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Dr. Jae Il, Kim
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Indications

Process Development and Process Validation

Leuprorelin (F=Z2H2I)
x'“*ﬁﬁ‘_ﬂ'ﬁ uDIr/IFI: Ph Eur, USP,

Prostate cancer,Precocious

Drug Master File
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USFDA #25878, ANDA K2R, Hel&ME tholx| )
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DMF, Ph Eur, USP, TFDA e
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Requester Phase  Description Requester Phase Description

Process dev., production, CMC, Process dev., production, CMC,

N _I?rf;:lse ' 36 Mo stability test H o, Erfi'n;se " 36 Mo stability test
300 g (100 g x 3 batches) 300 g (100 g x 3 batches)
Phase | Process dev., production, CMC, Phase | Process dev., production, CMC,
C Trial 36 Mo stability test N trial 36 Mo stability test
300 g (100 g x 3 batches) 300 g (100 g x 3 batches)
. Process dev., production, CMC,
0 * ?rkl)aanlse I gMC, 36 Mo stability test A Erki]aalse L 36 Mo stability test
4 9 300 g (100 g x 3 batches)
Phase | Production, stability test - Phase | . dev..,.productlon, CMC,
- Trial 30 g (10 g x 3 batches) A @ trial 36 Mo stability test
gtvg 270 g (90 g x 3 batches)
C Phase |,  Production, CMC G ‘ot Phase | Production
Il trials 709,59 ST trial 100 g
Phase | Process dev., production, CMC, Phase |
E trial 36 Mo stability test D ., trial Production, CMC

680 g (340 g x 2 batches)
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HEIO|E 7| $8S 53 2=t

| -
Category ‘ Project ‘ Indication Discovery Phase | Phase 11/l
g IH| AMIZO| Metxjoz
AR ABHoH= B 8o X2H
Cancer
EX BHX|SAT} Q=
ASNIES0 AZESN Quet XI2H
Virus = ZYS o[ AH|
Infection ACMES50 Hjo|2{A Ziix|=A H[OJA} oF
0o -
Super - S YELE|2(OFH| o,
Baciora AGHEE0 CHILAZ 28 XI2X @ a @
SHEY SO BX20| M2 7= 0IH/=% i
AGM-212 oS St X2 MAZZ Ha| | GHLNLH
Metaboilc L
Disease
T Sk HIE |22 HIS S AE
CHAMY ' X2 Tl S(YE)
Infiammatory ¥ S BYX =N 8l
Bowel Disease AGM=260 A ThEe X2H
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Upside Potential — H| Tt A12F 7}{'2F

GLP-1 =84 & Glucagon =EH[0]| Ci$t 0]

=

YNILIEIO|E peraide BCHOHRIA0| SRIE @43t Hjat k|2 B, IV
O

; S SH|EEX|ZH|0f Cigh 7|sd H 551d 25, €& CROOM Hd 58 Tl &
=0 Stz ER=A= PN, "
o |I]ﬁm =Es (5=2H2) (S=2x) 29489
X
= = (10-2496719) (2023-02-01) AMILIEIOIE 0IF0IZ |A 2 019 %
20X 0l FHctet 3147770 2022-02-11
CAGR 21.1% 0|2 17/635,039 2022-02-14
3 : -02- AMILIEIOIE |SAIHl 2 012 8%
E xo == 202080057405.2 2022-02-11 a2
2030 = 1 35"'d +d 20852849.7 2022-02-16
a2 7425855 2024-01-23
AGM-217= 2ISHHILH AL ) IS =& HIOI SE QU 0IRAO HIZ AA BS
A I | Body weight t Energy expenditure 8 30 7 Vehice
x | Cholesterol 1 Browning/UCP-1 level 5 ~—  Ex 50 nmole/kg
B I} | Triglyceride t 11 Glycemic control £
' h I} | Steatohepatitis 5 -o— LExenatide 50 nmole/kg
@ = —+ AGM-212 nmole/g
' { ) I} | Body weight t 1t Energy expenditure ;
| 1} Cholesterol t 11 Browning/UCP-1 level k- - éﬁ’\cﬂa;g P nmole/g
| || Triglyceride t t 1 Lipolysis E (equimolar)
I} | Steatohepatitis t 1t Glycemic control

§ —=—  AGM-217 50 nmole/kg
Time (Weeks)

=& : Diabetes Obes Metab. 2021;1-11 -
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oA @ HLH ORY 29 ope oMol ¥F 2%t Bk ol v EE TN BE
&S @ A7 ALY oEY XE B0 Ot 7|ey 2 S84 S y BT
XIgH 9= vz SR} Lo 3§y
=Ly 10-2021-0120647 2021-09-09
oj= 18/557,576 2023-10-26
1423 01y FE 22867732.4 2023-10-26 E—
CAGR 5% 5 202280032063.8 2023-10-30 o1=x Fixiz mﬁ.ﬁci e = xS
ol . Pre aoaco oa2v o = ) o
20304 20% ¢ == 2023-560932 2023-10-02
7HLFCF - 2023-10-25
23 2022342994 2023-09-27
AGM-2602] & M|ZojA2] =& 7| %} HLEE HEH S= 22 or20A2 SHS =l
..0.0 =3 Treatment : Daily i.p injection of AGM-260 Vehicle ' .
Intestinal epithelial cells ’5 ‘ #4
. 3% DSS — o o=
f:o :,/@ signaling pathway ch S GPC = ok Oz j. i Sulfasal —gb il
- o (3% DSS water) - 0.1 mg/kg < B AGM-260 =
pA\I\;PK E\(/)\folgsssh?ntrc]al k;leeding v . EV\f Iossh& fkgcal kileeding A — 2 :g -
A - Colon inflammztory damages . c;g: isnfT;nmlr:gtory damages
) ZO-1, Occludin 4 v A 10 mg/kg
Tight junction barrier integrity A
¥ Alleviation of clinical symptoms and
Intestinal pathogen invasion & inflammation ¥ colon inflammatory injuries of ulcerative colitis
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