TS
R

EEEATERAFEGAGLANL T

U “ﬂﬁﬂ?ﬁfﬂbamzw;%
B : (02)25000126 S
AR EHE ;ﬁﬁ?ﬁ(oz)zs
TFEH4EH - tmtmOSOl@cl

X H  HhwiE R

Hx B PERR 114512 416 8
B F  FAEFE 00689 5%

A

L
5 4 BB AR AR TR
b A R |

e

&ﬁ*ihﬂ%%mﬁ%%ﬂ%@ ﬂﬂ%%ﬂ4ﬁnﬂ
4 BNESET EHELSFBRERA oo mLE K
KRG EBBEEFM R LA E AR BFAER
¥ AR

L A R FDA £ F 5 1149087907 3£ -

ﬁ LD
R G i
e U\;wx A f‘H ‘“3; AV (5
SRETENBER iy
S e TR S T
ek RSN S fﬁﬁza
e at
|
PAd
i
g&m
& ]
z2
43
BT P Y
%K%% 114, 12, ?
$—R #£—R !
PEEBIIN (B) NE  RE
MDO60548:1:13 2/12 ' VST e



th

1 ¥
A TR

- 3= ok k
fieBANRRRBEEE &
Wunk + 115021 & Jb W d o6 B A 20 R — AL
1304:109%%
Wag A BEE
W& E 3% ¢ (02)2787-7611
& A ¢ (02)2653-1180
& F-4f4F * PengYH@fda. gov. tw

gxF FERBIRGLTLAMEE

xR PERBELLFI2A98

B 3UF S | FDA% 5 % 11490879074k

oI K

B BRI AR A

WA ATRRALYARSE TEHESSBARR) P BABRAREL
(A210200001_1149087907_docl_Attachl, pdf °
A210200001_1149087907_docl_Attach2. pdf)

5 AARENIAEI2A4EASBE TEHERSBRE KR
WMANEELE B E114E1288R A% FEREEH

E BB o
WA
— s ATE 114512 B4R B 5114103363850 &
;ﬂ o

N RRALGESH BB RBBALXTI2H ) RAWT

(—) & = @% %11 5 £3508 B A WA MR » M HORMEAR =
BB R E205TEE B ES 0 BEEMRLMR A ME
(Propoxate) [&4-% BE#ilisopropoxate] °

(=) 35| E ¢ (Etazene) AH =B E M S -

(=) 35| £36R46% (Metonitazene) A% —RE MBS o

(m) 3 5| % ¥ 2% (Protonitazene) [&& K &4
Isotonitazene] & % —& B H B & o

(£) 8 FIN-% T K BHRA#F (N-Desethyl

B1R #4317

MDO60548:1:13 3/12

b

147



—
—

MDO60548:1:13

Isotonitazene) &% —@& % H|#% 5 o
)W F A RAEA (Metonitazepyne » N-Pyrrolidino
‘Metonitazene) &% —@&% 4|82 o
()5 %Rtk (Etonitazepyne ~ N-Pyrrolidino
Etonitazene) AZ @& 418 m -
(A\) 38 5| & 36 B Z wit, (Protonitazepyne ~ N-Pyrrolidino
Protonitazene) A% @RS H & 5 -
(L) 35 & R th ok (Etonitazepipne  N-Piperidino
Etonitazene) HAE —REHI B R -
()3 514-F £ X %A (4-Methylpentanophenone) % % w
B B R R o
(+—)#712-18-4-F £ X %8 (2-Bromo—4-
methylpentanophenone ) % % vg 4% 4 | 3 2 Bk 8
(+F2)3#51-A 2 4-1-F (1-Chlorophenyl-1-
propanone ~ Chloropropiophenone) [& 4 £ Eig4
1-(4-Chloropheny!)-1-propanone * 2-Chloro ~ 3-
Chloro] % 3 va 48 % 4| 4 & R -

EcBNEZAMBAR BHGHE LA G BBz R

O ERRARTHE R B R IRNEBERES
it FREREHBRE AR SR Bty
M K A do Bk AT R AT B BT A B 0 4] 5
FRI AR E AT HE LT3 BARIEIS 617 %
R BFRBZA Il % RE - WEREA
FAAMEFE BT RS S5 255048 AT
o URRMAEEH -

2R %37

4/12




W AT R 1144812 A48 IR &R % 11410336385k 25 %

EA

Bl

ir

MDO60548:1:13

ARAGIE TR B RSB ERTE ) Py B AERARE]
tr

%E%~%ﬁﬁ~ﬁﬁ%~E%%E%ﬁ‘ﬁﬁﬂmﬁ%~ﬁﬁﬂﬂ%%%%~
ML E kAL E  PERAEGATLRAMET P ERBREA
G2 RWA VERBFEGAGLANAE  TERAREHATLEAWS
4 PERBEMNAAGLRABOG EANBIERENT FERBERNY
EREAT2ANOG  CHEHWAER AR LM BERRAT R
WU B M B MO TR A B - ARETBURETA B - B R
TR B A BT A B~ W RRAURATE B > BACRETA B b BMIUR
itk B~ EHMMES  EAMELR  ERIGE A  ILEMEL R - BWM
HORHTE B RN R WA TRIE RS B P TEURBTA R 3 R T EUR
AR BATHAELR S B TEAHAR  HRTEIHELR - SMIMEE
B BRREBEELR

Wik BA AR TS AR ARG A RPN B B A G RAAEE
e~ HFAEBNF %1@/%4%%%(%%%4*)§ qgggg@ig

sl

B3R'#IR

5/12

149



BXBH PHEREI4£12A848
B3k e & 1141033638 4%

i E

L SE TR ERYEARE | YN BARE AT ERE—
E+W$+ BB AR : .
R BRI EEGE S *4' % =R °
/\ﬁ‘—$Iﬁ
—H= ﬁ%%@w%3%ﬁﬁﬁéhm " AR R
Wi % 005 3B E R MEs 0 b5 LA A4S A Riats (Propoxate)
[ 6.4 2 B 44 Isopropoxate] °
= 3| E % (Etazene) A% —BEHI B & -
= WP £ RMF (Metonitazene) %% @B B R -
W os P H M R 4% ( Protonitazene ) [ & A4 K &
Isotonitazene]z% o B
F s WH N-+ A BieR 4 (N-Desethyl Isotonitazene) & % =
@&%%‘J%cﬁ: °
X o~ B 5 R R 4 Ew ( Metonitazepyne - N-Pyrrolidino
Metonitazene) % % —@EH B R o .
+ ~ ¥ 5 % 3 B 4 £ ( Etonitazepyne ~ N-Pyrrolidino
Etonitazene) &% —BEH# & -
A~ B /R & ( Protonitazepyne ~ N-Pyrrolidino
Protonitazene) A% —B % H| 85 o :
o> 5 F ¥ B # % vk ( Etonitazepipne - N-Piperidino
Etonitazene) 4% — BB 4| % -

MDO60548:1:13 7/12 151



+ ~ 5] il+— ¥ &3 /%8 (4-Methylpentanophenone ) B B iR )

F 'métﬁ‘yi‘bgntaﬁaﬁhenonﬁ_) 2y 5 v BB B 5 B e o
+:_.;&§§uj 11‘—‘ AR E —._1~'— 7 &1 ( 1-Chlorophenyl~1-propahone »
R Cihlor”'dpi‘é)piophehon‘;e') [ &4 2 244 1-(4-Chlorophenyl )-
.. *: l-propanone » 2-Chloro ~ 3-Chloro] % % w 4% 4 ) 3 5 B 4 6 -
T M ¢ CRE By BB FIB ]y o

PEEH @

MDO60548:1:13 8/12

T
=)

5



B T EHERSBERE S RASTA

=~ IRLAE

B S

Metonitazene)

MDO060548:1:13

5 A 5 3E
1% it

995 ~ #bads (Propoxate) [eL4H Rk
Isopropoxate]
929 - % 4.3% (Etazene) e
930 » %468 4% (Metonitazene) 3
¥

231 » ®ieR A% (Protonitazene) [a.4- 3 R AR
Isotonitazene]
232 - N-k LA RICRALF 37 3%
(N-Desethy! Isotonitazene) TR

233~ A RAMFE L

(Metonitazepyne ~ N-Pyrrolidino o 38

9/12

153



234 ~ FieR4bE
(Etonitazepyne ~ N-Pyrrolidino | #r 3
Etonitazene)

235 ~ RILRAME

(Protonitazepyne ~ N-Pyrrolidino 37 3
Protonitazene)

236 ~ FiLR M Fk
(Etonitazepipne ~ N-Piperidino e
Etonitazene)

MDO60548:1:13 10/12



L
I

MDO60548:1:13

i
in
=
i
=
=
2o

how

350 ~ (Mmira)

UilES
[A~98 & & b B&
(Isopropyl
1-(1-phenylethyl)-1H
-imidazole-5-carboxy
late ~ Isopropoxate)
AN#E B HF 225 7]

11/12

155



% v R B R

7 : s

58 ~ 4-F A X %% (4-Methylpentanophenone ) .

59 ~ 2-R~4-F A R %8

(2-Bromo-4-methy1pentanophenone ) Mg
e
60 ~ 1-f X E-1-% A [4 % R4
(1-Chlorophenyl-1-propanone - 1-(4-Chlorophenyl)-1
Chloropropiophenone ) -propanone >

2-Chloro ~ 3-Chloro]

PEEH () nT ER
MDO60548:1:13 12/12 156



