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Path of Grace ~

Guidance & Conservation

Extracted from Chairman's speech at Groundbreaking Worship of Pharmaceutical Business Unit

Building U on August 4th, 2011.
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Pharmaceutical Business Unit started from

scratch and has been building experience step
by step; 19 years has been a long journey. Remembering the
very first order frem Korea until today, when our products
have been sold to 32 countries around the world with 15
kinds of pharmaceutical raw materials in the market and over
100 pharmaceutical clients using Everlight's pharmaceutical
raw matenials. In 2010, the Pharmaceutical Business Unit
saw revenues of over NT$280 million, and in 2011 the
department is estimating a better result with over NT$ 300
million in revenue.

The pharmaceutical praduction plant Building M was built
in 1998 as the first production plant for the Pharmaceutical
Business Unit. We had no experience when building the
first plant, but we knew our goal was to be certified by the
world's strictest USA FDA GMP standards. Everyone in the
pharmaceutical unit strived to achieve this goal, and after four
years of establishment in 2002, it was achieved for the first
time. Later on, after audits by officials coming from various
countries, we also received recognition form Japan and
several countries from the EU's high standard certifications.
Over and over again, the pharmaceutical unit has proven itself
as aworld-class teamn, and the number of employees has also

increased from single digits to a comprehensive team of 140

members. Our continuation in asking ourselves to achieve
higher goals has allowed us to possess superior capabilities
in respending to the increasingly stringent demands of
international medical regulations.

The pharmaceutical units are spread across Plant Two and
Plant Three, in a total of six buildings, in response to over
10 processes involved in the developing, evaluating and R&D
stages, which also need a clean workplace for production.
It is especially important for the high production standards
of cancer medicine which is a newly entered field. We really
appreciated the approval of the NT$630 million Building
U construction proposal during the 2010 August board
meeting. VWe hope that the construction will be completed in
2012 and begin productionin 2013. The factory is a five story
building but has a height of a regular ten-story-tall building
with a total area of 8,000 square meters with the capacity
of 11 single production lines that can reach NT$ 1billion in
revenue.

For the past 19 years, God has been blessing Pharmaceutical
Unit's development so that we can all witness the work of
God. We ask God to continuously bless and quide us, and we
wish He will always be with us,
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salemn music and the hymn sang together

by all attendees, the honorary chairman led
everyone to pray and give thanks to God. He also used the bible
verse from Jeremiah 17:7-8 and praised the Lord to give us faith
and confidence in Him. With His bless, we can see a hopeful
future during the distress time and the Building € completed
within the planed time frame. The chairman then gave thanks
to Hsinchu Science Park Administration to lease the land that
was previous used by Advanced Devices Technology Inc., so that

Trend Tone Imaging Inc. (TT1) could build these twe magnificent
buildings (Building B & C) on this land.

Despite the global financial crisis of 2009, consumers'
demand for cheaper printing supplies — teners increased.
With order volume exceeded TTl's production capacity, TTI
could not satisfy customers' demand. Therefore, the board
appraved the investment of NTD$200 million to build the sixth
production line with annual capacity equals to 2,500 tons and
the color toner plant — Building €. The new production line in
Building B was set up in October 2010. With the efforts of all
colleagues, this production line reached its design capacity in
the following month and significantly reduced order lead time
and satisfied customers demand.

From the beginning of fourth quarter of 2009, the project
team began to plan the space usage, equipment layout,
production line flow, etc. The team also discussed the building

plan with architects and each internal department that wll
use this building, Building € was connected with Building B
with skywalk on each floor, which transforms the space usage
from a vertical line to a horizontal line, makes the space usage
more convenient, and allows the optimized legistic layout. In
January 2010, the building construction contract was signed
and on February 9, 2010 the ground breaking ceremony was
hold to give thanks to the Lord.

Building €, with building area equal to 2,400 sguare
meters is a five stories bullding with basement. The basement
was used as a parking lot. The first floor serves as finished
goods warehouse and loading terminals. The new terminals
allow forklifts drive directly into container, make smoother
waorkflow, and reduce necessary manpower. The second floor
is the warehouse for finished goods and packaging materials
and the office for logistic, engineering, and safety department.
The third floor is a 1,500 square meters quality assurance
center. With open space design and display of testing
machines, customers who have visit here will understand TTl's
commitment and-gain more confidence with TTl's products.
The fourth and fifth floors are designed as the production
area of color toner. With the design of three sets of balling
machine, three set of milling and grading line, two set of
extrusion system, and four set of pest mixing and packing
line, the color toner design capacity can reach 1,000 ton per
year. The first balling line will be set up in fourth quarter in
2011 tosatisfy the growing demand of color toner.

A FERI | Here & Now
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responsibility and management strategy will be the source of

mastermind Michael Porter has

said, "The combination of social

businesses' upcoming competitive advantage in the future.”
The foundation established by Microsoft Chairman Bill Gates
has already donated rmore than 10.3 billion USD in the field of

AIDS prevention and ather social issues. It is hard to imagine

;'k?!_', Autumn 2011
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that already 850,000 children in Taiwan have attended the
"hand-washing class" exclusively designed by McDonalds for
Taiwan. As a corporate citizen, we shall not only be involved
in charity, but also step into the communities and schools in
order to exhibit our influence and enhance our overall social
competitive advantage.

The 2011 Excellence in Corporate Social Responsibility
Award was a grand affair that took place at The Regent Taipei
on August 10th. Everlight Chemical General Manager Wei-
Wang Chen received this honor from the hand of Deputy
Economic Minister Chung-Jiu Huang. General Manager
Chen said in his speech, "Everlight, for the past decade, has
been promoting character education within our enterprise
also in the communities and schools, which has served as a
fabulous experience for us. We praised the Lord and thank
everyone at Everlight for their synergy that has allowed us to
accomplish such result. " During Primer Dun-Yih Wu's speech,
he specifically pointed out that " The CSR-awarded enterprises
are companies that have shown outstanding achievement
in the four key aspects of corporate governance, corporate
commitment, community involvement and environmental
protection. Therefore, they are all the most qualified role
maodels." Everlight looks forward to establishing a superior
corporate citizenship example, so that wherever there is

Everlight, there will be care, love, and blessings. ®

T N—
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W |df@nowned marketer Philip Kotler wrote
r in his annual masterpiece B2B Brand
Management, "In a competitive market, branding is able to

A brand

represents the guarantees of quality, source and result, which

promote differentiation from other competitors.
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can even increase the value of customer experience. "

On September 1st, 2011, about 50 Everlight Chemical
executives gathered at the Ogilvy PR headguarters to
attend a brand consensus for top level executives. Everlight
chairman said in his speech that Honorary Chairman founded
Everlight so that the company could market and sell its
own products without an OEM process. Following Ogilvy's
branding route has been a great success. As long as the
route is on the correct path, there will be no fear about the
length of the route. During the brand consensus meeting,
General Manager Wei-Wang Chen aspired that everyone
at Everlight may understand its brand promise and brand
values and will thereby serve as the brand ambassador for
Everlight. As the chairman and the general manager unveiled
Everlight Chemical's new brand recognition, everyone at the
consensus said “Everlight Chemical, Better Chemistry Better
Life" in unison, symbolizing that as Everlight approaches its
40th anniversary, it is officially striding towards the route of
branding with the blessing from God. Everlight expects to
enrich human life and make the world a better place. @
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To promote the friendship through exercising, the 2011
Summer Dodgeball Competition was held. 8 teams

participated in 28 games in July and August.

Aug 29

PERREUS

Taoyuan County government

BhE A B s MR IR RIS RO
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General Manager Wei-Wang Chen
represented Everlight Chemical to receive
the “Evergreen Corporation Award"
from Taoyuan County government in the
Excellence Corporation Award Ceremony.

Aug 31
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National Chiao Tung University
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The RD division manager report was held at
National Chiao Tung University. All attendants also

visited the Department of Photonics, Center for
MNano Science, and 3D Visual Lab.

10 I y'k)‘t Autumn 2011
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VP Der-Gun Chou represented Everlight Chemical
to receive the “Excellent Industrial Contribution
Award” during 2011 Taiwan International Chemical
Industry Forum,
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The Shanghai New International
Exhibition Center
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2011 Shanghai leather exhibition is honored
as the biggest and the most authoritative
international leather grand meeting.

Oct 12~14
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Taipei World Trade Center 2011 TITAS Everlight take "Better Chemistry, Better Life" as the display axis.
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1995 7 First commercial order

FE—E5TE (Misoprostol oil 2.5g)

1992/ prostaglandins technology
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I‘ srarted its pharmaceutical
business with the dweiopment of “prostaglandin® APIs. Since
the completion of the cGMP-compliant plant costing NTD 350
million in 1998, the Pharmaceutical Business Unit (APl has
been devoting in the economic production of *prostaglandin®
APls; To date, our products

are distributed in more than 30 nations worldwide including

and "cardiovascular disorder”
European and American regions, China, India, Japan and
Korea, and especially we are successful in-entering China, India
and Central/South America.

\n Evolving Team
To keep pace with the original developer, R&D team in APl
neverstops pursuing technical improvements. Several patented
manufacturing processes were established, too. Also, the
Pharmaceutical Business Unitwas registered its APlsin the United
States, Canada, United Kingdom, Eurcpean Union, Japan and
China. Our APls were approved by the Taiwan Department of
Health (TDOH), European Union, Pharmaceutical and Medical
Device Agency (PMDA), Korea Food and Drug Administration
(KFDA). Two plant inspections by the US FDA and the EU GMP
inspection prove that the guality and cGMP compliance of
Everlight APl conform with international standards.
APl js 1SQ9001-, ISO14001-, OHSAS
TIPS (Taiwan Intellectual Property Management

In management,
18001-,
Systern) - certified, and intraduces BCMS (Business Continuity

Management System) to enhance risk control.

In internal management, with the geals of “create a safe

working environment optimized for in-service learning,
maximizing potential, revenue shating, lawful action and joy".
PBU holds prizes for manthly moral education and madels,
along with the annual "GMP training” and “Traffic Safety /
Environmental Protection and Occupational Safety and Hygieng
Promotion Contest”. A “Team Woarkshop” was held in 2007
and 2008, In 2011 our new leadership team started the "IATL
(I am the LEADER) workshop”,

Contest" and "API Travel Project” to promote metivation and

and held a "AP| Logo Design

core values for establishing a medicine team with innovative
techniques.

With autharities promoting the use of generics to address
the problems: induced by ageing in developed countries, and
citizens of developing nations becoming more able to purchase
medicine, this has lead to a growing market of APls. For 5 years,
the export value of APis kept gradual growing, and APl with the
ability for product registration is more competent to'expend in
the global market. Since August 2011, AP has started building
a new plant with the area equals to 8,000 square meters
conforming to the maost updated international reguilations. The
extension of production lines enables the development of high
potency drugs and medication for cancer patients and elderly
population (for Alzheimer's disease or Parkinson's disease).
Everlight believes the pursuit of novel production techniques
to provide high-quality APls will ensure the better customer

service and increase sales value.
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A good sales team is combined with good products, and more importantly, good decision
maker. Integrate strength from various parties and strive towards a common direction; based
on the existing foundation, the rate of future development will be faster than ever before!
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—~ s |~ 4-Chemical Industrial Corporation

{ A Al Lstarted the research on active

pharmaceutical ing}edients (APIs) and chose the challenge of

prostaglandin as the key project in 1992, With 4 years of effort
in R&D, commercial production was available in 1996 after the
completion of the production line, Since then, Everlight redirected its
goal toward maximizing market value. In marketing, our honarary
chairman (ex-chairman) assigned developing countries as the first
step, and extended our business to European and American nations
after Everlight gained a good reputation. With years of effart, sales
value is changing from  “morethan half in Asian nations” to equal
distribution (about one third) in European/American nations, Asian
nations, and other regions

The sales value reflects the high standard of European/American
clients, but the global regulations are evolving into a stricter
system, and developing nations are keen to rise. To cope with the
development of global medicne industry, Pharmaceutical Business
unit in Everlight transtorms into an APl supplier for approximately
100 clients in more than 40 nations worldwide. Everlight 1s not
only well-known in the national medicine market, but is becoming
an international pharmaceutical partner, especially prostaglandin-
derived products.

From the start, we planned a global market as our products
would be supplied to specific communities. Marketing is always a

slow and tough work: Several years ago, we visited a new client
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in Asia and spoke about Everlight's capacity of providing
prostaglandin-denved products. The client was skeptical
about the genuineness of the statement and asked if the
products are produced by Everlight. By introducing the
development history of Everlight Chemical, and its business
in textile, automobile paints, plastic additives and electrical
industry, along with the management principles and company
culture, we finally earned the trust of this client. Based upon
trust, the client started to be interested in our products. The
samples given were considered excellent, and they gave
an appraisal regarding Everlight's ability in producng high-
quality prostaglandin-derived products. Finally, they started
placing partical order to Everlight and one year later, Everlight
was prefered by the client and gained all orders due to the
advantage of quality and supply flexibility. To date, Everlight is
the exclusive supplier of this client.

In the market of generics, early marketing is the key to
profit due to keen rivalry. The trust earned encouraged us 1o
open opportunities for new products. The talk between R&D
teams of two companies brought a new mode of partnership,
which enabled their leading role in product marketing. More
partnerships are to be established in Asia and America, and
we expect a more abundant revenue in the future.

Everlight's APl is synthesized by chemical processes to
avoid the rnisk of transmissible spongiform encephalopathy
(TSE} or bovine spongiform encephalopathy (BSE) related
1o the raw materials extracted from animals. More clients
are asking for “TSE/BSE free" certification of APls, and aur
chemical synthesized products satisfy the requirement of
clients. Everlight provides high quality APIs for pharmaceutical
companies in Taiwan and more than 40 nations worldwide.
We not enly conform with the quality standard of regulatory
autherities, but satisfy the logistic efficiency required by client
for optimal marketing time, which enables an early relieve of
patients' sufferings and promation of quality of life.

Based an the experience in developing of APls, and the
leadership of Chairman with medical doctor background,
Everlight Chemical has invested more than 600 million NTD
to extend our product ranges from prostaglandin to cancer
and CNS APls. We believe that our service capacity and
product will become more abundant for clients in 2013. The
realization of low-cost, reliable APls will be a key component
in pharmaceutical industry, leading to the high availability of

medications and a better life for human beings.




Following the GMP inspections by
US FDA in 2002 and 2007, Everlight's
Pharmaceutical Business Unit (API).
was inspected by the European
Union (EU) authority from March
15t to 314 this year. Gladly, API
passed this rigorous test and was
granted the GMP certificate from
the Swedish government in mid-
June. This certificate reinforces
the fact that our GMP quality
system is positively affirmed by the
international authorities.
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A Group photo of EU GMP auditors (4th from right: Dr. Bruno Barbieri, and 6th from the right:
Mr. Anders Bonnert), officers from Taiwan Food and Drug Administration (1st and 2nd from
right), consultant from Medical and Pharmaceutical Industry Technology and Development
Center, and Everlight Team members.

EU GMPH#EE A B (#8540 Dr Bruno Barbieri B &6 Mr. Anders Bonnert) »
(TFDANETEE R(GIEF I R F210) - BRI E A EMAER
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Preparation for Inspection

Th Pharmaceutical Business. Unit (AP invited
eSwedish Medical Products Agency (MPA) to

audit Everlight in the beginning of 2011. The MPA responded

with the inspection audit setup from March 1% to 3 The
standard for this audit was the most stringent EU GMP
Part | for drugs, a higher standard compared to GMP Part
Il for active pharmaceutical ingredients usually adapted in

Taiwan. To make full preparation for MPA audit, all members
of APl started all aspects of preparation such as studying
on the content of GMP Part |, inspection by national GMP
consultants, plant deaning, briefing preparation, and
examination on documents and records.

Active Remediation on Audit Defects

According to the content of GMP Part |, auditors from MPA
conducted inspection on site and documents follow auditing
plan, and issue the corrective action regueste on product
labeling in batch records, risk control of product quality and
sampling area environment conditions. To remedy these
defects, APl took prompt corrective and preventive actions
(CAPAs) such as purchasing hardware and amendments for

documents. These actions are taken not only responding to
the audit defects, but enhancing Everlight's management
capacity in GMP.

Certificate of International Affirmation

After hard work, the Swedish MPA finally acknowledged
the correction actions for audit defects and granted
Everlight the EU GMP certificate on June 7™ 2011. This was
an excting moment. The EU GMP certificate recognizes
the quality of Everlight APl and the performance of its
tearn members by Sweden and more than 20 nations in the
European Union and all members of PIC/S (Pharmaceutical
Inspection Convention and Pharmaceutical Inspection
Cooperation Scheme).

Throught EU GMP certification, the reliability of medical
products presented by Everlight APl has significatly
improved. Meanwhile, Misoprostol-HPMC 1% dispersion
under production will be able to export to EU market. The
first goal of the five-year mission is to be certified with EU
GMP inspection and we're glad that we've accomplished
this milestone, which will help APl materialize the vision and
reach the goal.

THRITRE | Special Report




Several dosage forms are introduced to address the different needs of patients, and the
excipients are the key elements. Adding excipients in advance will simplify the manufacturing
process and accelerate production. APIs formulae developed by Everlight do not affect the
stability of the active pharmaceutical ingredients (APIs) and its efficacy in human body.
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_has been to a hospital or
\— clinic and received drugs of

different dosag;es. such as sclutions, ointments, tablets,

powder or pills sometime in their lives. Thanks to the
optimal mixture of APls and specific excipients derived by
our research team, certain APls can be provided in different
dosage forms, e.g. solution or tablets, appropriate for

patients of different conditions.

The prostaglandin is the major active pharmaceutical
ingredient product provided by Everlight. it is applied in
small amounts for human use. For instance, Misoprostol
tablets: 2001 g (microgram), Latanoprost eye drops; 50 1 g/
cc, Travoprost eye drops: 40 11 g/cc, However, it is extremely
sensitive to environment and is only slightly soluble; hence
it is difficult to produce different dosage forms for APls.
Clients usually send. inquiries regarding the application of
APl and analysis of dosage form via sales interaction. To
understand customers'problems, our laboratories started
technical research on dosage formulae including solid and
liquid dosage form.
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Misoprostol, a solid dosage product, must be stored under
-20C and cannct tolerate long-distance transporiation
Research revealed that APIs coated with hydroxypropyl
methylcellulose (HPMC-), an excipient, in an appropriate
ratio will allow transport under room termperature. This
excipient is frequently used in pharmaceutical companies
and also used for the production of Misoprostol tablets.
HPMC an APl
Measurements of tablets should be taken during the

Misoprostol  with is called farmula

research on tablet dosages including disintegration,
dissolution, particle size, uniformity, hardness, friability and
character odor.

To perform these measurements, different ratios of HPMC
are added according to Pharmacopeia. The mixture is
processed into uniform particles, dried for optimal water
content, and other excipients are added for manufacturing
tablets. In addition, the final product should be confirmed
to have equal efficacy to the dosage marketed by onginal
developer in order to establish the success of APl formula
development,

We tried using cyclodextrins as coating film fer some APIs.
Cyclodextrins are presented in 3'types: a, [, .,y consisting
of 6, 7 or 8 saccharide units respectively; and can be used

to enhance the solubility and stability of APls.

For the liquid dosage products, besides the sterility is
essential, the application is important as well. The formula
addition includes the surfactants that will solve the low
solubility issue, and appropriate bacteriostatic agents. The
final product should also be tuned for pH and viscosity. Last
but not least, we examine the compatibility between the

container and the product

The knowledge on dosage form can help our sales colleagues to
address the problems of dlients ( pharmaceutical companies )
regarding production and product analysis, especially the analysis
of product-related substances, The provision of solution, which
enables our client shorter R&D time and prompt marketing, will
bring prosperity for both businesses in the future.

THEISRW | Special Report
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There are 20 years since the R&D division of the Pharmaceutical Business Unit introduced the
technology of prostaglandin in 1992. With the construction of a new Pharmaceutical Plant, we
expect to develop and expand more competitive product lines and welcome another 20 years.
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SR A
3|/ 4R 5 MRS RA R M B Misoprostol ~ Miso-HPMC
B4 FMIF A8 Cloprostenol sadium
| IERRBSEE TR Alprostadi
5| E SMDinoprostone
B S Latanoprost

B 58 Epoprostenol sodium

T AERMBimatoprost + Travoprost
B304 S B E AR (+)-Cloprostenol sodium
BRIBAE AR Lubiprostane
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| joined Everlight Chemical after discharged from military
¢ senvice. 13 years have passed since | started my career as
a research engineer, and then became a QA manager and
the current title as the RRD manager. The history of product
development in the Pharmaceutical Business Unit is followed.

From the list, it is apparent that Everlight is not only
providing prostaglandin derivative medications, but has

started developing new types of products.

1. The diversity of chemical reactions highlights the

significance of process safety evaluations and
industrial safety.

The diversity of raw matenals highlights the significance of
ecological issues regarding raw matenials and waste

. Batch size of prostaglandin has been increased from tens
of grams that can be processed in laboratory to tens of
kilograms. It is necessary to re-evaluate the parameters
for chemical reactions and unit operations of chemical
engineering.

1. As the regulations on medications becomes more strict,
the validity of production processes in plants became less
prominent and it is expected to include issues regarding
regulations during the R&D process, and provide statistical
results for proving the stability of production processes

5. As the requirernent on the quality of medications becomes
stringent, it is essential to establish methods of analysis on

impurity residue with high sensitivity and reliability:

It takes a long time to develop the production process
of active pharmaceutical ingredients (APis) and it should
be accompanied with the development of analytical
methods. This long production process includes the process
evaluation, development,

optimization, purification,

technology transfer, validation and marketing. The

| DERERMEG B RO HMImaprost alphaCD

it L MERE Felodipine

BOEEEEE |
MEPA - NEPA-NCA

EEsire
Racagiline mesylate

[t ag SDHEHEIR

Gefitinib

development of analytical methods includes the analytical
method searching, stress: test, reverse engineering,
accelerated stability testing, long-term stability testing,
validation of analytical methods, technology transfer and
verification of analysis en Impurity residue. Production
process development engineers should work together with
analytical method development engineers to reach the
optimized effect. The procedures are challenging and may
take 1 to 3 years from development to marketing, which is
an opportunity for training R&D engineers and managers
and enhancing their determination and patience.

Since 2010 Q4, the R&D of Pharmaceutical Business
Umit has extended its development capacity fto the
development of analytical methods and desage formula,
recruited personnel with correspending specialty from
the original pharmaceutical plant. With these changes,
the new APls development will be accelerated and the
product application will be enhanced. The Pharmaceutical
Business Unit will bringing prosperity for our customers by
developing high value-added APls and dosage products.

I.To satisfy market needs: Understand the need of
pharmaceutical companies and provide solution via
the development of dosage products and associated
technologies, thus derving more value from APIs business.

. To promote possible product options: Evaluate the feasibility
of developing medicine products derived by fermentation
and plant extracts to expand our product line.

. To cooperate with outside resources: Establish partnership
with - academics, corporations and Mainland research
Institutes to accelerate the product development speed and
increase the iterms of new products.

In the future, we will overcome the challenges with
flexible and proactive strategies to pursue another 20 years
of prosperity and glory.
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= Ulcer prevention

Everlight Chemical Industrial Corp., has been inspected by
MPA Sweden.The inspection was a general GMP inspection
and covered the manufacturing of medicinal product in the

from of the intermediate Misoprostol-HPMC 1% dispersion.
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The core value and unique mission of an analytical chemistry laboratory (ACL)
is to actively provide "fast, effective and correct" analytical information.
Indices for establishing a high-quality ACL should include specific =
direction and targets, accurate working procedures and efficient

audit system.
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I Breeding Management

Cloprostenol Sodium
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EVERLIGHT CHEMICAL




