKEDFJ ST-246%, - BEPEEABG

ZRABMAK - BBBES7A 200 mg tecovirimat -

R

'||*

H

EBZMEIEHE
B3 Repaglinide A o] SEE B M #E

S EA repaglinide # tecovirimat DJSEE R E Y E P EEMEE - FLEER TR TPOXX B r
epaglinide HABISE R MRV MIBIEAR [ ZEYR G (7 ) FbghZEE (123 ) ] -

E-IREYZGIFRMED - 30 BiEEZEED - B 10 ARGH repaglinide (2mg ) F1 T

POXX % « S*E80[E (6 A ) P (4 A ) BI#E - MATASHAEOERERERR / %0
AL REER -

6 FRRE

6.1

i RALER A R



AR

FpEER -

BFEREARABATHNRGEREZAEE
ERABEE S —BEYERASBPROBRERERETIR - I

BATEARRKIEBANIE TPOXX ZEH -

IR 3R R AR - ¥ 359 2 18 £ 79 mEEMARHETE TPOXX WL E
600 mg TPOXX HIERIZEED - 59% /LK - 69% mEA ~ 28% BEA /

EREL—R

FEIIE Ry E ’“’F“Eit fRhEE AR ER
OJREfUA S IR B PR B

S TS P

- '

FFFEBA ~ 1% BEDMA ~ 12% RENTEFRAT & - WA 10% HIREER 65 5l L -3

59 BXAES - A 336 BXAEBAEZHMR 600 mg TPOXX

230 -

ERBRIARKRE

><I

R

#=3-

)<l

A

=3 :22% EBERED

B A R RERIERAE O

— 1 600 mg TPOXX HyR2EER A 52

14 HERE s

=27 28F PRy

» ETPOXXEBEA T EVA 2% R B RENARREIIRN

AEBERBEZARRE

FRRFE TPOXX 600 mg Z A
N =359 N =90
(%) (%)

FERE 12 8

I /0 5 4

HE f° 2 1

& it 2 0

° e - LIER - BEIR

SR TPOXX FEZ AR R

PEERAZE « THETE

&t

B6oBZHE (2%)
EI RN

<<< -=1=|
[

Sl B B E

SHAIER AN 85 5

EAR&EMmELE TPOXX &

B2t - ALES
NN

ARNREREEAR
CPEER - BRERR

5 &% ( epigastric pain )

- BURHENARKE (£

BIRERE)

Q) O] i 1 2l B =2 32
BIEFEL
QAR EREEAT - MR ERERRANIRE

KERIEEYI



7

BRAERNARKRE

<2% RENR TPOXX R EBERRE -  HREXSRERLZEH ZREAZNEABE AR
[T

o BFEE: N%  BELZER HEAR RR OEREREES
o =HEAEEEII : BiE AR BL - AE - OB

o BE : NEBEIET - MALRE - MSREE - OZFEM

o ABEELHAS « FBEE - BRAER

o MR . REEMRE IR IIEH - KEEH - RBER

o 51 BE  EBRAL  FR - BHRBEME

o TR - MOMEELIRER : NIHAR

o WBEKL NS  JEEREINWERN - 45 - BEUAD - IRERA - IREER - BE

EYHEH

7.1 TPOXX HHEfthZEMpR &

7.2

Tecovirimat @ — &35 MM ALME 23 PA50 (CYP)3AZEHI - DUKIZMAI CYP2C8 1 CYP2C19
HEIE - 2241 - ERREFERNEELR TPOXX AENFHERE - EIEATER tecovirimat
WA E RNV A REENERAREEENTE - SHHELNSREREZ RARZEZEIIR
#=4-

EEUMNEYMZEER

® 4 REBUNBENENREERSER [ BLENIEFE (51 ) UREFZEES (12,
3) 7

R4 BENEYRZEER

YRR HREEZHE ERRFE / BE

EYRE

PEMiEZEY) :

Repaglinide® 1 repaglinide B ER TPOXX £ repaglinide 5 - fEE

ARAZ MBEANEMEER [ ZEZT
EFE(51) ] -

o il 45 A HD HI I -

Midazolam® | midazolam E23H midazolam B -




Pl =RE 1t =HS
" B HEADRBERAETHE -
7.3 ELTPOXX iR REEZE X EFRIVEN

KiE—IBEYIOERMIEER - TPOXX 2 bupropion - flurbiprofen ~ 2 omeprazole &
HERR  RARINGARBRZEYREER [ BHAEEE (123) ] -

74 EEXEER

RESHHABIHBETEE-ZYREIFEAME - ZEFBYMARIEL - #REEMXITESR
(F=ms ) K- EERFH TPOXX - TR HEEEENRERE - RIUZEFRH
ERINVMERRTE -

8 ISIAIREIER
81 &%
N

HERABHERZ2EETEEHERFHRAVHEE ; AL - BRDEANERIREEFANA
£ F TPOXX RyAHEA &L Bz -

EFYEEAES  RNESREBERY - ®/NERERSRAREZZNE (RHD) £% 23 &
Y tecovirimat REE (HA MEME [ AUC] ) & - KERIINIE - hR%BE5H - MR
F - RBEFHRBRERERARBEZZDEN tecovirimat ZREE (MR NEHE ) & - INKRE
RIS - leRRESN - £ HN\EER / EREEMRED  BREERERSRAREZEE

£% 24 BEr tecovirimat REE (HR NEE ) 8 - MRERISY (Z8EF) -

BARMRFEGREHPNEADERBIRENESRER - £2B—H&AE - WARERRZ2D
BEALERBEARENESI ERERD RIS 2-4% £ 15-20% -

iz
BIEE .

RIEZ2/NEZ S 6-15 HOMR4 T tecovirimat - BlE&&S7% 1,000 mg/kg/day - EZE 1,00
0 mg/kg/day ( KIERK 23 EAREZHENRESE ) - IARERIINE - BESH -
REZRFZ2HE 6-19 HOMRA T tecovirimat - BIE& &4 100 mg/kg/day - HEZE 100 m
g/kg/day ( 04 BEARREZRTIENRES ) - (DAREBRIIMKE - h7EsH -

EER / EREBMREDR  RIEZ/NEZ2HPE 6 HEEES 20 H - OR4A T tecovirimat
ElE€&S7% 1,000 mg/kg/day - EZE 1,000 mg/kg/day ( KSR 24 BABEZEHENRSE
£2)  NRHRIEHY -



8.2

8.3

8.4

8.5

8.6

2
N

REBEIBE O MY TPOXX HET O MHEE ZYZE2ESRIRN AR TP -/ T%’TH@‘?L
ZENFE - #WIL/NEL T tecovirimat I - FTBHIR tecovirimat ( ZE7F ) -
SERIHEENRENZE - BRETPOXXWERKTEK « LURTPOXXBiE5 dkﬂ%}‘ﬂﬁ?t
ZENTEBEARTE -

3

HEIEHIMED - SHEEHIPR/NE - FRORFERE 10 3¢ 11 BOMRA T tecovirimat - BIE
B =4 1,000 mg/kg/day - 5 6 B35 24 /NFERIEREIE&RS4Y0.8/Y tecovirimat FIFF 5T -
MmERELA -

BEFuREMNEES N
s

Tecovirimat W ABLZMHBEHEEENNTEHRNRER - B\ ETHRRIEAENS
YMMEREE NN [ BH#hFZ2EE (131) ] -

HE

WEMA - BRI TPOXX REEBANBRE - T2E2EREERSEERREBY RN
R - BERERBEERGBATENEN MERERZEXHERER TPOXX 2AFEMmERN - A
ILERZENSNEER S - EREARREERARERMAZEZEHMR 600 mg TPOX
X HERNERE - RERANRERRRERRTY [ ZHZHE (2.2) Ll FEEE (12,
3) 7

ZEA

TPOXX B Rad BR AR MA B S ABIRY 65 Ll ERME - FOARERR TPOXX RIULHREE Z Z 2 11
NEGHERFENSEEME - ETPOXX AN 359 BFaED - B 10% (36/359)
65 I E - WA 1% (4/359) B75mILE - AFHE 65 U ERABRERE - [/ Bk
ZIFE (123) ] -

BIEERE

KE - PEXBREBMINEAZMARFTETIRENARABEER® (ESRD ) MALTBRE
BE [ Bla/ZEE (123 ) ] -



8.7 HIMmEERZE

B - PENBETWINEFRZHA (Child Pugh A - B 5 CA} ) RBEREIR [ ZHAHEE
#(123) ] -

10 BE

KREHB TPOXX HIEBEZHKRAER - HEBER  BEARAZSELREUAREE ZEN
gER - MRETFAREBRBERALRZ TPOXX -

11 F%AA

TPOXX ( tecovirimat ) @—f&1EE% 5 ( orthopoxvirus ) VP37 EEEREBHIFIE - TPO
XX %DHEH@HEDEM % ZAtecovirimat monohydrate - &5 200 mg tecovirimat -
TPOXX Wi E L RRALIBBEEKEIR "SIGA: F1& - SIGA BEM "®, - MEER
%%%MEUL}{E@KEDEJ ST-246%, - BEFEE FIIEEMMS : colloidal silicon dio
xide ~ croscarmellose sodium - hydroxypropyl methyl cellulose - lactose monohydrate -
magnesium stearate - microcrystalline cellulose #1 sodium lauryl sulfate - B #7724
HARZ - FDACE® 1 5% - FD&AC AL 3 5% - FD&AC =& 6 SR _F bk -

Tecovirimat monohydrate R BB 2 KB EBEARELR - (EBZH%5 Benzamide, N-[(3aR4R4
aR5as5656a%)-3,3a,4,4a,5,5a3,6,6a-octahydro-1,3-dioxo-4,6 ethenocycloprop[f]isoindol—

2(1H)-yl]-4- (trlﬂuoromethyl) rel-(monohydrate) - {EEBH % CioH1sFsN,O3-H,0 - B FER
39435 g/mol - ES FEBHWNNE

CF3
11

Tecovirimat monohydrateF A& K - pH E#EE% 2.0-6.5 ( <0.1 mg/mL) -

12 BRIRZEIRER
12.1 {ERHEE
Tecovirimat ZMATERBNNRBEY) [ BHEYE (124) ] -

10



£ TPOXX WRHEEREE N - A2 QT Bl REHAHEERE -

12.3 ZEYENE

EIRERR 120 2FREMAERZEZZREIE N - TPOXX B9 AUCo-24nr * Crmax 1 Ctaustrough
R IITIREARERE D BIS 29816 hreng/mL (n, CV:43,34% ) ~ 2159 ng/mL ('n, CV: 46, 32

% ) #1845 ng/mL (n, CV:45,47% ) - Tecovirimat 1% 6 HiEZIIBEAMRE AUC - 352
5 Z tecovirimat Z£¥) &) HEA L g -

< 5 : Tecovirimat ZE¥ &) 1 E345 14

MR U

Tonax ()2 4-6

BYZSE (HABREE)° 139%
.

BEANEMRERZEESB8 DT 77-82

MR E MERLLA) ( ZEYPSEYHBIE ) 0.62-0.90

DHE (Vz/F- L) 1030
%]

A iEEES K#Z - UGT1A1Y - UGT1A4
HEBR

FEHRIRE o

BERE (CL/F - L/hr) 31

t12 (h)° 20

Pt AR BRZHEB N 73 - FELHHY

Pt AZBEZHSE DL 23 - £E 5 tecovirimat

C HERY)—FERZEZHE -
P T2 EGUREZEE (AUCun ) ° BB : ~600kcal - ~ 259 BEHS -

¢ Tecovirimat #ERMEEHR/KZREFHEREERCIERETRH - RIRTPAEFNIFEFHEREY - M
4 (N-{3,5-dioxo-4-azatetracyclo[5.3.2.0{2,6}.0{8,10}]dodec-11-en-4-yl}amine) ~ M5 (3,5 diox
o-4-aminotetracyclo[5.3.2.0{2,6}.0{8,10}]dodec-11-ene) - &2 TFMBA (4 (trifluoromethyl) ben

zoic acid) °
d FREEEE (UDP) -BEMRETIERE (UGT) BX BX
¢t BRFIERKMTFEEE -

f BEE2FERBPATEREE [**C)-tecovirimat -

11



CEEEMAMABEY S NEEE - LERBRANBREETE I IF5EE

AREETE ARZRTRIE TPOXX WABANY @ & 7 ZHEHMZR600 mg tecovirimat/aEAERX
TEERER BBV EREBENABIIERERAEBSHZHE R EERBEYER (KR
FERBNIFAERBHERERERENR T ) Z2IW tecovirimat ZREE - HERBIZLEN Y
BHERAERESE - AEFERASHMR 600 mgtecovirimat & - EXNEFSHEEURES (A
uc- CmaxzLﬁi Cmin ) °
YRR
RERZFE - Rl - & - BIBEAR (B MEEN GFR ) SAFIHEEAZ ( Child Pugh Sc
ores A ~ B 8§ C) £ tecovirimat ZZ¥)E) B LR IREEZ =2 - FASHMRX 600 mg E=
IS HEEREEARII20ATHMAZHE - 120 AT EBAZHEN tecovirimat RES
K - EESRER - £ 34 BESE 120 AR MU EHEHESZMR 600 mg TPOXX WA ZHE
b BEAIR AUCo24hr ~ Crax 22 Crrough FIIREMERE S B 19500 hreng/mL ( CV : 23
% ) ~1300ng/mL (CV :29% ) #1585 ng/mL (CV :31% ) -
ZERFA
RAEEEZERAGTM TPOXX EYEN N - RIBREEYF HEZENER A - TENE
AN SR EEHEENRRAZHEN tecovirimat REE [ EHZHE (2.2 ) FpFH55EE
@&HE(84) ] -
EZYXBERME
Tecovirimat I REYRESE T EFHFIINIEKG6 -
=6 YT HIER - R TPOXX 5 - AZEY 2SN HEBSEE(E®
i E R HAZYBEIE (mg) N R / REHR TPOXX I - ##
FHEEY) 2 #Y) &) H B 19LEE 5]
(90% SHEER )

ot

\\\\\\

Cimax AUCG
Flurbiprofen + omepr | EREIE omeprazole 20 24 1.87 1.73
azole + midazolam® (1.51,2.31) | (1.36,2.19)
B REIE midazolam 2 0.61 0.68
(0.54, 0.68) (0.63,0.73)
Repaglinide BREE 2 30 1.27 1.29
(1.12,1.44) (1.19, 1.40)
Bupropion BREIE 150 24 0.86 0.84
(0.79,0.93) (0.78, 0.89)

P MEEYROFAMESHHHEEERE - BSHEAMR 600 mg tecovirimat -
° LEEERE flurbiprofen + omeprazole + midazolam 2 RES -

12



NIIZEYER tecovirimat I - RERRF|ZEY B NEBEAE : flurbiprofen -

MR EZE P450 (CYP ) B Z : Tecovirimat 2—1&55%489 CYP2C8 2 CYP2C19 #i=&IH - UK
55 CYP3A4 :FEHE - A2 CYP2B6 = CYP2C9 HIHNHIH = 5 & -

18] K2 — 2R TTl R a1 B TG (FFER 52 5) it G

A EZFREZE(CYP)EEE - Tecovirimat A& CYP1A2 ~ CYP2D6 - CYP2EL ¢ CYP3A4 rYHDH
El - thAZ CYPLA2 RUFEEE| - Tecovirimat A& CYP1A2 - CYP2B6 ~ CYP2C8 ~ CYP2C9 »
CYP2C19 - CYP2D6 5 CYP3A4 = E -

RE R E =R EERM (UGT ) 3 : Tecovirimat & UGT1AL1 A1 UGT1A4 ZRE -
EHZA ;- Tecovirimat R AZ9MIHIF =N ZEMER (BCRP) -

Tecovirimat WZ3F P-BEER ( P-gp ) ~ AtiEE FE®HZZAL 1B1 A1 1B3 ( OATP1B1 #1 OAT
P1B3) - BBt TEHEL 1 (OAT1) - OAT3 AEHGETEHEL 2 (OCT2) RYNH
Hl - Tecovirimat A2 P-gp * BCRP - OATP1B1 &2 OATP1B3 =& -

12.4 MEYS
TERHE

Tecovirimat DIIEE%E VP37 €8 ( EeREEBFERESUHEBISERE VP37 £8)
AREWHNEIESEY - BPEEEE Rab9 GTPase A TIP47 2R GEA - M LEBRE N HIE

A IETEE 52 ( egress competent enveloped virion ) B4 - MZEERSEERBETH
e ZARNREEFEESHMVHERT -

RARSEEPEENER

MrpEauiRe  SHHXT  BE RENFERS  £REHFEZMRBEERRD50%
( ECso ) B9 tecovirimat ARURE 7 5l4 0.016-0.067 uM ~ 0.014-0.039 pM - 0.015 pM A
0.009 uM » KIcHZEERBNBENRELE D FIKRBEZERSHREABER -

Tecovirimat # brincidofovir ¥ IEERBRIFFEN N BB ERERAREENEYERE D
AR -

L

BRIARBEMNIEERSEBEMRESE tecovirimat MM 26| - (BB UlfEEREYEZEFER
BESEY tecovirimat AU ZEEME - Tecovirimat B ZE G ERIMEEE - HBE VP37 EQT
AR LE i R BV O] BEE 2L tecovirimat MITESBIER AR N - B - HREaERERERN
WAV AEE REMEEREZNEA - BZEEHI tecovirimat ZEEMRTIEEM -

XM

Tecovirimat ] brincidofovir EEARER#E - FILTRIALLMEZY LB N IE M - &

A - 2Bt E cidofovir (brincidofovir BE SR EHY ) MEMHIERRBIRAER tecoviri

mat I ZEM - EEH - DB B tecovirimat EM M ERRSHRINER cidofovir 8U14E -
13




13 JEER/RFIEE

131 BB - RREY - EBHIEE
WA AR TR

REZ & tecovirimat ETREMEME -

Tecovirimat £ 25/ gt i s FEERS Y - S —BARREREZAR  —BEAZR
WD L5178Y/TK* AT MR AR e M - UR—IEERE Az -
TEHESE

E-IENBEBHNEHRIRESTRS - EHM/NEW tecovirimat REE (MR THEHE )
HNERAREEHEAREREEN 24 B - IREIZEE tecovirimat ¥/ NEEB NWE
L - MEtHEEE/NE - & tecovirimat BIE% 1,000 mg/kg/day & ( WABRRZEEEAES
BEN24E)  BEIZNEU (EBBFEENMEB SN TR ) AENEEES
TR -

13.2 Y5 / HEEER
—HHBRAREETHNECH EFEEMAS - E—EFWEELE 300 mg/kg tecovirimat

(KB Crax - IBRARZBHESRINESAEREEZ 4 8) 8 6/\RABREEE
(B s

ZBYMERR S HMENINER ( EEG ) AREBMEEEAES - BIER 100 mg/kg/dose i
(1KIE Crax - HERAREEZHNEHRINESARRES )  BRILHSERBELENMK
BEIET - DHRIER - HEKRAIFARMRIRE -

14 BRPRELES

ES
%/.L‘,\ =

HEREEEBREHRNEMERS AT HREANERRRICEBLUIAREN INUR AT
SfmER - AL - BRIEAER TPOXX EABPAERXTTEBINWARM - EIE - LITPOXX
ABEREERZAVNMGKEBEEEHEREFHRNEMINGGEE - 5liRER 7 RERIFXRTILE
RENFABRENER T - decfZERYHBERINFEXRRAERERT PHFEE -

AL BRER 5

HEHPABRERBHVEREMRE (cynomolgus macaques ) - UAEERERSNAAEE R

(NZW) ETENGERE - FEREVEEREFEEE - TFABEREART  HRERESIOTSH

5x 10" BB AR EEMIN B ERBETRELE  UTRKERBRESE 4 5356 H  MHBsAO

AREE=5 10 mg/kg tecovirimat 3£ 14 H - MESRFET - HAABERL MES 1,000 1

REMBUNRERBSETREAR ; TRKSHARESE 4 H - MESHOREEE 40 mg/kg
14



tecovirimat # 14 H - B LR D - F1afEM tecovirimat WIKER - 2% /A EBYLIRE
miRAEN (BERREREMBELERBENELMR FHRAHEE ) BFRWER tecovirimat
AENINY - REBYERSERES 2-3 HEILIRAREARE - MAEESYERKEHER
#®E4H LIRARRERRER - EBEEA P EHERRNEMETFIOTETHEREA 3-6 REVF

EEA -

ALBRAS R
R 7 alEREEE 6 HRIta RN BREMRLSN - MR - £ tecovirimat Ja%& 14 HRIE)

) B EREEEMNREST (R7) -

R7:HREEFRSERERBERNEERREAAERB R - 51 Tecovirimat JAFHBPIEFER

FtaAaE FEEAL p-{&° FEEERS
(FREMME / ENAREL ) (95% fSHEEM ) ¢
ZHE Tecovirimat
BERR
ke 1 %£4H 0% (0/7) 80% (4/5) 0.0038 | 80% (20.8%, 99.5%)
e 2 F4H 0% (0/6) 100% (6/6) 0.0002 100% (47.1%, 100%)
AtEE 3 E£4H 0% (0/3) 83% (5/6) 0.0151 83% (7.5%, 99.6%)
E£5H 83% (5/6) 0.0151 83% (7.5%, 99.6%)
£6H 50% (3/6) 0.1231 50% (-28.3%, 90.2%)
(TR %
s 4 £4H 0% (0/10) 90% (9/10) < 0.0001 | 90% (50.3%, 99.8%)
il 7o) E4H NA® 88% (7/8) NA NA

? RRBERSB L HRIER tecovirimat Ja ks

° p-ERBEZTREIMALLEE - FHERE Boschloo it ( £ Berger-Boos #E gamma =0.00000

1) sHETmE -

¢ tecovirimat JAEENM T ER DR ELZRBESEE M ER DL
S RBTEERRERRDEZIERE 5% ERE[
¢ WWIERRA BT REERA -
i . NA="FREHR

16 HESI / EEMER

H5 TPOXX BEZA 200 mg tecovirimat - TPOXX BEAIFEPRE - O2RELEHEBETE -
RRAILIBERKER "SIGA, F1 - SIGA B1ZR "®, - UEREGREMBESZ
SEIKENR "ST-246° |
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0-42) - ERHREIOMEEZEME -
SBEFHRRRER - &R 20°C £ 25°C;
] -

t

BE % 15°C 2 30°C [ R USP %4l

I
b=1113
—H
)ﬂ
Y
(=2

I—‘—l\
Z)m

RABHEM
REREEZEEM

mFEERAREER Rz BPFASEN ZIEEE 30 2ERNRAE TPOXX [ Zhr/ZEE
B (123) ] - BEHEA - BTERATPOXXER - FAR#EBHMB —RRE | ZHEZHE
(2) 7]

EMRZEIEH

AEAEA - TPOXX g AEMEY EERXEIFR - FEBRASHMMIRNERRERHES -

EEIEEFRAEMESZY - A TPOXX repagllnlde OIREBRRINE [ EZEF T EFE
(51) HEPLZGEHF (72) ] -

USRS .

Catalent Pharma Solutions, LLC
1100 Enterprise Drive
Winchester, KY 40391

SIGA Technologies, Inc.
4575 SW Research Way
Corvallis, OR 97333
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mARIAE
TPOXX
( tecovirimat )

B&

TPOXX 2t & ?

TPOXX® B2—TERH%Y) - BARMABABRRBEZD 13 AFNRERA -

TPOXX dJBEHI R R M RB[EIFRAE -

HRESAHHRER DERSERVEINR TPOXX WA - BRI HERXICER
MASRETIHR - BRISSEMANE TPOXX LM - BIIARGHE 17 MU MR
EETHE -

EF TPOXX ZAi - FEREHEERIRERME - FESNEMANBERINR - 815 .
EEEERERRE -

EEIEERPUEEIRZ - BRDAKRER TPOXX SEE2EELBREENEE - E0HE TP
OXX AEHERE - FHUVSHNENERBERHTE -

SRR 2 - BRIIKRERZ TPOXX 2E&2E AL - FEANEER
ERMEZENRBERFNRT A -

mEMTHNERRERTEE  FIARLEEERNEY  SBRESE  FEHE - ol

SEERE - FLEZEY O/ TPOXX EEREFH - Bl ERNEY - TRMHEAR

AR AR IR GE TR B AN ZEE -

o MOBARNBERIRERHTENEM - RE—ME TPOXX EEREFRANEYSE -

o FIAERMREY Zh] - FHLHABTCHNERRERHKE - CHOBRBERRESFED
IR TPOXX MEMENZEELZE -

B ERZ NI AR A TPOXX?
AIEEKECRBERRERME 25 - [EREGER TPOXX -

BEEE/ 40 AFEFI2E 120 AFMMABRRE - SEORMK - SR 3 % TPOXX BHE - %1
48 -

IRE 120 AU EMRABRE - SHOR=R - SR3FTPOXXBE H14H -

ERlzeEEHEE®E 30 2#ERARE TPOXX - RGN ERRERHENHEUTERNEY
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(FZ 25 nwlElh) - FEHLERY—EIRA TPOXX -
o ANMIBERE - BFFLMRTE TPOXX BEMIAY " EFHERAR o BEEFIAREE
o BHZFEERWA0 AT =
o MR TELIEM TPOXX BE#E -
o FHUR TPOXXAEMBMITETENBERRERHELATHRE -
o FNEEHE ENERACN BRI EZ MBI NMEH TPOXX -
o %14 HERRHE CERA TPOXX BIFEEER - F2IE B BE TPOXX AREZE -
o MRMAABE TPOXX - FUANBICHBRIREZERMKE - HUAIESZENE -

TPOXX TJAEHIRAVEIERA B MRLE ?
TPOXX TJE BREBERER - 8% :
o {EIMHE - A TPOXX # repaglinide ( A& _BUMEREAVEE M ) S - DIRE3EAEMAE - TR

MEIR NIE—EMEER - BUASHENERRERHE

- GBS - BBE « ES
e - BAEUEAL o IDBERIE

. HLER . AT - SR

RERBNIER

TPOXX &% REVEIER & :

. B - I8
T o (&Nt

TPOXX JJEE HIRE MBI - A BERERD - R ERFRRBNERES -

B EZ AN ZFM TPOXX ?
o HBHR20°CE25°C,; ArnEsHER 15°CE30°C -
o iF TPOXX FHRRANEED -

ERESZEENUETN TPOXX BE 21 -

ZEBAVUMER TPOXX B—iRE -

ZYERIRAREARBEFRIIAELOMIAR - B2ELBBMESRER FMER TPOXX -
BNt AR EBMERER - 1FE AR TPOXX B AR - BEolseE B E MM - Mo/ @
iy BRI R P EMEERASERN TPOXX &Eifl -

TPOXX BHfLERL 7> ?
B ; tecovirimat

FEEMRRD : BiEE _SEW KEHERPESEZRM ( croscarmellose sodium ) ~ BRRREFE 4
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& (hydroxypropyl methyl cellulose ) ~ 2L#EEKEY) ( lactose monohydrate ) - WEREEL &
( magnesium stearate ) - f@&H#EZR ( microcrystalline cellulose ) 2B &N ( sodium
lauryl sulfate ) - BEELIFAR - FD&C EEt5 1 5% - FD&AC 41 3 5% ~ FD&AC =& 6 R F1kb
TRERY -
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{EFAEREA
TPOXX ( tecovirimat ) [BE&
£ TPOXX Bil - B RIA AR - WIkEEARAEEE - HolRHEDIER TPOXX BEHNAA
KR EFERREY) -
1 A TPOXX B - B EEMUTERm !

o 1 TPOXX (1 FEBEE =200 mg 4] )
o 15t

o 1 fE/ i

o METENRIENMERY)

o U Ihn N4k ERE S PIERE
o BEREUBBFRERY

H8R 2 : £ TPOXX Bl &R FIHEEERE

S8R 3. £ NER TPOXX BIERTEIREEZRLER - £R—IBRIELHE

S 4 . 7 NE TPOXX HIEXRAEERENRE SR RIEINERYFMFERE -
o S 1 {B/NBEMAENIERIRE -
o FILHEAENRIEIRERYINZE/ N -

S8R5 . £ NER TPOXX BIERMHZEEIRERNGE—IHEIFTFE TPOXX BEHE -
o E TPOXX ZEffih=HIFFENBRRE -

L6 BF == TPOXX BEMNMIG (#HBEAKFE )  ®/IBWHELSTTFREE  BIBEAX
BYAZRER -

o DEFHABIRENRIEEE TPO
o EIEMERERBE NHBE -
HE - BAAEBERASYINE

o EZFAIZENBE -

XX BENmMIG -
RBRASYEE NG - EEH—LR - RBEAFENBE
fich

N

TH7 . ERZLEHBEARYINRENRERY -

A mrrrriiN

%'DTﬁbﬁ/ﬁmi/ﬁﬁ¢

o EGI9E - BIURARMERESY -

B8 FRATEALN 25 =hEMAEER 30 2ER - BRESRYHEZEREH 30 2ERA -
AT RMEERESY) -

o FHLTERAFMBNEYNENRSY) - MR TZENEE

o F2E 13 AU LEAXRIM 120 2AFMMA - BEBHMR (FER 12 /W ) Okt 14 5 -

o BE 120 AFMLERA - BBH=X (E 8 /\F ) Ok 14 H -
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i TPOXX B AEN TN ERER A REUE -

EFERRE — BX

TPOXX®

BBE BAEIE | &EEES RIS BYMEYESHA
NENE
132 &KMm 2 | 200 mg 2 5t 1 TPOXX BE | 1515 TPOXX BEFFEN
SN NBEYHE 2 ZRERIEIRER
pr=
25 AFEXRW 4 | 400 mg 2 58 2B TPOXX BE | 1% 2 58 TPOXX BETFEN
0 Af NBEYHE 2 ZRERIEIRER
pr=
A AFERML |600mg | 288 3T TPOXX B | 1% 3 T TPOXX BETFIAN
0 Af ANBYHE 2 ZRERENRER
Miga -
120 AFFMEP | 600 mg 258 3FETPOXX BE | 1§ 3 T TPOXX BEDFIAN
NBEYHE 2 ZRERENRER
Miga -
* ZHMR (EfRF12/0F) ORE 14 H -
" BH=X (HR8/\E) ORL14H -

U : 50072-200-42 — 200 mg B 42 BHRIZHE

NDC 50072-200-42 BIE : F2EERDEURERT

(tecovirimat) FEZE > 200 mg

ZREZER 200 mg A tecovirimat

monohydrate

EHETH
42 BB &

RZEER

TR 20°C £ 25°C ; BFFRESHE |
R 15°C £ 30°C [ B USP ZHIZ=R ]
=F FDAC =E 6 RIERERAMN

B -

BEMREZESREEENUE -

20387 : Catalent Pharma Solutions =/
Winchester, KY 40391

#8457 . SIGA Technologies, Inc.
Corvallis, OR 97333

PCR-780-12809
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it =

ﬁﬁ?ﬁﬁ%i%&TNMﬂ)mwwmmo’&ﬁwﬁwﬁﬁm
T2 REZE AP

£ (ko) AL (mg) REDZIRYE > BF LA EF-SHHG
<3 33.3mg Joudr B LR o BRI E S N LS
(V6 3 %) R B AP o MBI 4 r 20mL ok o X
12/ pF g+ 1 7f/ KGR & 0 FE R =]

(52 Wi * ¢RI BB 33 mL h

3to<6 50 mg Qs LR R > BRIMP TS S A
(h %E) SRR o BE AT e r 20mL ok 0 E AR
# 12/ EAr+ 3

Efe 2 Wi * v PRI BB 5 mL vk

Z R FIAATRER o

o
&G o

‘530 7f"/ j\,?ﬁi‘f%,fl @ v TLFEERR & = =

i

6to<13 100 mg s d B L R E o B2 T E N B
o ) SR AR Y o ARAF Y e r 20mL K F R

#12/] i+

3 o

30 30 f) kAR & 0 NFEEGR & RiD
Eis 2 i * v RIS ES B 10 mL sk
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4L Expanded Access IND Protocol: Use of Tecovirimat (TPOXX® ) for Treatment of

Human Non-Variola Orthopoxvirus Infections in Adults and Children
https://www.cdc.gov/poxvirus/monkeypox/pdf/Tecovirimat-IND-Protocol-CDC-IRB.pdf
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TPOXX® (tecovirimat)* ¥k &, %

TPOXX @ (tecovirimat) & R p &% A BT EH 5T H > L FhBER BT R 0 E

FiE v B VERPREH TPOXX® (tecovirimat)z #mr R ARt T TREm LR .

I Bflea
B r TPOXX® (tecovirimat) 200mg
AN # 4&_3 7 tecovirimat 200mg
o AR ER
FHAER LR 2 e T ETREROPE N B 0F o
T~ e A E
HWEA02 7212020 72 & 4 & 600mg(34F) » & p 2= 0 ipk 143 o R AR H LR F S
H* ;fbp’i o
TPOXX® (tecovirimat)* & 3 %
B F A4 Hw i of o*
RIE A7
LR S L S e — ERp & 1o
oRkd % A
EES AR s
AF 2 R T fRTPOXX® (tecovirimat) * Z i (s 4 3p 3 O w3
ZRgHWM) LR E?

AieFEr
LG L FERARLIRAIERAFENF L FEAY oK S -
2AEH AT ARLFBMPFEFF TR AR BT AR MR
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B R #F__®FH¢ < TPOXX® (tecovirimat)? 34 (@ 1)
AR Bxaz % R R AR
42 p = 1 p Mul 0¥ o BE &
Fpe i E_ 0 P finFhe

BEABET AT RRRBAZ LT AN L - KR PR LT

p;.'—gsfg'}r.a‘zc

f
(-) BrLEky
0t B Ofe & A4 % OB R 0%
o & (GEEP) °

OF STETEY

oHIVE 4 ® CD4<200 cells /mm? ov = B oM B o2 PR EREE
DFFHE ol @ Giip) o

() o2d %% (Fu - AT aB2) o ot o

(2) of @ SAKBEHFR LY 2 BRI

i ea_%g EF Fa

LR

- AATEPFEERREF P T :r.,pgs.%z;g? REHE T IAR 2R G R K o
S ke (AERE) HeRp TR L EE kR

COER T REY =20 )
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®
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