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A 53 B ) FLwp
BB R R E R 050502 FTER B 0 SE A > B
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G ] MR 73 E AT R TR B
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DZP-I PRET FRA RS
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1 (Any technological application that uses biological systems, living organisms, or
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derivatives thereof, to make or modify products or processes for specific use) > /2 # B 7 1
WP E O30 BPRRATESMERLEITTEFE ‘2% (Organization of Economic
Cooperation and Development, OECD) % & "4 3 | 2 g* 24 H 4> ¢ £ H e
BAEE s A& A e SRR 0 G 4 R R o LA 2 AT
&~ frpRazahft § ¢ Bpe(Biotechnology is the application of science and technology to
living organisms, as well as parts, products, and models thereof, to alter living or nonliving
materials for the production of knowledge, goods, and services) o 2% R G /AIR1 £ 5 ¥4
P e & (1998 #)E_TiE %4¢ﬁ§11%wmwﬁl~MW@$\§ﬂﬁﬁ\
B dE  BAMEE)L AR EAFE AN A S ARAARET o Lk A
BABRF2PEHN, -
4R 4 Muiﬁ (HAZHEAEE) “THZ2 DY ¢ 220 B4 F R 2
BAENTRZAAHELTNEALEFERFR - FERRZ LR F 9Tk > 4 HUE
A ¥ 7 & # ¢ - B @A = o FH 4o T F

FTAAR TR 22 T 6B

-56 -



ARYPFARETARSZIEFEL(LAF)EAFEL (AT, B9 B Aug e HAr
B B ATT R SRR T SR Rk EA S RAPR 0 E R B L B WG R
r it & F & 2 > Frin(Target Identification) ~ §ifk 0 # 4 F % ¥2 2 4+ & & (Pre-Clinical
Testing and Screening) * A %8 g2/ [ ~ II ~ 111 # 3#5% (Clinical Trial Phase I ~ IT ~ III) » #%
4 ¥ 3i-(New Drug Application, NDA) » $|B~{¥ FDA %+ (Final Approval) » i€ % < 32
TRI2 I IS E > FHAw TR/ o AFTHIALIEHLERFDA chg PE =2k 5 o)
&+ v F &4 j5d CDER(Center for Drug Evaluation and Research) % % 32 » @ + &
2 4 &4 pliFd CBER(Center for Biologics Evaluation and Research) % + # 72
The R&D Process

Marketing
Final patent Investigational new Marketing approval/
REGULATION application drug application (US) application product launch
TIME (YEARS) s LA | j w i i " i 008 2010
Regulatory | Post-mitg
" —— Discovery research Development research g P
DRUG Bosic Synthesis  [Phasel] Phasell | Phase (I Phase
research Biological testing & e i P sicnseansed » v
DEVELOPMENT Sharmacolagie . '
screening 1 1
Shavrt-term anima testing | | ] 1
I 1 ' '
" 4 Long-term onima) testing ) ! 1
3 1 1 ! :
( Toxicology and pharmacokinetic studies x 1
1 I | ' '
< Chemical development p 1
, L) ¥ ' I
( Pharmaceuticol development ) 1
I 1
' 1
! 1
. .

*Phase IV is not part of the R&D process, although data collected during that time may affect how the drug is used
Source: Mestre-Ferrandiz, J,, Sussex, J. and Towse, A. (2012) The RED Cost of o New Medicine. London: Office of Health Economics

Fr¥f ] AT VBB S Fh 0 B FDA < &AL 505(b)1 ~ 505(b)2 ~ 2 505(j)=
L7 > 505(b)] £ 505(b)2 F  ATE(NDA) » 48 b P fm A 25 4o 4 o Type 1 505(b)1 »
H 4 A AT Type8 # o #/ 505(b)2 #7 2 NDA 44 -

NDA s 1 s
4 v t i e R
Tvoe 1 7 & > & + (New Molecular Entity | /& A & % W+ 3 & 5 £ K FDA
yp or New Chemical Entity) E A B s N
ARCE E A S %‘-’rr.&x =
Type 2 | #7751 = > (New Active Ingredient) | &4 © X7 % #F (salt) ~ fig #F (ester)
> ﬁ.@\ﬂ f?%ﬂ (En antlomer)
%1 T e AR s AR
Type 3 | #7#| 4] (New Dosage Form) TR ¥
#7148 * (New Combination)
Type 1, 4: &8 $ 3¢ S 2§ BE| A B SdhTAdpsE 5
Type 4 | % g FDA % i it & + A BAHAA SN ES L
Type 2, 4: @mé«.:‘ﬁ,\/yn[;c{*‘fﬁ*%%ﬁiﬁq*?iﬂg%ﬁjéé}
£ 7 FDA % 5 8 chatia i & i
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NDA 1
g Zp R
BE &
#rpe > & 2 # (New Formulation or | ,. o o o\ 5 4w % o .
Other Differences) (e.g., New | . ? 3\( - cﬂ' 7 # FDA E%t. o
Type 5 N : BOZATEE S s AT R AT 3
Indication, New Applicant, New | , & 378 E )
Manufacturer) povoEATRE MR
Tvpe 6 | A7 W & % 7 (New Indication or | gt A iz ik & * » #iff
yp Claim, Same Applicant) - w) g 3] Type 9 & Type 18
LS e PIBEPRTEY rie e P A | . -,
Type 7 | # & (Previously Marketed but | . 11‘922[‘;]& i:{gg\ "’jﬁ ’%z% 'f;
Without an Approved NDA) s a
fe> G FDA ki ¥ 0 i
Type 8 | ™ Z 3t 2 25> Z(Rxto OTC) | B & A & ~ A A g 4% 5 2™
I o o R S
S FDA &7 NDAZ %@ -
= BT 2 REFEH IR NDA
%ﬁ@ﬁ’@ﬁﬁ@%%uﬁﬁ%‘$%°d*{%J@%$’yﬁ
Type o |# - 7 & & (New Indication or FY¥ ALY oo
yp Claim, Drug Not to be Marketed | - = H ¢ — & Type 9 NDA ¥ 3
Under Type 9 NDA After Approval) = SR T S | FDA g d-d
1B Type 9 ¥ -k pd ik
Mo 4 X %R 45 "NDA(“parent”
NDA) e 4 ¥ & o
PR R Z G R e
AT R 0 P R R AT E | L O L s e
Tvoe 10 | = # 4 & (New Indication or Claim, l;%éri{‘éfNE? N f;t,‘%j_i ) ’,;l
yp Drug to be Marketed Under Type 10 | ;4 5 4 :g—-f; 5 3 ‘ND,&F 2.5
FEoA Do gl Va
NDA After Approval) ”"é v % ‘%gé‘ vk gz
T4l kR : FDA CDER/OPQ: MAPP 5018.2- Policy and Procedures: NDA Classification Codes
P

£ RN S S F ) 5% H(Food, Drug, and Cosmetic Act)® R4 < 505() % % i
e TH LE | > G % ATE Y - (Abbreviated New Drug Application,
ANDA) » A & & & F]H § »2= (p &0 4 % 5 (Reference List Drug, RLD)4p e » #7¢ Fih
BB 2 F R I S S(RLD)E 2 AR I o %4 B 45 5 RT3 R 5 2
(Quality by Design, QbD) > #& i % 5B 3% 424K 2 ~ S H 4B 2 % ~ &2 CMC ## 2 ¢F »
Hipk F o4 A P M R%REL P 2 H R E S (RLD)E 4p & & »x(Therapeutic
Equivalence) ¥ ¥ - 505(j)% % % £7 505(b)1 % 505(b)2 #T% it fide™ £

505(b)1 505(b2) 505()

% 4 7 (User Fee) 2 * s
5‘15\' ) > A (NCW ja}

Chemical Entity) - : ’

A r_}_ =+ > (New Active 7 g &

Ingredients)

FTA| 3] /FTEe > (New

Dosage Form/ New g i ¢

Formulation) %
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505(b)1 505(b2) 505())

—--ﬁ}i; ’—@J y e AR

| (%2 ) 3] ) -
% 41 i%# (Patented) .. A w3 Rl A
3% Jf 18 (Market
: iﬁE( 5 years 3 years % /180 days

Exclusivity)

& IR e B U AF FHRHEZRRE T BE L o R AN S

TREDRR T TR | AP RN 0 RTEES | PRRFELEPN T LS
EAEY A RS 0 I | SRR D G L | HRFSRLD) g ¥
A R TR S 86 Rk & 0 12F | %(Therapeutic
(Dossier) TR e Vo B Equivalence) ¥ ¥ o

A - Rk W R e K

BRHL 2P

#Wi? CMCH#2 2 = 2

E E )2

4 AL N B L e
CARRRERST @

¥ ¢ FDA ¢ %539 L L A

5 F FDA T k4 HE BN PR Tid » AR BAFLNETRYASERS P
p%a%%@,az F N Ewwgﬁﬁ*%i%#’ﬂﬁﬁmﬁ"*ﬂﬁpﬁv
FERRTELNE L &a 5 LW (FE 4 FlLg A7 £ K FDA B 44t %EL”](
% BEE LEEEY Y  BERE 24 A ?m¢%«w&mﬁor— :
F Wr i e R F B o et R PG h Rk &gﬁiﬁ%ﬂ SR
%%ﬁﬁ%mi‘ﬂiﬁ%&ﬁ%%ﬁ%%m@ﬁ?@’u#uwyééﬁﬁ&ﬁ»
T FERER o
2% FDA Z ¥+ A4 2 M FT At d ¥ 5% > £33 GDUFA(Generic Drug
User Fee Act)* i2 o 5 L E R Pl 7 * > 3 B LT AS TR
2m23799ELmu¢ﬁ10”W%$g¢ﬁ§kg’QEE&%EE%Qﬁﬁk
EHE DR ﬂ#ﬂsz@gfﬂﬁa—r%&’ %_% GDUFA 1- FDA =4 j€ 2017
£ 8 ! B4 GDUFA 1T m‘ﬂhr"*ﬁ;?’ Ao 9 TR R R T T~ PR R FFINP enid
iT4-4 GDUFA I &7+ tg2d & > 33 iﬁ" a4 ¥ 5% (PAS, Prior Approval
Supplement)jc ¥ » 3 4 &4 B W 3§ F L EE o P e B GDUFA ¢ = 3 (GDUFA
Program Fee)» % 2 P 3 B LB H I E P KF £ 9 188 ~1 9 180 F ~ 72 & ene
48 ¢%Y g% 7 (ANDA Fee)™s 2019 & g+ &8RS 2544 18 §F= o Fp
GDUFA II * & ¢ %" 3¢ % * (ANDA Fee)2? GDUFA ¢ = % (GDUFA Program Fee)d +
TR E AT AR R e 68% o H ¥ A A RIVPRE- H AR fi
(CMO, Contract Manufacturing Organization) % — 4k 4 & 1 Fp= 3 > < tg & "§ M¥ &~ 1 fg
CEQza:= ‘?F-'j o ¥ iwit & GDUFA 1% GDUFAIl 4 B 2 ‘*F‘-“j LAWAE 1 AL i ISR S

GDUFA 1 ¢ GDUFAII et § A SV R

5w s GDUFA 1(2016.10.01 GDUFA 1I

A

‘ -2017.9.30) (2017.10.01 ~)
— Z& {24z % (One Time Fees)
g %Y 43 * (ANDA Fee) v 24% v 33%
RAL# 3 Fhk 7 * (Drug Master File

v 0 v 0

Fee; DMF Fee) 6% 3%
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P GDUFA 1(2016.10.01 GDUFA 1I
fo A
-2017.9.30) (2017.10.01 ~)
# % (Annual Fees)
* R EREE B F * (API Facility v 149 v 79
Fees) ’ i
* ;r 2 E’ H
WA KL ¥ 7 * (FDF Facility v 56% v 20%
Fees)
’% oqe 1+
e RIFKWE F 7 * (CMO Fees) —i‘ ;;DF Facility Fees v F:Dj,j I:ailhty e
* )
GDUFA ¢ 22 % (GDUFA Program N/A v 35%
Fee)
* ¥} 20 2 ANDA £ 12 F 2+ 7] 35
" N/A v £ {3
o it 6 3 & 2 ¢ A
ie:p 631 19 & ANDA 2z ¢ 3] N/A v A e P 2 40%
v
. 75 z_o] Al e
Jf’jty 13251 ANDA-»J.—tI N/A v «’1'1)6”7\10%
¥

i3 7 GDUFA I 467 5 MRP &
ANDA % % ﬂ#m% o E - 2918 FEA ANDA PASE E R VR MR 413 F

CEMER TR S

EFAhE o e JpWUAKWE FF* (Facility Fees, FDF) ¥ GDUFA ¢ 12 % (GDUFA
Program Fee) o Ft v P ERE LERBERY BRI BRPENTET IR F

BAAPEAL

penhi 4t - GDUFA 112019 # ¢ 3+ & )i»]x PR e 4

GDUFA 112019 # ¢3-# B ic § %

GDUFA I » #g 2 2019 ¢ 3~ # & (2018.10.01 % 2019.09.30)”['{%'3 M dm(F )

— =t {242 % (One Time Fees)

Bred gy (ANDA Fee) $178,799

FAlZ 3 % % * (Drug Master File Fee; DMF Fee) $55,013

7B ai@m“?‘ #% PAS N/A

# % (Annual Fees)

GDUFA ¥ 72 # (GDUFA 5 20 ® ANDA &bz < 4| o9 $1,862,167

5 l'f”;F‘ ( AEj 6119 ANDA LY 415 7 §744,867

rogram Fee) #6412 5% ANDA 2 -] 3|2 7 $186,217
2 WE PN B Z g (Domestic API) $44,226
Z BB ¢t AL 2y (Foreign API) $59,226
Lo . .

S E E 7 (acility % 3 P 4% % f(Domestic FDF) $211,305

Fees) % W4 ¢} 41%| % f (Foreign FDF) $226,305
2 WE N 1 % (Domestic CMO) $70,435
2 ® B ot 1 Z fy(Foreign CMO) $85,435
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F R A AR FEAIATE JIATE S 23 ok A ZFouk T 5 X R P H & 48 (Market
Exclusivity)#] & > &-¥ 43785 &4 3 & 5 &0 B &R o s E3 T T Jﬁ,
PRANGTES LIS o B3 2180 % D FE Y

QAEF ~ P T2 BB
M- AFen P T s ge S o A RUEAE DT FIRERSFESRE
PSR A ARE BRI R S B AR B RR BT o B

THPHLLTFRLGEER -

oy 2
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PRI R H AR PFRALT TN S EA R RS2 - &
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.1“3:}7‘§—;De101tte 2017 Global Life Sciences Outlookz®iz » > Tk 5.5 - g4& % &1V ~
c BHAKRT EEAFLAEF T ELS% o A EDL 2B AP B d 25pc
2o - o fe K BOPeid ehi F L ATE % 5% 3-(Pharmerging, - £ dp PRy AR
FEER)-

F452017& + L & R enIMSH B34 > 2 ER RV EED FREEE £1.04 R
P ERM L2 A ERE - 3 324500 % 0 (B E NS Bad3% e P H
A ET B ATARD AR G 2R F D A BRH - B 823 E 0 (b 2IRE R B
7.9% ° p A2 TB HRHFR] S TI8RE ~ o ik 2IRERT H7.5% o

2B S R RN

y.

Impact of cost
control efforts in
seweral markets
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Source: Deloitte 2017 Global Life Sciences Outlook
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Source: IMS Market Prognosis,2016
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Source: IMS Market Prognosis, 2016

B.12452016% IMS Market Prognosis® #-3F % & = [ 47k * #(Specialty Drugs) ; €7 #¢h
Ao 4 BAKDHEE Rt o DIRERD B Bt ord 05 Bk ® % (Oncology)
Dk kB O-12%:nE A A A E 0 120218 7 i 1200~1350 % % HAH o H
 Tsr 2 | & HEMER #Z(Diabetes) ~ p %8 4. % % ¥ Z(Autoimmune) ~ % €

op T E(HIV)E > 395 5+ o Jmd

DI AL Bend 42 A K AR

Spending 20 G Spending 2016-2021
2016 CAGR 2 CAGR
Cralacy 53 10.5% 120-135 Q-0
Diabates BE.2 15.4% 45-10 B-11%
Autalmmuns A5 18.2% 75-90 n—td%
Fain ETS T FE-90 2-5%
Carcivascular 0.5 -25% 7080 0-5%
Raspiratany E4.4 24% G0-70 2-5%
Artiblatics and Vaccinas Ed.4 25% a0-70 2-5%
WMertzl Health 36.8 5.0% 3540 -1-2%
Hiv 248 n.5% 3540 B0
Artreirals EX-HMN 332 3BT 3540 0-3%
Al Cthers 2302 5.5% G045 A-T%H

Source: IMS Market Prognosis, September 2016
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$ 7k * % (Specialty Drugs)sh= £ 8%
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45%

35%
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Source: QuintilesIMS Institute, October 2016

SEERRRRRRRGRRER GHCERBRRRRSRRER EZEGRRRERESRRER  RIEERRRARRRRRER
us

C.2016 # IMS Market Progn051s BB AF A A4S L %S ¥ (Non-Original Brands +
Unbranded) 7 3+ » © % B B &% # (Developed) s% rr{wﬂ 7 1 549 % (Original Brands)
@ %fr-ﬁzé’%‘r‘%‘r’i #-(Pharmerging) P 4+ 4p & » -4 & 5.4 0 8 (£22% -
56%% &L 1) 5§ ¢ % (Non-Original Brands + Unbranded) - % ¥ & RFc i) Tf B &
2 AR EMELIDNH PR ARE L ENI LR L > A kS5EDE
T AaF AR 12%2 ’F o
DIRE L& 4 gk R(2015-2020)

Global Generics — a promising growth outlook

Generic sales by region, 2015-2020, $ Billions CAGR, 15-20’
292 Percent
China @
Growth
Markets @
EU + Japan
us L 5% 4

2015 2016 2017 2018 2019 2020

SOURCE: IMS Health, McKinsey

kfpTeva 31 * IMSZ McKinsey 7 4L &g 7 & £ 8304 &3 4l Qg T IRE &£ 2 &
R ER L B B ? K2 H B AR A L R RE o TE 1 2020E o .?:
hE #4832 $USD292 Billion » H ¢ % F# 344 $|USD94 Billion > * &
#-i% FUSDA40 billion.
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S ERF LELLAER Faodl AT
SPENDING 2021 | ORIGINAL NON- OTHER TOTAL
ORIGINAL | UNBRANDED
US$ BRANDS BRANDS PRODUCTS | US$BILLION
GLOBAL 56% 22% 12% 10% $1,455~1,485
DEVELOPED 69% 14% 12% 5% $975~1,005
PHARMERGING 22% 42% 14% 22% $315~345
SVE()S}F{L(I))F 51% 27% 8% 14% $130~160
Source: IMS Market Prognosis, September 2016
R ESNE LEL LA LR F DD £ AR
20&51321 ORIGINAL NON- OTHER
CONSTANT BRANDS ORIGINAL UNBRANDED PRODUCTS TOTAL
Uss BRANDS
GLOBAL 3~6% 9~12% 3~6% 3~6% 4~7%
DEVELOPED 3~6% 13~16% 1~4% 0~3% 4~7%
PHARMERGING 4~7% 7~10% 8~11% 5~8% 6~9%
&ESEL%F 2~5% 4~7% 3~6% 3~6% 3~6%

Source: IMS Market Prognosis, September 2016

# 3L Other Products # $0TC% H i & 2 jF4f R E. o

D. % B Frk

(AEREL Rd A nFRD H > d% 24500~ R FHhART EEHL
FEFAE6% o d RFRF L IR A 2 F R Bk A A
G4 5 20164 %473 (Discount) & 19 4 (Rebates) i e13l 9 % ¥ e & 4F Wit
£3,180% & » MAT%hE A L & E K F|2021E 7 iE £ ﬁ4,050~4,350 [t

B0 B R St 0 B i) § 4280 | 4 (Copay)ind i

e -
d BB o
[ N FUB CF
2 HE S SRS S L AR
700 15%
Lo lal]
10%
500
£ a0 =
E 5% 3
& 300 L
Z00
a%
jlele]
a 5%
2007 2008 20089 2040 20m 2m2 2M3 2016 0 2ME 2020 2021
I ‘et Spending Inwoice to Met Spending Differences
m— MNet Spending Growth = |maice Spending Growth

Source: IMS Market Prognosis, September 2016
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BV EiREWERF LA kT ERF HERELJERZE 253 wé%é%n%ﬂ
F1iE ehiir o 4235IMS Market Prognosisig s » %2017~2021# fF & 4] & /&
MBS Y R TRt A1 435R A o A RPRFI R A P E
(Biosimilars) 72 22 fE > 4 o 4f 00 S B g AR S R o A A
2017~2021 & fF + 3 > $12 4o 500 8 503 S 4 S DR o

i W50 EF L B i
-29.8 e
|

59 'II. 1Bn

T
-%143.5Bn
202 2013 2014 2015 2016 2017 208 2014 2020 202

Source: IMS Market Prognosis, September 2016

(O)BeR % ME L EH G305 M 75 353 20%=
B L © AZER0% o E R E L s > & EFe E RSO LA E Y
REE 2500~ B A L AR E AN E Y
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(A) A2 7 A505(b2ATH B HEHME > T RIS P AL FRF 'L Ahgra
WA RN P m L AET "Jf K % ¥ (Unmet Medical Needs)¥ #
& % W33 2% (Orphan Drug)ge 5 3 & eE 382 b o Ft A 20 7 A i
BN R AT % 2 5 ASN-020 47 & P37 By O 1ok 47 3 v Ak % L (Oral
Mucositis) e B 2 T3 & F s R B 0 Ak AP {8 £ WFDAR SZERF (& -
TG GG S EFRF A AL B G TEST SRR
SR RAKRERP L ARG T SRR
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(B) ASN-020 feip o 5 57 B ofs & 34 1730 ~ 1o 5148 v e qp it 2 TRk 5 * 1+ o
c GIMSE (N AU RE P EM T PR G AT LB ER T

R BB F g g

(C) tei® 4B jZ + ASN-020§F 47 5 S05(b)2#7# » £ 2b— 4§ b 'k 474 + (New
Molecular Entity, NME)X7# 7 % ; &2 NMEAp# > L F &2 b "& 3280 > o
5 - RARRATERF T A A e

(D)*f o 2 b > B2 ZRASN-02002 & 1 19§ R AF 4 2 h endl & ¥ G Tk b
bt R LR L AR B MR ‘zﬁ-‘ﬁ%"&?ﬁ R R o
Rt h&d L5 anFg2 s gld 2 A270 EBo L
M B RX VN TR AP R TEY N P LER

L S T
B. o PRA| A A A4 47
(A)‘"FFﬁf WA EEd o b Eo D] L E R B 6 T R
B EFE25% g RS o H Y @ w @A (Immediate
Release, IR) v PRZ - FIE M e M L a2 o @ 4%

(Controlled Release or Modified Release)#t # 7k 3| 4] & 5. » jptm 3 » &
oa e B - menfli e

B)Fetud gt 227 ETERNE LEDH S ARFRE PR Lo
VBE D@ E T B

()3} T & B 'F % (blockbuster) | ]2 % 5 > Be 7S B4 8 B byt o
ML KR TAAITY PR a LERERL G P HFIIAZ v RY
MASSE B 7RG ANDA BB -~ A KD BB S H - B
PEEER c R EERRNEF G FTEE SR ARERF B IEL A
FINDNY =5

C.e- & fa, 4 47 ¢

(A)d 2 @ bR A i s PR S REEE WAL p FFF 0 F 5 A
TR o A B 2 E R MR- SRR o b s d el A 0
P AN PREANFFAM L g2 Es > WY A2 Ao

By #LAIAR S BEASART LFL g4 HLERLEE 2w

ﬂ

o

O #h > BE R E L E AR R Rt F IR g 2 88 A 5
B A EREA A Ld N LEEARL ABRFo 4 T BT - ke i3
— R ALE| iﬁﬁ.t@*ﬁ 1807 % ~ » ¥ 5 FF I
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D.ff B A St ) 4 47

A AP FRPEFERFRL ZHUA® SR> 27 &4 8 kA
PG A& HaA dut g o
Bt WHA 2B > 227 22 SFRRERF « 7 1 5 5 5w

>‘

3 % (cytotoxicity) 2. B & > #-* 34 A AR PR ES  He R L7 E
F Mz - RS ¥ A A SRS o JRAN] b w A P
5% gz_?o

Ok 2P RPERFBIFEF 2 e n 2 AT REL30 £ HLKAPL
LA ASEAZHE > RAGMP 2 @l F 7 L4ph 208 R k4

t

HFERRE BFEE A AR S AT AP AREF 2 FF o
D)g=& 5eh%4 » A2 7 AAPI BB F + e B@ing e B A0 7B
HAAPIA § g > - A1 WEARAESH L ERD F
e A B R
3R R PR

h

(D)#7¢ Far2 Fprk =x 2 77 3 3 B P
AP L FE BEESF (Specialty Pharmaceuticals) » 2 505(b)2 37 B # 3
CPELEWEE ML B AS LEA R G q_%lﬂirrf’fkf'}#ir&*f

%??%ﬁ%%’?#ﬂﬁﬁW%r*ﬁﬂ‘Wﬂp” ™ R P
FoXEL R AHBYE E MY L EFAS(ANDA)NG S o & 2 P i FiE
W-RHEGELRS S BPFAMNUNRERLZEE - S {44 F &
ASOSD2ATE R F chfk e o @ AP ATEBMG R 5 £ f 2B
SOS(b2ATHE chig sk » ¢ 32 L EH B ALY 15 & ch & 2 L6 8
B plAR 32 B RATEFROF IR R E%E
S TR FER D RS TRA BRI DR E R RRRER DR E

ey

o

‘E‘l:

B CTRHERFRREEOERGE T - BERREARROBDLEE 2 R
G EgFT A7 L 27 ARBEHFH 650502578 E & 27

%4 o

Bt L ¥FBai B FLeLrbfum: 27 mgyHd - L42
g’%?ﬁf‘.ﬁﬁ%”%“?%i@ﬁf"%"])ﬁ%?vﬁﬁﬁwgr LERE T
BRPEL S ¥V RESFEZABEHAL LR E L A A
Uapgd 2 L0 BRSNS FTRLELNE S o

CAERE BRIFRRBB T & @ 2P n¥ b B ¥ L Faami
AT Lo FAAMABNT St G o NEH ST LYY FED R
cRmaPe Rl Imfﬁ%wﬁmié’“ﬁwwﬂﬁﬁﬁuim+
FrenT JRA & 0 ¢ 35 U JRR ¥ % (Oral Suspension) > ¥+ i 7 5 % F 48
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AR AT % A &K
o AP B S AY
et @ odp B H
7 F A A A& 505(b)2 37

QF FT#ELReL R

#3108 %40 Aok > AXFFE LR FRFAF 4T

s ‘e oy

74 9 34.62%
L 14 53.85%
E 3 11.53%
22t 26 100.00%

BT 108£ 40 Rt » A2 ERFTH AR SR

Lk B Y A & PRAR AEEF
7 e FEE # L RTE R 30 & 12 F

I kL #1 B A 5 15 & 11}
5 o2 SN ks Ml A2 B 10 # 1+
BB Ll A2 A B 15 & 12 ¥
P& g2 74 - =i 5 & 1
e 1 EE! B4 gL 5807
B R Bl #1 £-3| B 3 3& 1

B)biTE R (107 &) 2 £ 3 108 & 04 * 30 p b4 » 2 F5 5 *

B LR A

ER 107 & & 108 # 04 7 30 p
e 305,445 68,817(:1 1)
¥ 142,795 3,327(32 1)
i T E Y 5 (%) 213.90% 2,068.44%

ER R S

(4B 3 A 52 HjiFst & 5

IF =% A5 it L N
g . L | ETEpE e BRI R
- LR 2 S gemy |5 =
1 CDM-O R # LERE FDA% §; ¢
2 AA-HC Fi7 NG e B © ¥ i3 %2 WFDA% ¥ 7
e , ) ¢ P18 ¥ RFDAZ % >
- 't N %
3 CYA-I oo E e RO 108 © t % FH H4 8
. , . ¢ B~ {8 ¥ RFDAZ % >
B A b £ %
4 LDC i B oL 4 FEE | 07ec az BRI ¥
5 NET-C iR 2 e B ¢ 219 2 WFDAZ %
, ] ¢ P~ ¥ RFDAZ % >
- A PR X %
6 AMA-T i B [ 1074 A5 R S48
7 ETS-1 F1 A A poaREE ©iX it 1 NFDA% 2P
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45~ ERF R R

(DA 2> e £ Bt d
AP ARG LN > FEEFEEHA L @
FHEEMIAL I P F R REIALNE L EE

+ % 2= % :¢ By (Contract Manufacture Organization, CMO) 4 % % B vk 35 2 4 & 17 2

WELITEFEL o L7 RIS #%&%’i?ﬁﬁﬁiﬁi%%ﬁrk
BEZLILZFERS 2o h#FF P P EEFERNE R LT H LR - o
PEH P DD RBAFREAT LG Y I

QA2Pd B EBFETE
e ~EHBFRE AT LT REREARPEN: WREEDETEEL 0 A
DFL AIMHHE L LR RIE A BRI SR REER S TR

ey
1%

N

WH e R 106 E 7% 21 ¥ P @ * /B > ¥ ¢ P~¥ TFDA GMP i Bk
WESCVLAREY FLEF LB R DR THASEL B YR ES
TAWUB AN -

F- 3G 0 AP BEREUHLE Y A 505(b)2 ATE SR o k2P AT h

505(b)2 #TE L 5 LB LAl P W AET ¥ %% & (Unmet Medical Needs)7 3
5B P 32 F W3 522 (Orphan Drug Status) 5 it B 28 2 ke S 40 B 5
LBREEDPE F D FAOPA RAFTERFRLERI I RABEKRT T R
B NP SV Bl gy e a k  E ﬁ’iaiﬂﬁﬁﬁé%%ﬁﬂéﬁ
ERRFREALDCLR S SFCAPRARELUE ST - 2P FRE IV R T
SRl by B iRk 505(b)2 ATE LT R B Ly g gl o
S NH 2 A AR
(- )P Ha 45

1LA& A S48 %
AXFHREEPETPEEFRS T BASSH D ANDA ¥ > 27 LDC FFps Lt A
FrF e 106 # 9 % 25 pPEEE FDA Pt & 107 #%- RN AER
b3 o NFT b B 4% & - AMA &# 2 CYA &% 4 %> 107 & 5 7 ~ 107
£ 11 "2 107 £ 12 " BEEF FDA i > W e 32 F3 31 3 48 - A%k
BEPN o AXPIFHEATH D FF ANDA Y gk EHE 2 AT DE S
ASN-020 foif s S A &% (7%~ o 3 1g v RAR 2 TR R 0 R
THAE PV RFERNIIEL RIS IR R AFFER o A0 P REF R
?ﬁ;'rﬁvﬁég*fwomalﬁ%%ﬁ EYIEANERITRT B
Flefrmg o PRI ERELF FER o ht 2 b Bk ASN-020 hd v
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