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Safe Harbor Statement

This presentation contains certain
forward-looking statements.

These forward-looking statements may be identified by words
such as ‘believes’, ‘expects’, ‘anticipates’, ‘projects’, ‘intends’,
‘should’, ‘seeks’, ‘estimates’, ‘future’ or similar expressions or by
discussion of, among other things, strategy, goals, plans
or intentions. Various factors may cause actual results to differ
materially in the future from those reflected in forward-looking
statements contained in this presentation, among others:

1. pricing and product initiatives of competitors;

2.legislative and regulatory developments and economic
conditions;

3. delay or inability in obtaining regulatory approvals or bringing
products to market;

4. fluctuations in currency exchange rates and general financial
market conditions;

5. uncertainties in the discovery, development or marketing of
new products or new uses of existing products, including
without limitation negative results of clinical trials or research
projects, unexpected side-effects of pipeline or marketed
products;

6. increased government pricing pressures;
7.interruptions in production

8.loss of or inability to obtain adequate protection for
intellectual property rights;

9. litigation;
10. loss of key executives or other employees; and

11. adverse publicity and news coverage.

TTY Biopharm cautions that this foregoing list of factors is
not exhaustive. There may also be other risks that management
is unable to predict at this time that may cause actual results
to differ materially from those in forward-looking statements.
You are cautioned not to place undue reliance on
these forward-looking statements, which speak only
as of the date on which they are made. TTY Biopharm
undertakes no obligation to update publicly or revise
any forward-looking statements. Any statements
regarding earnings growth is not a profit forecast and should
not be interpreted to mean that TTY Biopharm’s earnings or
earnings per share for this year or any subsequent period
will necessarily match or exceed published earnings or
earnings per share forecasts of TTY Biopharm Company

Limited.
7 2Yo0uuni
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We have been striving to extend liposomal & microsphere depot platform
technologies for treatment of various diseases.

Our Target is to improve health and quality of life through
innovative, cost-effective therapeutics and specialty drugs.

Our focus is on the “Unmet Medical Needs” in challenging diseases

throughout the world, such as Cancer, CNS, Autoimmune, Diabetes Mellitus &
Infectious Diseases.
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Company Overview

Germany China Japan us. Canada
Branch Office Branch Office Collaboration Collaboration Collaboration

L] . s . ....
. *e - [+]
Vietnam (&) © Collaboration
Branch Office
K © Branch Office
Thailand Philippines Vietnam © ° @ I2¥iwws 7701 o Agent
Branch Office Branch Office © Thailand o Philippines
® Malaysia
®Singapore
m Founded in 1960, restructured in 1996 = TTY Biopharm consolidated sales as of
m Traded in the Taiwan TPEx 2016- NTD 3.80 Billion, USD 117 Million
(2001, Code: 4105); m Headquarters: Taipei, Taiwan
Shares outstanding: 248 Million Shares Number of employees: 508

(March, 2017)

1) 7,
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TTY Biopharm is a global leader in Super -Generic Drugs and

novel specialty/bio -drug development with strong growth

potentials (targeting for 20% sales CAGR in 2014  -19). S—

TTY i s Taiwandés | argest biot echnEl ogy con

most completed biotechnology products pipeline including
oncol ogy drugs, new formul ations, €& &etc
Market cap US$906mn. As of 6/30/2017

Currently has three major subsidiaries (based on 6/30/2017):

PharmaEngine , (19.30 %)- Market cap US$804mn .
TSH Biopharm, (56.48%) - Market cap US$103mn.
CY Biotech, (27.54%)

Shareholder value creation -

A TTYds ROE 19 -261% ROM21.2% ith 2016
(above industry average 7.35%).

TTY targets for 28% -35% ROE in 2017 -2020.

TTY aims to be a world -class biotechnology public listed
company with multi -bn market capitalization in coming
years.

> >
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Major Investments

Global
Taiwan
China EnhanX (67%)

Asia

TSH (56.48%) PharmaEngine (19.30%) CY Biotech ( 27.54%)
A A
(CV/IGI/Immune)

ATB /ATB /
WorldCo (100%) 40%/87%/100%

(Liver/ID/ICNS) A

1) 7
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Corporate Strategy

(e.g., Pegylipo ,
Lipo -AB)

@,
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Product Strategy

Trends for Pharmaceutical Industry

Market Scope
(Risk)

New Derivatives

SpeCial Formulation New Combination
(Technology Platform/

Target Therapy)

New Indication
New Formulation

Entry Barrier —

(Profit)




TTY Super Generics Pipeline

CDMO 2016 j

Caelyx 1 | s | i cense fe
US$3,500,000 =

Products Indication(s)

Caelyx /Doxil

(Lipo -Dox) 3 . US$500,000 (Upfront Fee )+ US$ 1,000,000 *3
5 3 \’_' (Milestone payment )
Pegylipo 3 | Caelyx | | dalss & profit sharing
5 Lipo - ABG $icense fee
( )33 " — US$3,500,000 =
' 3 US$500,000 (Upfront Fee )+ US$ 1,000,000 *3
Lipo -AB . , p ,000,
P 3 \J—\ (Milestone payment )
Lipo 6 A B 0 sales 0 profit sharing
Leuprolide 3 3
Acetate Injection 3
Risperidone
Injection
3 3 3

SPL206

505(b)2

— TW Approved

China

LGIA10

Col103

& 5 Noiriien
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TTY Super Generics Pipeline

World

Programs Indication(s)

Eoae — Market

(USD/M est.)

Metastatic breast cancer BC »
Caelyx/Doxil AIDS-related Kaposi's sarcoma *

(Lipo-Dox) Multiple myeloma, MM » 600
Ovarian cancer
Systemic Fungal Infection 440
1 Prostate Cancer ~
Leuprolide Management of Endometriosis ~
Acetate Injection JEUTYHERS IR 1,240
Central Precocious Puberty
Rlsp.erlc:'lone Schizophrenia 960
Injection
Functional gastric, intestinal,
SPL206 pancreatic endocrine tumors Sl
LGIA10 Type Il Diabetes Mellitus 910
Multidrug -resistant Gram -negative
Col103 Bacteria Serious Infection 150

Core
Technology

ORI

Pegylated
Liposome
Technology

Liposome
Technology

Lupron Depot
Microsphere
Formulation

Microsphere
Formulation

Microsphere
Formulation

Microsphere
Formulation

Formulation

Advantages
EmE

Worldwide manufacturing
patent

Worldwide manufacturing
patent

Worldwide manufacturing
patent

Worldwide manufacturing
patent

PLGA used for particular
star polymers synthesized

by TTY.

Worldwide manufacturing
patent
Microsphere Depot Platform

First Choice
Irreplaceable Option,
TWNIH

_ SEBEFER



Caelyx ® Doxil ® Pegylipo ®

Global market: USD$600 Million
Taiwan: NTD$200 Million

Metastatic (stage 1V) AIDS-related Multiple myeloma, :
breast cancer BC Kaposi’s sarcoma MM Ovarian cancer
BHRE| B2 TR 2 Zpip B :
B IEILE T SR SR LS

Source : Thomson Reuters Mar./20 17

7 2Yowenni
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Lipo -AB
Global Market: USD$440 Million

Target:Worldwide 35~50%

Concurrent renal The infected bursa s - |
Leishmaniasis toxicity invasive meningitis HIV yst.e:'nc nga
bacterial infection patients Infection
FIFS KR SRR EHREESRAY : S :
X8 Kala-azar BEH e B mBEREL BIRA 2 2 EERAHE

7 2Yo0emuni
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Specialty- Leuprolide Acetate Injection

Global 2014 Lupron/Leuprolide
Market: USD$1.24 Billion

Target:Worldwide 20~35%

Management of . G . Central Precocious
Endometriosis Stenine Flbroias Puberty

Prostate Cancer

AU SIRRTE FERREE FEE B R

7 2Yo0emuni
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Specialty- Risperidone Injection

Indication: Schizophrenia

Global market: USD$960 Million

N=O
Q)‘j(\/ O/KQ\F
Risperidone
Beagle in vivo release
Risperidone 9-OH-Risperidone
—e-Risperdal Consta_AKZT800 —e-Risperdal Consta_AKZT800
%1 -e-rPO_120523 . -e-RPO_120523

g 40-
c
°
§ 301
E
g
£ 20
I
Q
o 104

! . . ' 0 ! : . ‘

0 10 20 30 40 50 0 10 20 30 4 50

Time (days) Time (days)




Specialty- SPL206

Indications:

® Acromegaly
® Severe diarrhea/flushing episodes associated with metastatic carcinoid tumors

® Profuse watery diarrhea associated with VIP-secreting tumors

Synthesized by TTY
TTY synthetic star polymers as a carrier!!

RO
RO GH 7
O R=H 3 @)
O
RO OR QX um
OR
Polymer Lot MW(K Da) PI
Poly(lactide-co-glycolide) star, 14703053 53 1.67

glucose core LA:GA=1:1




Mechanism of LGIA10

GLP-1 and Diabetes
Indication: Type Il Diabetes Mellitus

Stimulates

insulin
release

Incretin, GLP-1 Lowering
of blood

glucose

Inhibits

glucagon
release

DPP- 4 inhibitors (drugs) block DPP-4
and decrease glucose




Specialty o0 Col103

Fungus
Gram negative
(GNB)

MDR-GNB
CR-GNB

Bacterial
Gram positive MRSA
(GPC) VRE
J
MDR-:multi-drug resistant MRSA: methicillin resistant Staphylococcus aureus
CR-: carbapenem resistant VRE: vancomycin resistant Enterococcus

7 2Yo0emni
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Col103 f
Global Market: 150M
A ~

Colistin binds to LPS and
disrupts outer membrane

{ Outer membrane

4l 2l )) )
/ ¢/

0900000000000000

2ea990099% 7Re0990000,

Inner membrane |

i EEEEEEEEEEE0E0886  GOBEEEL:
ODOQOUuOQOQCDO 000 900 OOuCO@OOOQQ@Q

Colistin inside the cell

A Source: Expert Rev Anti Infect Ther. 2012;10(8 ):917 -

By Y_tambe -Y_tambe's file, CC BY -SA 3.0,
https:// commons.wikimedia.org/w/index.php?curid=49535
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Corporate Strategy

EnhanX Inc.
2B3-201

A new drug of
Pegylated
Liposomal
Methylprednisolone
Injection

Introduction of Multiple Sclerosis

Introduction of Pegylated Liposomal

Methylprednisolone Injection (2B3 -201) i

Development strategies/ Operation model (e_'g" Pegyllpo ’
Lipo -AB)

7 2Yo0emni
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|l ntroducti MoA of

Dendrites

Damaged )
/7 myelin < \&

MNormmal nerve

\

\ Myelin

Healthy ' L~

myelin _ (
’ ¥ Nerve fibers N

Transmit nerve  J |
signals throughout
brain, body

7 2Yowruni
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Introduction of MS

MS: a chronic, autoimmune & neurodegenerative disorder

Bodyds own defensive system att a
Inflammatory damage in the brain and spinal cord
Loss of myelin and axons (scars at multiple sites)
Neurologic disability

Memory thinking problems
Whole body:

Fatigue

Vision changes
Speech changes

Chewing/swallowing Coordination

Dizziness/poor balance

Hand/arm weakness Muscle tightness

or stiffness

Bladder or bowel problems L ; Numbness/tingling
] / \ | Pain
l f I:i f Burning
l. '\ Itching
Difficulty walking - | |

Leg/foot weakness -
14) .77

_ SEBEFES




Introduction of MS

People per
100,000 with MS

B 100

7] 60.01-100
I 20.01-60

[ ] Data not provided

7 2Yo0emni
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Introduction of MS

Four Classifications of MS

PRMS Progressive Relapsing MS

Steady decline since onset with super-imposed
attacks.

SPMS secondary Progressive M$

Initial RRMS that suddenly begins to decline without
periods of remission and relapses.

PPMS Primary Progressive MS

Gradual progression of the disease from its

onset with no relapses or remissions

RRMS Relapsing/Remitting MS

Unpredictable attacks which may or may not leave
permanent deficits followed by periods of remission

Increasing Disability ————t-

Time ﬁ
Either one of the four classifications occurs in acute is the target patient pool of 2B3  -201.

2B3-201 targel . g,

_ SEBEFES




Patients Distribution in US Market

US Multiple Sclerosis Population
(~400,000)

Relapse -Remitting (RR)

50%, ~200,000

~ 2°Progressive (SP)

34%, ~136,000

1° Progressive (PP)
13%, ~50,000

Progressive Relapsing
(PR/B¥), 3%, 14k

Relapse Rate

Relapse Rate
(Avg. # of

1.14)

Exacerbations/ Year:

*Benign MS

Mild (42%) Moderate (36%) Severe (22%)
~83,500 ~72,900 ~43,600
Relapse Relapse Relapse
R Rate: 0.47 Rate 1.26 Rate: 3.15
Relapses per Relapses per Relapses per
Year Year
Tx Rate: Tx Rate: Tx Rate:
\y 78.5% \y 78.5% \y 78.5%

Relapses Treated
per Year

(30,725)

Relapses Treated
per Year
(72,105)

Relapses Treated
per Year
(107,955)

Relapses per Year

(Avg. # of
Exacerbations/ Year:
1.14)
\ V
Relapses per Year Relapses per Year
Tx Rate: Tx Rate:
78.5% 78.5%

Vv

Relapses Treated
per Year
(121,706)

Relapses Treated

per Year
(44,745)

Tx Rate:
78.5%

Relapses Treated

per Year
(12,529)

Minimum, Target, and Ideal Penetration Rates based on Use as First

!

Second -Line Treatment from Physician Survey

Relapses Treated with 2B3

\4

1st-Line/ 2nd -Line Penetration Scenarios

-Line or

-201 at Peak Under Minimum, Target, and Ideal

7 2Yowenns

_ = 8- 0% -



Introduction of MS

—_

McDonald MS

Yes ¥\ No

Severity (Methylprednisolone
1st-line
therapy

(Prednisolone)

therapy = (ACTH)

DH Primary Research, Ann Indian Acad Neurol . 2011 Jul.;14(Suppl 1):S65-9

18), 7
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Introduction of the Product

Targeting Liposomal Methylprednisolone
Injection (glutathione PEGylated liposomal
methylprednisolone) is being developed for
patients suffering from acute and chronic
neuro-inflammatory diseases, with an initial
focus on patients with acute MS relapses.

7 2Yowenns
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Introduction of the Product

2B3-2016s potenti al l ndil cati ons
Neuromyelitis Optica Uveitis
1. Normal CNS 6. Oligodendrocyte loss Pars plana sclera choroid retina
Demyelination, neuron loss

/  Ughtjunction M & ‘; oligodendrocyte . Macula
@vessel N s Eyelids {surrounds the
é '-,\l Cornea % Optic
AQP4 ;’y \\\_J} " via \ neanea
/ astrocyte pupil
4 /9’ 7 \ . Anterior chamber
2.AQE4-IQG YAQP4~I 5 / 5. T Posterior chamber ———
bindmg///— = 9/ a 5. Effector cell neL ek
((r9) L #DCe Jeuaniion Cflary body vitreous
\ Q / - -  CDCC Y y'! :
\ / G
b \\ coe & @
y | y : .@W / y) ) Q Conjuctiva
‘\~;om$‘plemem ps y Yr% & Neuro-inflammation is associated with a wide
“ > j - . . L
SEogieain e O s | range of CNS diseases, including multiple

Astrocyte damage . macrophage \ sclerosis (MS), optic neuritis, non-infectious
i uveitis, acute disserpinatec! encephalomyelitis

(ADEM), neuromyelitis optica (NMO), as well
as neuropathic pain, amyotrophic lateral
sclerosis (ALS) and Parkinson's disease.

Source: http ://www.msdiscovery.org/news/news_synthesis/

8147 -neuromyelitis -optica -part -2-pathogenesis 1’” i

Source: https://www.uveitis.net/patient/anterior.php T /I, lll!

= 808 B




Introduction of BBB

Pericyte T FrF : Tight junction

<
s 2%%e

Neuron

7 2Yo0emni
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Introduction of BBB

- —

B Brain capillary

A Capillary (in general)

Basal Membrane
Fenestration

Astrocyte
(with intact basal membrane)

foot process

_ Endothelial Endothelial cell

.~ cell
| Lumen Y
= Intercellullar

Transport
vesicles e

Luminal (blood)

DD D P o oo

Tight
junction

Brain capillary endothelial cell

WP o G

Abluminal (brain)

7 2Yo0emni
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Introduction of BBB

Blood
E b

c d e f
Carrier - Receptor -
Paracellular mediated mediated Adsorptive Active
Diffusion transport transport transcytosis transcytosis efflux
o) e - O SO ‘ ‘
g O ® o & & ' e 2

Endothelial cell

Astrocyte end-feet

7 2Yo0enni
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http://www.google.com.tw/url?sa=i&rct=j&q=&esrc=s&source=images&cd=&cad=rja&uact=8&ved=0ahUKEwiftv-Dxb3LAhWIJ5QKHeBsCasQjRwIBw&url=http://www.mdpi.com/1999-4923/6/4/557&psig=AFQjCNGUrZb0vJmv-fhaGhmM9pfL6ax7ZA&ust=1457921369956033

Introduction of BBB

'NO. | TARGETING LIGANDS NOTE

1 Transferrin MBP-426, MBP-Y003

P2l \elanotransferrin
3 Insulin

LDL

Angiopeps

Leptin

7 Thiamine

n Glutathione 2B3-101, 2B3 -201
n Synthetic Opioid Peptides

({0l RVG Peptide
B Tetanus Toxin, Tetl and G23
{2l Diphteria Toxin

(Il TAT peptide

7 2Youruns
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Introduction of 2B3 -201

Effective drug delivery to across the blood -brain barrier (BBB)

Conventional

l—» Blood Stream

Luminal side

AN
o,

Y,

>
5

ARG

PR

) e s S \. :
{RGRTICSS

Targeting

7 2Yo0emni
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Preclinical Study

8 MP 2B3-201
MP6 i
il = — 15 6.5 imas

7 £
%33”' §g28
’E ﬁ :E 20 - i 5 =
£53 28"
- 10 5 :
iE %’ 0.5

. free drug GSH-PEG-lipo - free drug GSH-PEG lipo

Fig. 3. Brain uptake of methylprednisolone hemisuccinate (left) and methylpredniso-
lone (right). Rats (n=4/group) received 1 bolus i.v. administration of 10mg/ke gluta-
thione pegylated liposomal methylprednisolone (GSH-PEG lipo) or free
methylprednisolone (free MPhs, 10mg/kg). Brain uptake was determined 3h after
administration.

7 2Yowruni
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Preclinical Study

2B3-201;
EAE-MOG mouse model of MS

start of therapy

-~ saline
-+ 10 mg/kg free MP

-#- 100 mg/kg free MP
-+ 10 mgkg 2B3-201

‘ T r— 10-fold
0 2 4 6 dose difference

days after disease onset

mean clinical score + SEM
n=4-5

7 2Yo0emni
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Phase | Study (Solution)

Phase | dose-escalation results Phase | dose-escalation results
Pharmacokinetics Effect on lymphocytes

® Long circulation half -life of 2B3 -201 ® Rapid and sustained immunosuppressive effect

A2t . IR S ) ® Lymphocyte count crossed baseline within 7

® Reduced high peak exposure days in all groups
e = 283-201 150mg i
== 283-201 300mg
& 283201 450mg
- 10003 =&~ MP 300mg
E =%~ MP 1000mg o
5 1004 § .
2 s :
4 o = ~® 2B83-201 150mg
g 5 == 283-201 300mg
= -+ 2B3-201 450mg
104 E 1 == MP 300mg
] ) == MP 1000mg
~— MP 1000mg
== Placebo
H v 1'2 N i‘ B i ". * é v 7'2 . ". 0 12 24 36 48 60 72 168 (day7)

7 2Yo0emni
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Introduction of MS

Major existing choices for MS treatments (2014 Sales & Market Share in Value)

OTecfidera Y
3 ‘ (dimethyl fumarate %Reblf 0&
OABCREO products rep P 6% 2/"0,5%559!9
the global MS market in value in 2014 4% 2% i‘V‘ o
Moderate efficacy and patients continue to 0 »
relapse on therapy E EXTAVIA
Require frequent injections _—
Tysagrl
Latest entrants represent treatment (natalizumab)
alternatives
Drives the benefit vs. risk discussion
Unit: USD
4.328B Copaxone gb?mmﬂéégmﬁoﬁ
3.0B Avonex P 7 31%
1.98 = Gilenya Dy =)
1.67B m Tysabri
1.05B B Betaseron
876M Tecfidera
622M Rebif
302M = Ampyra/ Fampyra 21%
266M Aubagio (AvordeE)%j
. interferén beta )
som  Extavia 7 2Yo0mui
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Potential Market Size

2B3-201 US Peak Year Revenue 08 MS & Other Inflammatory
Indications

(" $1603.9M
$1,600M -
$140.3M
$1,400M - $1343.2M
$117.9M $254.2M
$1,200M -
$213.6M
259.9M
$1,000M - ¢
) $218.3M
§ $800M -
3 $601.5M
= $600M 1 $52.6M
$95.3M $928.8M
$400M - $97.5M $776.1M
$200M - $348.3M
$OM - w | _
Second-Line, Target First-Line, Expanded Second-Line, Target
Penetration, $3,000 Penetration, $3,000 Penetration, $8,000
Price floor Second-Line Price High Price

= MS relapse ® Optic neuritis  ®Uveitis ®CNS Lupus ™ Neurosarcoidosis ®NMO = Behcet © ADEM

1)
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Potential Market Size Globally

Global estimation

MS treatment market rising from $17.2 billion to $20 billion (YoY) from 2014 to 2024
(approx.), at a Compound Annual Growth Rate (CAGR) of 1.5 %.

Global existing MS treatment market  value

2014 2015 2016 2017 2018 2019 2020 2021 2022 2023 2024

17.20B 17.46B 17.72B 17.99B 18.26B 18.53B 18.81B 19.09B 19.38B 19.67/B 19.96B

7 2Youruns
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Development Strategies

A 2B3-2018s strengths

A 2B3-201 is a pegylated ljposome which glutathione is
attached on its lipid, while  methylprednisolone as
the main substance Is encapsulated inside

A Compared with the standard of care, Le., afree
methylprednisolone, 2B3-201 is an one-shot
Intravenous injection which brings home -care
convenience and beftter tolerance to patients
suffering acute multiple sclerosis relapses

7 2Yo0emni
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2B3-201 Pipeline

2B3-201 Liposomal Methylprednisolone Injection
(glutathione PEGylated liposomal methylprednisolone )

2014 - 2016 2017 2018 2019 2020 2021 2022

Phase |

Phase | bridging study
(lyophilized injection)

Scientific advice from
FDA & EMA

Phase 1l/1ll in MS
relapses (vs placebo)

Phase 1l/1ll in MS
relapses (vs MP)

A 4

US NDA indication #1

EU MAA indication #1

7 2Yo0emni
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Multiple Indications (Pipeline)

. Indications to Develop Market Potential Size Competitors

Teva (2014)
Biogen

EMD Serono
Novartis

1 Multiple Sclerosis ( ) >21.5B

2 Uveitis ( ) ( ) >0.531B Humira (2016)
3 Neuropathic Pain ( ) >5.7B Pfizer (2011)
4  Osteoarthritis ( ) >5.335B Anika (2014)

Biogen Idec Inc.

Avanir Pharmaceuticals Inc.
5 ALS( v ) >25M (a negative CAGR of 16.10%) Isis Pharmaceuticals Inc.

Sanofi

Bristol -Meyers Squibb Co.

6 Mucopolysaccharidoses (MPS, ) >300M Vimizim

Shire Plc
Nuo Therapeutics

Metachromatic leukodystrophy 1B GlaxoSmithKline Plc
(MLD, ) Zymenex A/S

RegenxBio Inc.
Novartis AG

Unit: USD/Billion

7 2Yo0enni
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Management Team

ST. JOHN’S
UNIVERSITY

Carduso Capital

L koi N 11”/”’[[[

\ /4
\\‘_\\‘:!I,"/ N
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Scientific Advisory Board

,Q Jefferson.

HOME OF SIDNEY KIMMEL MEDICAL COLLEGE

3 Einstein

HEALTHCARE NETWORK

—~
THE UNIVERSITY OF

SYDNEY
FRERALR

Taipe1 Veterans General Hospital

/ <« =F7acoBI MEDICAL CENTER

é?i%?ﬁ*ﬁﬁ%%—a‘@

-/ Taiwan Neurological Society

ﬁ/ VU University
Medical Center

VU ITIC - Amsterdam

FREIBURG

U( RU B UNIVERSITATSKLINIKUM DER . &
RUHR-UNIVERSITAT BOCHUM

) | 7 2Yo0emni
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Company Overview
PN

Product Strategy
D ST S

Product Pipeline

Manufacture Facilities

Successful Product Categories

In Progress Status

Biotech Success
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Manufacture Facilities

The only PIC/S GMP certified manufacture sites for high potency oncology |,
2008/2013/2016 EMA, 2010/2014 Japan, 2013/2016 US FDA , 2013 Brazll,
Australia

High standard Validation of

A Equipment qualification /Laboratory instruments  qualification/ HVAC system/
Water system/ Compressed air system/ Nitrogen system/ Cleaning/ Analytical
method/ Process/ Computer/  Logistic

Individual flow management
A Air flow/ Man flow/ Material flow/ Product flow/ Waste flow
A To prevent cross contamination and environmental pollution

HVAC System Work Safety Environmental Protection




2008 2009 2010 2011 2012 2013 2014 2015 2016
EMEA EMEA Jordan Germany EMA Korea US FDA
Arabian  Official  Official  Official  gapan — USFPA - Phey  Kazakhstan B

Official Brazil Japan
= Official ’T Official




Comply with PIC/S GMP and Taiwan FDA inspection for
non-cytotoxic or non-hormone

7T 2Youruni
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