Daewon

X2

P EIRAF

|'E Ej Il I (Teriparatide)




HIOI2 A2 H [Biosimilar] &t?
Bio + Similar= &M O £ H|W=540| ¢5=
MIBoIlEOoZ I HAst 7|EC = E&.

723,

OrHds TR

IT = =
0122 02 HIJEAIE
Aloje] Ix, 47 52 BIEH AIZIEHLY A3, RILH Al
Suj5tn, BH0| S5S U (SBA)S BN

03. A~
NS OO QLIRS s Aot}
HIO|RA 21212 OfF 7 HIZBHR] 2ol

04. HIZ MJ AL
7|Qi0lM Tlatet Zaree £z,
AZO|OFEOMA 7L AALE Tt

05. HI0|2AI2 517t
20IS0| OHEHT
A 4 =2 37t

HZAF FHERIXIF L CHsst

. Receptor binding stud
In Vitro Assays " R

Cell based bio—assay,
Rat Osteosarcoma cell line
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* Subject : The efficacy and safety of RGB-10 and reference = 300 7
teriparatide were evaluated in a randomized 52-week study in o [ [
250 patients with osteoporosis at high risk of fracture. 5 200 260.95 24448 1123084
(73
* Method : A multicenter, randomized, rater-blinded, parallel- 100 |
group, phase 3 study
* Ambulatory postmenopausal women and men( 55 years of 0
age) with osteoporosis at high risk of fracture were randomized
1:1 to receive either RGB-10 or reference teriparatide 20 ug =100 ~— w w w w
once daily via subcutaneous self-injection for 52 weeks. 0 4 12 24 52 52(LOCF) Weeks
+ The primary efficacy endpoint : percent change from —
baseline to 52 weeks in lumbar spine (L2-L4) bone mineral ( O TERROSA O Reference teriparatide )

density (BVID).
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Distal Femur e | Distal "
' Radius '\

weeks P=0.001

12.6 weeks 28.7 weeks 9.1 weeks

P<0.001
weeks P=0.01

(8 weeks)
Union Rate Time to union Time to union Time to union

P<0.001
(8 weeks)

78 weeks

Pain Score(VAS)§@  Physical Score(TUG & Time to Mobilization) €Y
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TERROSA
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. 9.9

Bone Mineral Density Serum PINP

290.8 %
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Teriparatide 2t Denosumab?

%;Tll:g I:'LI 8 L?-E! °|_|'5)BMD JH ﬂ Teriparatide + Risendronate 6.95% 3.86%
2= LI-EI- = LI D Teriparatide + Zoledronate 75% 23%
Teriparatide + Denosumab 12.9 % 6.8%
Teriparatide + Bisphosphonate 8.4 % 32%
Teriparatide + Alendronate 9.2% 7 %
Teriparatide + Raloxifene 10 % 4.2 %

TeriparatideE £JI0l £0{ 2, 3t 21z HEIZMAEYE 5718

Denosumabilt HetHo=Z

E O:I-(I)-"E Zd Ol § J_I-J{_ll 0 | n %‘ I‘" E‘ll Teriparatide 24742 — Denosumab 2474 & 6.6 %

O|=I |_,| [},5) Teriparatide + Denosumab 2474 — Denosumab 24712 8.6 %
Alendronate — Teriparatide 3.3%
Risedronate — Teriparatide 29%

Romosozumab 12§18 — Denosumab 1274& 8.8%
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HEEA USE7|, XYt LH(2 ~ 8 C)2 &, HELZLHE 2

oF 7t Rl | Al X 9 4% DBeWON gexet HIZ=2|2|Xt : Gedeon Richter Plc.

TSI Z7| = SHAA| SRS Rlokmehzd o4 @7H2| H-4031 Debrecen, Kigyohagyma u. 8. Hungary

4
T : 880671807616 I‘”}_xl' : Gedeon Richter Plc. I1|_J‘(_x|- . Richter-Helm BiOLOgiCS GmbH & Co.KG
- #1742 H-1103 Budapest Gyomroi ut 19-21 Hungary =% Dengelsberg 24796 Bovenau Germany
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BD Micro—Fine Ultra™ (Becton Dickinson) 29G ~ 31G (&1& 0.25~0.33 mm) 12.7mm, 8 mm, 5 mm
mylife™ Clickfine (Ypsomed) 29G ~ 31G (=14 0.25~0.33 mm) 12 mm, 10 mm, 8 mm, 6 mm
HaxA A2 HMZU2LE 5 * Ho| 7IEIX 7t HAFE Ao = DEH(Q2 ~ 8 C) 2 HELIC
o= 2%t : DACUUON SR EA HSEHA NS HSUR 386 25 27|= SHIA SIS MOMREH 12 24

MIZXL: Ypsomed AG  Brunnmattstrasse 6, 3401 Burgdorf, A9|A
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