Edgar Filing: Simcere Pharmaceutical Group - Form 20-F

Simcere Pharmaceutical Group
Form 20-F
June 24, 2008



Edgar Filing: Simcere Pharmaceutical Group - Form 20-F

Table of Contents

UNITED STATES
SECURITIES AND EXCHANGE COMMISSION
WASHINGTON, D.C. 20549

FORM 20-F
(Mark One)
0 REGISTRATION STATEMENT PURSUANT TO SECTION 12(b) OR (g) OF THE
SECURITIES EXCHANGE ACT OF 1934
OR
b ANNUAL REPORT PURSUANT TO SECTION 13 OR 15(d) OF THE SECURITIES
EXCHANGE ACT OF 1934
For the fiscal year ended December 31, 2007
OR
0 TRANSITION REPORT PURSUANT TO SECTION 13 OR 15(d) OF THE SECURITIES
EXCHANGE ACT OF 1934
OR
0 SHELL COMPANY REPORT PURSUANT TO SECTION 13 OR 15(d) OF THE SECURITIES
EXCHANGE ACT OF 1934

Commission file number: 001-33398
Simcere Pharmaceutical Group

(Exact name of Registrant as specified in its charter)
N/A

(Translation of Registrant s name into English)
Cayman Islands

(Jurisdiction of incorporation or organization)
No. 699-18 Xuan Wu Avenue,
Xuan Wu District, Nanjing
Jiangsu Province 210042
People s Republic of China

(Address of principal executive offices)
Zhigang Zhao
Chief Financial Officer

No. 699-18 Xuan Wu Avenue,

Xuan Wu District, Nanjing
Jiangsu Province 210042

People s Republic of China

Tel: (86) 25 8556 6666 x 8818

Table of Contents



Edgar Filing: Simcere Pharmaceutical Group - Form 20-F

Fax: (86) 25 8547 7666
E-mail: zhaozhigang @simcere.com

(Name, telephone, e-mail and/or facsimile number and address of company contact person)
Securities registered or to be registered pursuant to Section 12(b) of the Act:

Title of Each Securities Name of Each Exchange on Which Registered

American Depositary Shares, each representing two New York Stock Exchange
ordinary shares, par value $0.01 per share
Securities registered or to be registered pursuant to Section 12(g) of the Act:
None

(Title of Class)
Securities for which there is a reporting obligation pursuant to Section 15(d) of the Act:
None

(Title of Class)

Indicate the number of outstanding shares of each of the issuer s classes of capital or common stock as of the close
of the period covered by the annual report. 125,006,200 ordinary shares, par value $0.01 per share, as of
December 31, 2007

Indicate by check mark if the registrant is a well-known seasoned issuer, as defined in Rule 405 of the Securities
Act. Yeso No p

If this report is an annual or transition report, indicate by check mark if the registrant is not required to file reports
pursuant to Section 13 or 15(d) of the Securities Exchange Act of 1934. Yes o No b

Indicate by check mark whether the registrant: (1) has filed all reports required to be filed by Section 13 or 15(d) of
the Securities Exchange Act of 1934 during the preceding 12 months (or for such shorter period that the registrant was
required to file such reports), and (2) has been subject to such filing requirements for the past 90 days. Yes p No o

Indicate by check mark whether the registrant is a large accelerated filer, an accelerated filer, or a non-accelerated
filer. See definition of accelerated filer and large accelerated filer in Rule 12b-2 of the Exchange Act. (Check one):
Large accelerated filer o Accelerated filer o Non-accelerated filer p

Indicate by check mark which basis of accounting the registrant has used to prepare the financial statements
included in this filing:

U.S. GAAPD

International Financial Reporting Standards as issued by the International Accounting Standards Board o

Other o

If Other has been checked in response to the previous question, indicate by check mark which financial statement
item the registrant has elected to follow. Item 17 o Item 18 o

If this is an annual report, indicate by check mark whether the registrant is a shell company (as defined in
Rule 12b-2 of the Exchange Act). Yes o No p

(APPLICABLE ONLY TO ISSUERS INVOLVED IN BANKRUPTCY PROCEEDINGS DURING THE PAST
FIVE YEARS)

Indicate by check mark whether the registrant has filed all documents and reports required to be filed by
Sections 12, 13 or 15(d) of the Securities Exchange Act of 1934 subsequent to the distribution of securities under a
plan confirmed by a court. Yes o No o
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INTRODUCTION

Unless otherwise indicated, references in this annual report on Form 20-F to:
$ and U.S. dollars refer to the legal currency of the United States;

ADRs refer to the American depositary receipts, which, if issued, evidence our ADSs;
ADSs refer to our American depositary shares, each of which represents two ordinary shares;

China andthe PRC refer to the People s Republic of China, excluding, for the purpose of this annual report
on Form 20-F only, Taiwan and the special administrative regions of Hong Kong and Macau;

ordinary shares refer to our ordinary shares, par value $0.01 per share;

RMB and Renminbi refer to the legal currency of China; and

we, us, ourcompany and our refer to Simcere Pharmaceutical Group, its predecessor entities and its

consolidated subsidiaries.
This annual report on Form 20-F includes our audited consolidated financial statements for the years ended

December 31, 2005, 2006 and 2007.
We and certain selling shareholders of our company completed the initial public offering of 15,625,000 ADSs,
each representing two ordinary shares, in April 2007. On April 20, 2007, we listed our ADSs on the New York Stock

Exchange under the symbol SCR.
1
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PART I
Item 1. Identity of Directors, Senior Management and Advisers
Not Applicable.
Item 2. Offer Statistics and Expected Timetable
Not Applicable.

Item 3. Key Information
A. Selected Financial Data
The selected data presented below under the captions Selected Consolidated Statement of Earnings data and

Selected Balance Sheet Data for, and as of the end of, each of the years in the five-year period ended December 31,
2007, are derived from our consolidated financial statements. Our consolidated financial statements as of
December 31, 2006 and 2007 and for each of the years in the three-year period ended December 31, 2007, which have
been audited by an independent registered public accounting firm, and the report thereon, are included elsewhere in
this annual report on Form 20-F. You should read the selected consolidated financial data in conjunction with those
financial statements and Item 5. Operating and Financial Review and Prospects included elsewhere in this annual
report on Form 20-F. Our consolidated financial statements are prepared and presented in accordance with U.S.
Generally Accepted Accounting Principles, or U.S. GAAP. Our historical results do not necessarily indicate our
results expected for any future periods.

Year Ended December 31,
2003 2004 2005 2006 2007 2007
RMB RMB RMB RMB RMB $
(in thousands, except share, per share and per ADS data)
Selected
Consolidated

Statement of
Earnings Data

Total revenues(!) 465,818 564,198 737,014 950,606 1,368,748 187,638
Gross profit 321,756 410,403 565,940 760,046 1,127,667 154,589
Research and

development

expenses (11,716) (19,907) (16,288) (34,289) (68,295) (9,362)

Sales, marketing
and distribution

expenses (192,751) (230,865) (312,426) (442,757) (634,449) (86,975)
General and

administrative

expenses (84,840) (77,593) (87,139) (98,249) (161,061) (22,080)
Income from

operations 32,449 82,038 150,087 184,751 263,862 36,172
Foreign currency

exchange gains 24,670 3,382
Other Income( 20,526 2,814
Net income® 3 24,390 46,245 102,745 172,258 301,261 41,300

Earnings per share

basic 0.35 0.67 1.49 1.86 2.56 0.35
Earnings per share
diluted 0.35 0.67 1.49 1.86 2.48 0.34

Table of Contents 6



Earnings per ADS
basic

Earnings per ADS
diluted

Basic weighted
average number
of shares

Diluted weighted
average number
of shares

(1) Total revenues
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0.70

0.70

69,000,000

69,000,000

(@)

include product
revenues and
other revenue. In
2007, in the Form
6-K furnished
with the SEC on
August 7, 2007
for the quarter
ended June 30,
2007, an incentive
payment of
RMB20.5 million
($2.8 million) we
received from our
depositary in
connection with
the establishment
of the ADR
program
following our
initial public
offering was
erroneously
classified as part
of other revenue.
Such incentive
payment is
reclassified as
other income
other than income
from operations.

In 2007, the
incentive payment
received from our
depositary in
connection with

Table of Contents

1.34

1.34

69,000,000

69,000,000

2.98

2.98

69,000,000

69,000,000

3.72

3.72

92,695,890

92,695,890

5.13

4.95

117,534,566

121,667,507

0.70

0.68

117,534,566

121,667,507



3)

the establishment
of the ADR
program
following our
initial public
offering had the
effect of
increasing our net
income by
RMB20.5 million
($2.8 million) or
RMBO0.17 ($0.02)
per share on a
basic basis and a
diluted basis or
RMBO0.35 ($0.05)
per ADS on a
basic basis and
RMBO0.34 ($0.05)
per ADS on a
diluted basis.

In 2007, four of
our operating
subsidiaries were
eligible for certain
exemptions from
income tax, three
of which expired
at the end of
2007. The effect
of the income tax
exemptions
increased our net
income for 2006
and 2007 by
RMB38.8 million
(RMBO0.42 per
share) and
RMB62.9 million
($8.6 million)
(RMBO0.54
($0.07) per share),
respectively. Prior
to 2006, there
were no tax
exemptions in
place.
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Year Ended December 31,
2003 2004 2005 2006 2007
(in percentages)
Other Consolidated Financial Data

Gross margin 69.1 72.7 76.8 80.0 82.4
Operating margin 7.0 14.5 20.4 19.5 19.3
Net margin 5.2 8.2 13.9 18.2 22.0
As of December 31,
2003 2004 2005 2006 2007 2007
RMB RMB RMB RMB RMB $
(in thousands)
Selected
Consolidated
Balance Sheet Data
Cash and cash
equivalents 61,193 102,672 90,060 106,027 497,352 68,181
Short-term
investments 470,000 64,431

Accounts receivable,
net of allowance for

doubtful accounts 95,884 67,459 83,393 61,723 167,786 23,001
Inventories 32,031 27,878 40,293 39,483 65,241 8,944
Amounts due from

related parties 79,576 39,890 85,575 434 7,503 1,029
Total current assets 334,609 322,446 391,461 411,429 1,557,153 213,467

Property, plant and
equipment, less

accumulated

depreciation 123,173 119,558 125,365 267,054 374,058 51,279
Intangible assets, net 20,310 18,020 15,731 163,148 251,221 34,439
Goodwill 13,814 13,814 13,814 100,634 161,496 22,139
Total assets 519,019 581,041 621,227 1,034,547 2,472,208 338,910
Short-term bank loans

and borrowings 246,330 293,000 171,000 333,000 29,000 3,976
Amounts due to

related parties 15,045 12,908 78,153 1,352

Total current

liabilities 385,882 456,747 421,185 568,173 342,637 46,971
Total shareholders

equity 108,437 119,990 192,537 442,740 1,983,816 271,957

Exchange Rate Information

This annual report on Form 20-F contains translations of certain RMB amounts into U.S. dollar amounts at
specified rates. All translations from RMB to U.S. dollars were made at the noon buying rate in The City of New York
for cable transfers of RMB as certified for customs purposes by the Federal Reserve Bank of New York, or the noon
buying rate. Unless otherwise stated, the translations of RMB into U.S. dollars have been made at the noon buying
rate in effect on Monday, December 31, 2007, which was RMB7.2946 to $1.00. We make no representation that the
RMB or U.S. dollar amounts referred to in this annual report on Form 20-F could have been, or could be, converted
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into U.S. dollars or RMB, as the case may be, at any particular rate or at all. See Item 3. Key Information. D. Risk
Factors Risks Related to Doing Business in China Fluctuations in the value of the Renminbi may have a material
adverse effect on your investment for discussions of the effects of fluctuating exchange rates and currency control on

the value of our ADSs. On June 20, 2008, the noon buying rate was RMB6.8796 to $1.00.

The following table sets forth information concerning exchange rates between the RMB and the U.S. dollar for the
periods indicated. These rates are provided solely for your convenience and are not necessarily the exchange rates that
we used in this annual report or will use in the preparation of our periodic reports or any other information to be

provided to you. The source of these rates is the Federal Reserve Bank of New York.

Noon Buying Rate
Period
Period End Average®) High Low
(RMB per $1.00)

2003 8.2767 8.2772 8.2765 8.2800
2004 8.2765 8.2768 8.2764 8.2774
2005 8.0702 8.1826 8.0702 8.2765
2006 7.8041 7.9579 7.8041 8.0702
2007 7.2946 7.5806 7.2946 7.8127
December 7.2946 7.3682 7.2946 7.4120
2008
January 7.1818 7.2405 7.1818 7.2946
February 7.1115 7.1644 7.1100 7.1973
March 7.0120 7.0722 7.0105 7.1110
April 6.9870 6.9997 6.9840 7.0185
May 6.9400 6.9725 6.9377 7.0000
June (through June 20) 6.8796 6.9129 6.8770 6.9633
(1) Annual averages

are calculated

from month-end

rates. Monthly

averages are

calculated using

the average of

the daily rates

during the

relevant period.
B. Capitalization and Indebtedness

3
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Not Applicable.
C. Reasons for the Offer and Use of Proceeds
Not Applicable.
D. Risk Factors
Risks Related to Our Company
Our products and product candidates may not achieve or maintain widespread market acceptance.

Success of our products is highly dependent on the needs and preferences of healthcare practitioners and patients
and market acceptance, and we may not achieve or maintain widespread market acceptance of our products or product
candidates among healthcare practitioners and patients. We believe that market acceptance of our products will
depend on many factors, including:

the perceived advantages of our products over competing products and the availability and success of
competing products;

the effectiveness of our sales and marketing efforts;

the safety and efficacy of our products and the prevalence and severity of adverse side effects, if any;
our product pricing and cost effectiveness;

publicity concerning our products, product candidates or competing products;

whether or not patients routinely use our products, refill prescriptions and purchase additional products;
our ability to respond to changes in healthcare practitioner and patient preferences; and

the continued inclusion of our products in the Medical Insurance Catalogs.

If our products fail to achieve or maintain market acceptance, or if new products are introduced by others that are
more favorably received than our products, are more cost effective or otherwise render our products obsolete, we may
experience a decline in the demand for our products. If we are unable to market and sell our products successfully, our
business, financial condition, results of operation and future growth would be adversely affected.

Our trademarks, patents and other non-patented intellectual property are valuable assets and if we are unable to
protect them from infringement, our business prospects may be harmed.

As our own brand of generic products constitutes a large portion of our sales, we consider our trademarks to be
valuable assets. Under PRC law, we have the exclusive right to use a trademark for products and services for which
such trademark has been registered with the PRC Trademark Office of State Administration for Industry and
Commerce. However, our efforts to defend our trademarks may be unsuccessful against competitors or other violating
entities and we may not have adequate remedies for any breach. Our commercial success will also depend in part on
our obtaining and maintaining patent and trade secret protection of our technologies, product candidates and products
as well as successfully defending our patents against third-party challenges. We will only be able to protect our
technologies, product candidates and products from unauthorized use by third parties to the extent that valid and
enforceable patents or trade secrets cover them. In the event that our issued patents and our applications do not
adequately describe, enable or otherwise provide coverage of our technologies, product candidates and products, we
would not be able to exclude others from developing or commercializing these technologies, product candidates and
products. Furthermore, the degree of future protection of our proprietary rights is uncertain because legal means afford
only limited protection and may not adequately protect our rights or permit us to gain or keep our competitive
advantage.

The patent positions of pharmaceutical companies can be highly uncertain and involve complex legal and factual
questions. The patent situation outside of China may be more complex. Changes in either the patent laws or in
interpretations of patent laws in China or other countries may diminish the value of our intellectual property.

Table of Contents 11
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Accordingly, we cannot predict the scope of claims that may be allowed or enforced in our patents or in third-party
patents. For example:
we might not have been the first to make the inventions covered by each of our pending patent applications and
issued patents;

we might not have been the first to file patent applications for these inventions;
others may independently develop similar or alternative technologies or duplicate our technologies without

infringing our intellectual property rights;
4
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one or more of our pending patent applications may not result in issued patents;

our issued patents may not provide a basis for commercially viable products, may not provide us with any
competitive advantages, or may be challenged and invalidated by third parties;

we may not develop additional proprietary technologies or product candidates that are patentable; and

the patents of others may prevent us from developing or commercializing our product candidates.

We also rely on trade secrets to protect our technology, especially where we believe patent protection is not
appropriate or obtainable. However, trade secrets are difficult to protect. While we use reasonable efforts to protect
our trade secrets, our research partners employees, consultants, contractors or scientific and other advisors may
unintentionally or willfully disclose our information to competitors. In addition, confidentiality agreements, if any,
executed by the foregoing persons may not be enforceable or provide meaningful protection for our trade secrets or
other proprietary information in the event of unauthorized use or disclosure. If we were to enforce a claim that a third
party had illegally obtained and was using our trade secrets, our enforcement efforts would be expensive and
time-consuming, and the outcome would be unpredictable. In addition, if our competitors independently develop
information that is equivalent to our trade secrets, it will be more difficult for us to enforce our rights and our business
could be harmed.

If we are not able to obtain and defend our patents or trade secrets, we will not be able to exclude competitors from
developing or marketing competing products using the relevant technologies or processes, thereby adversely affecting
our competitiveness.

The existence of a patent may not necessarily protect us from competition as our patent may be challenged,
invalidated or held unenforceable. We may also be found to infringe the patents of others.

The existence of a patent may not necessarily protect us from competition, as any patent issued may be challenged,
invalidated, or held unenforceable. Competitors may successfully challenge our patents, produce similar products that
do not infringe our patents or produce products in countries that do not recognize our patents. The occurrence of any
of these events could hurt our competitive position and decrease our revenues from product sales and/or licensing.

In addition, even if we own patents, this does not provide assurance that the manufacture, sale or use of our
patented products does not infringe the patent rights of another. Because patent applications can take many years to
approve and issue, there may be pending applications, known or unknown to us, that may later result in issued patents
that our technologies, product candidates or products may infringe. Specifically, under PRC patent law, the term of
patent protection starts from the date the patent was filed, instead of the date it was issued as is the case in many
jurisdictions. Therefore our priority in any PRC patents may be defeated by third-party patents issued on a later date if
the applications for such patents were filed prior to our own, and the technologies underlying such patents are the
same or substantially similar to ours. In such case, a third party with an earlier application may force us to pay to
license its patented technology, sue us for patent infringement and/or challenge the validity of our patents. If a third
party sues us for infringement, the suit will divert substantial management time and resources, regardless of whether
we are ultimately successful. Further, we may be liable for monetary damages and/or forced to redesign, if possible,
our technology to avoid the infringement.

Litigation to protect our intellectual property rights or defend against third-party allegations of infringement may
be costly.

We may encounter future litigation by third parties based on claims that our products or activities infringe the
intellectual property rights of others or that we have misappropriated the trade secrets of others. We may also initiate
lawsuits to defend the ownership or inventorship of our inventions. It is difficult, if not impossible, to predict how
such disputes would be resolved. The defense and prosecution of intellectual property rights are costly and divert
technical and management personnel from their normal responsibilities. We may not prevail in any of such litigation
or proceedings. An adverse determination of any litigation or proceedings against us, resulting in a finding of
non-infringement by others or invalidity of our patents, may result in the sale by competitors of generic substitutes of
our products. In addition, a determination that we have infringed on the intellectual property rights of another may
require us to do one or more of the following:

Table of Contents 13
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pay monetary damages to settle the results of such adverse determination, which could adversely affect our
business, financial condition and results of operations;

cease selling, incorporating or using any of our products that incorporate the challenged intellectual property,
which would adversely affect our revenue or costs, or both;

obtain a license from the holder of the infringed intellectual property right, which might be costly or might not
be available on reasonable terms, or at all; or
5
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redesign our products to make them non-infringing, which would be costly and time-consuming and may
require additional clinical trials, or may not be possible at all.

While we currently know of no actual or threatened claim of infringement that would be material to us, there can
be no assurance that such a claim will not be asserted. If such a claim is asserted, there can be no assurance that the
resolution of the claim would permit us to continue producing the product in question on commercially reasonable
terms. In addition, there is a risk that some of our confidential information could be compromised by disclosure during
intellectual property litigation. Furthermore, there could be public announcements throughout the course of
intellectual property litigation or proceedings as to the results of hearings, motions or other interim proceedings or
developments in the litigation. If securities analysts or investors perceive these results to be negative, there could be a
substantial negative effect on the trading price of our ADSs.

Most of our products are branded generics that can be manufactured and sold by other pharmaceutical
manufacturers in China once the relevant protection or monitoring periods, if any, elapse.

Most of our products are branded generic pharmaceuticals and are not protected by patents. As a result, other
pharmaceutical companies may sell equivalent products at a lower cost, and this might result in a commensurate loss
in sales of our branded generic products. Certain of our generic products are subject to a protection or monitoring
period. During such period, the PRC State Food and Drug Administration, or the SFDA, will not accept applications
for new medicine certificates for the same product by other pharmaceutical companies or approve the production or
import of the same product by other pharmaceutical companies. Once such protection or monitoring periods expire,
other manufacturers may obtain relevant production approvals and will be entitled to sell generic pharmaceutical
products with similar formulae or production methods in China. The maximum monitoring period currently granted
by the SFDA is five years. The maximum protection period granted by the SFDA was eight years prior to April 1999,
but was later increased to 12 years. As of March 31, 2008, our product Zaichang was under a monitoring period which
is to expire on March 13, 2013. In addition, the monitoring period for Bicun has expired on December 30, 2007. If
other pharmaceutical companies sell pharmaceutical products that are similar to our unprotected products or our
protected products for which the relevant monitoring period has expired, we may face additional competition and our
business and profitability may be adversely affected.

We may be subject to damages resulting from claims that we or our employees have wrongfully used or disclosed
alleged trade secrets of their former employers.

Certain of our employees and consultants were previously employed at other biotechnology or pharmaceutical
companies, including our competitors or potential competitors, or at universities or other research institutions.
Although no claims against us are currently pending, we may be subject to claims that these employees, consultants or
we have inadvertently or otherwise used or disclosed trade secrets or other proprietary information of their former
employers. Litigation may be necessary to defend against these claims. Even if we are successful in defending against
these claims, litigation could result in substantial costs and be a distraction to our management. If we fail in defending
such claims, in addition to paying monetary damages, we may lose valuable intellectual property rights or personnel.
A loss of key research personnel or their work product could delay or prevent us from commercializing one or more of
our product candidates.

Our future research and development projects may not be successful.

The successful development of pharmaceutical products can be affected by many factors. Products that appear to
be promising at their early phases of research and development may fail to be commercialized for various reasons,
including the failure to obtain the necessary regulatory approvals. In addition, the research and development cycle for
new products for which we may obtain an approval certificate is long. The process of conducting basic research and
various stages of tests and trials of a new product before obtaining an approval certificate and commercializing the
product may require ten years or longer. Many of our product candidates are in the early stages of pre-clinical studies
or clinical trials and we must conduct significant additional clinical trials before we can seek the necessary regulatory
approvals to begin commercial production and sales of these products. For certain pharmaceuticals, such as Endu, we
are required to conduct Phase IV clinical trials even after such product has obtained the necessary regulatory
approvals to begin commercial production and sale, and if we fail to complete such Phase IV clinical trials within a
specified period, we may be unable to renew the registration for such products. For Endu, such Phase IV clinical trials
must be completed and the relevant report submitted prior to September 2010. There is no assurance that our future
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research and development projects will be successful or completed within the anticipated time frame or budget or that
we will receive the necessary approvals from relevant authorities for the production of these newly developed
products, or that these newly developed products will achieve commercial success. Even if such products can be
successfully commercialized, they may not achieve the level of market acceptance that we expect.

In addition, the pharmaceutical industry is characterized by rapid changes in technology, constant enhancement of
industrial know-how and frequent emergence of new products. Future technological improvements and continual
product developments in the pharmaceutical market may render our existing products obsolete or affect their viability
and

6
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competitiveness. Therefore, our future success will largely depend on our research and development capability,
including our ability to improve our existing products, diversify our product range and develop new and competitively
priced products that can meet the requirements of the changing market. Should we fail to respond to these frequent
technological advances by improving our existing products or developing new products in a timely manner or these
products do not achieve a desirable level of market acceptance, our business and profitability will be materially and
adversely affected.

We rely on research institutions and universities in China for the research and development of new products and
any failure of our research partners to meet our timing and quality standards or our failure to continue such
collaborative arrangement or enter into such new arrangements could adversely affect our ability to develop new
pharmaceuticals and our overall business prospects.

Our business strategy includes collaborating with third parties for research and development of new products. We
rely on long-term cooperative relationships with a number of research institutions and universities in China. These
research institutions and universities have collaborated with us in a number of research projects and certain of our
products that have obtained approval certificates were developed by us together with our research partners. At present,
several research institutions and universities are working with us on various research and development projects. Any
failure of our research partners to meet the required quality standards and timetables set in their research agreements
with us, or our inability to enter into additional research agreements with these research partners on terms acceptable
to us in the future, may have an adverse effect on our ability to develop new medicines and on our business prospects.
In addition, the growth of our business and development of new products may require that we seek additional
collaborative partners. We cannot assure you that we will be able to enter into agreements with collaborative partners
on terms acceptable to us. Our inability to enter into such agreements or our failure to maintain such arrangements
could limit the number of new products that we could develop and ultimately decrease our sources of future revenue.
We may not be able to obtain regulatory approval for any of the products resulting from our development efforts
and failure to obtain these approvals could materially harm our business.

All new medicines must be approved by the SFDA before they can be marketed and sold in China. The SFDA
requires successful completion of clinical trials and demonstrated manufacturing capability before it grants approval.
Clinical trials are expensive and their results are uncertain. It often takes a number of years before a medicine can be
ultimately approved by the SFDA. In addition, the SFDA and other regulatory authorities may apply new standards
for safety, manufacturing, packaging, and distribution of future product candidates. Complying with such standards
may be time-consuming and expensive and could result in delays in obtaining SFDA approval for our future product
candidates, or possibly preclude us from obtaining SFDA approval altogether. Furthermore, our future products may
not be effective or may prove to have undesirable or unintended side effects, toxicities or other characteristics that
may preclude us from obtaining regulatory approval or prevent or limit commercial use. The SFDA and other
regulatory authorities may not approve the products that we develop and even if we do obtain regulatory approvals,
such regulatory approvals may be subject to limitations on the indicated uses for which we may market a product,
which may limit the size of the market for such product.

Our marketing activities are critical to the success of our products, and if we fail to grow our marketing capabilities
or maintain adequate spending on marketing activities, the market share of our products and our brand name and
product reputation would be materially adversely affected.

Most of our products are branded generic pharmaceuticals and the success and lifespan of our products are
dependent on our efforts in the marketing of our products. Our marketing professionals regularly visit hospitals,
clinics and pharmacies to explain the therapeutic value of our pharmaceuticals and to keep healthcare professionals up
to date as to any developments relating to our pharmaceuticals. We organize in-person product presentations,
conferences and seminars for physicians and other healthcare professionals and participate in trade shows to generate
market awareness of our existing and new prescription pharmaceuticals. We are also engaged in advertising and
educational campaigns through various media channels to educate the public as to our pharmaceuticals. These various
marketing activities are critical to the success of our products. However, we cannot assure you that our current and
planned spending on marketing activities will be adequate to support our future growth. Any factors adversely
affecting our ability to grow our marketing capabilities or our ability to maintain adequate spending on marketing
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activities will have an adverse affect on the market share of our products and the brand name and reputation of our
products, which may result in decreased demand for our products and negatively affect our business and results of
operations.

We may not be successful in competing with other manufacturers of pharmaceuticals in the tender processes for
the purchase of medicines by state-owned and state-controlled hospitals.

A substantial portion of the products we sell to our distributor customers are then sold to hospitals owned and
controlled by counties or higher level government authorities in China. These hospitals must implement collective
tender
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processes for the purchase of medicines listed in the Medical Insurance Catalogs and medicines that are consumed in
large volumes and commonly prescribed for clinical uses. During a collective tender process, the hospitals will
establish a committee consisting of recognized pharmaceutical experts. The committee will assess the bids submitted
by the pharmaceutical manufacturers, taking into consideration, among other things, the quality and price of the
medicine and the service and reputation of the manufacturers. For the same type of pharmaceutical, the committee
usually selects from among two to three different brands. Only pharmaceuticals that have won in the collective tender
processes may be purchased by these hospitals. The collective tender process for pharmaceuticals with the same
chemical composition must be conducted at least annually, and pharmaceuticals that have won in the collective tender
processes previously must participate and win in the collective tender processes in the following period before new
purchase orders can be issued. If we are unable to win purchase contracts through the collective tender processes in
which we decide to participate, we will lose market share to our competitors, and our revenue and profitability will be
adversely affected.

We may not be able to successfully identify and acquire new products or businesses.

In addition to our own research and development efforts, our growth strategy also relies on our acquisitions of new
product candidates, products or businesses from third parties. Any future growth through acquisitions will be
dependent upon the continued availability of suitable acquisition candidates at favorable prices and upon
advantageous terms and conditions. Even if such opportunities are present, we may not be able to successfully identify
such acquisition target. Moreover, other companies, many of which may have substantially greater financial,
marketing and sales resources, are competing with us for the right to acquire such product candidates, products or
businesses.

If an acquisition candidate is identified, the third parties with which we seek to cooperate may not select us as a
potential partner or we may not be able to enter into arrangements on commercially reasonable terms or at all.
Furthermore, the negotiation and completion of potential acquisitions could cause significant diversion of
management s time and resources and potential disruption of our ongoing business. Future acquisitions may also
expose us to other potential risks which may adversely affect our business, financial condition and results of
operations, including risks associated with:

the integration of the acquired businesses, operations, services and personnel with our existing business and
operations;

the infringement of third parties intellectual property rights or intellectual property right challenges as to the
acquired pharmaceuticals;

unforeseen or hidden liabilities;
the diversion of resources from our existing businesses and technologies;
our inability to generate sufficient revenue to recover costs and expenses of the acquisitions; and

potential loss of, or harm to, relationships with employees or customers, any of which could significantly
disrupt our ability to manage our business and materially and adversely affect our business, financial condition
and results of operations.
We depend on distributors for all of our revenues and failure to maintain relationships with our distributors or to
otherwise expand our distribution network would materially and adversely affect our business.

We sell our products exclusively to pharmaceutical distributors in China and depend on distributors for all of our
revenues. We have business relationships directly or indirectly with approximately 1,500 pharmaceutical distributors
in China. In 2005, 2006 and 2007, no single distributor contributed, on an individual basis, 10.0% or more of our total
revenues, and sales to our five largest distributors accounted in aggregate for approximately 10.9%, 12.7% and 13.8%
respectively, of our product revenues. In line with industry practices in China, we typically enter into written
distribution agreements with our distributors for one-year terms that are generally renewed annually. As our existing
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distribution agreements expire, we may be unable to renew with our desired distributors on favorable terms or at all.
In addition, some of our distributors may sell products that compete with our products. We compete for desired
distributors with other pharmaceutical manufacturers, many of which may have higher visibility, greater name
recognition and financial resources, and broader product selection than we do. Consequently, maintaining
relationships with existing distributors and replacing distributors may be difficult and time-consuming. Any disruption
of our distribution network, including our failure to renew our existing distribution agreements with our desired
distributors, could negatively affect our ability to effectively sell our products and would materially and adversely
affect our business, financial condition and results of operations.

8
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We may not be able to effectively manage our employees, distribution network and third-party marketing firms, and
our reputation, business, prospects and brand may be materially and adversely affected by actions taken by our
distributors.

We have limited ability to manage the activities of our distributors and third-party marketing firms that we contract
to promote our products and brand name, both of which are independent from us. Our distributors and third-party
marketing firms could take one or more of the following actions, any of which could have a material adverse effect on
our business, prospects and brand:

sell our products outside their designated territory, possibly in violation of the exclusive distribution rights of
other distributors;

fail to adequately promote our products; or

violate the anti-corruption laws of China, the United States or other countries.

In addition, although our company policies prohibit our employees from making improper payments to hospitals or
otherwise engaging in improper activities to influence the procurement decisions of hospitals, we may not be able to
effectively manage our employees, as the compensation of our sales and marketing personnel is partially linked to
their sales performance. As a result, we cannot assure you that our employees will not violate the anti-corruption laws
of China, the United States and other countries. Such violations could have a material adverse effect on our reputation,
business, prospects and brand.

Failure to adequately manage our employees, distribution network or third-party marketing firms, or their
non-compliance with employment, distribution or marketing agreements could harm our corporate image among end
users of our products and disrupt our sales, resulting in a failure to meet our sales goals. Furthermore, we could be
liable for actions taken by our employees, distributors or third-party marketing firms, including any violations of
applicable law in connection with the marketing or sale of our products, including China s anti-corruption laws and the
Foreign Corrupt Practices Act of the United States, or the FCPA. In particular, if our employees, distributors or
third-party marketing firms make any payments that are forbidden under the FCPA, we could be subject to civil and
criminal penalties imposed by the U.S. government.

Over the past few years, the PRC government has increased its anti-corruption measures. In the pharmaceutical
industry, corrupt practices include, among others, acceptance of kickbacks, bribes or other illegal gains or benefits by
the hospitals and medical practitioners from pharmaceutical manufacturers and distributors in connection with the
prescription of certain pharmaceuticals. Our employees, affiliates, distributors or third-party marketing firms may
violate these laws or otherwise engage in illegal practices with respect to their sales or marketing of our products or
other activities involving our products. If our employees, affiliates, distributors or third-party marketing firms violate
these laws, we could be required to pay damages or fines, which could materially and adversely affect our financial
condition and results of operations. In addition, PRC laws regarding what types of payments to promote or sell our
products are impermissible are not always clear. As a result, we, our employees, affiliates, our distributors or
third-party marketing firms could make certain payments in connection with the promotion or sale of our products or
other activities involving our products which at the time are considered by us or them to be legal but are later deemed
impermissible by the PRC government. Furthermore, our brand and reputation, our sales activities or the price of our
ADSs could be adversely affected if we become the target of any negative publicity as a result of actions taken by our
employees, affiliates, distributors or third-party marketing firms.

In addition, government-sponsored anti-corruption campaigns from time to time could have a chilling effect on our
marketing efforts to new hospital customers. Our sales representatives may rely on hospital visits to better educate
physicians as to our products and to promote our brand awareness. Recently, there were occurrences in which certain
hospitals denied access to sales representatives from pharmaceutical companies because the hospitals wanted to avoid
the perception of corruption. If this attitude becomes widespread among our potential customers, our ability to
promote our products may be adversely affected.

There is no assurance that our existing products will continue to be included or new products developed by us will
be included in the Medical Insurance Catalogs.
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Eligible participants in the national basic medical insurance program in China, which consists of mostly urban
residents, are entitled to reimbursement from the social medical insurance fund for up to the entire cost of medicines
that are included in the Medical Insurance Catalogs. See Item 4. Information of the Company B. Business
Overview Regulation Reimbursement Under the National Medical Insurance Program. As of March 31, 2008, 21 of
our 38 principal products that were manufactured and sold were included in the national Medical Insurance Catalog
and 12 were included in the provincial Medical Insurance Catalogs of various provinces, municipalities and
autonomous regions. The inclusion of a medicine in the Medical Insurance Catalogs can substantially improve the
sales of the medicine. The Ministry of Labor and Social Security in China, or the MLSS, together with other
government authorities from time to time, selects medicines to be included in the Medical Insurance Catalogs based
on factors including treatment requirements, frequency of use,
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effectiveness and price. The MLSS also occasionally removes medicines from such catalogs. There can be no
assurance that our existing products will continue to be included in the Medical Insurance Catalogs. The removal or
exclusion of our products from the Medical Insurance Catalogs may adversely affect our sales. In addition, there is
significant uncertainty related to the coverage and reimbursement of newly approved pharmaceutical products. The
commercial success of our potential products is substantially dependent on whether reimbursement is available for the
ordering of our potential products by hospitals for use by their patients. Our failure to obtain inclusion of our potential
products to the Medical Insurance Catalogs may adversely affect the future sales of those products.

We have limited insurance coverage and may incur losses resulting from product liability claims or business
interruptions.

The nature of our business exposes us to the risk of product liability claims that is inherent in the research and
development, manufacturing and marketing of pharmaceutical products. Using product candidates in clinical trials
also exposes us to product liability claims. These risks are greater for our products that receive regulatory approval for
commercial sale. Even if a product were approved for commercial use by an appropriate governmental agency, there
can be no assurance that users will not claim effects other than those intended resulted from the use of our products.
While to date no material claim for personal injury resulting from allegedly defective products has been brought
against us, a substantial claim or a substantial number of claims, if successful, could have a material adverse impact
on our business, financial condition and results of operations. Such lawsuits may divert the attention of our
management from our business strategies and may be costly to defend. In addition, product liability insurance for
pharmaceutical products are not available in China. In the event of allegations that any of our products are harmful,
we may experience reduced consumer demand for our products or our products may be recalled from the market. We
may also be forced to defend lawsuits and, if unsuccessful, to pay a substantial amount in damages. In addition,
business interruption insurance available in China offers limited coverage compared to that offered in many other
countries. We do not have any business interruption insurance. Any business disruption or natural disaster could result
in substantial costs and diversion of resources.

Our revenue depends and will likely continue to depend on a limited number of product lines.

We currently have four products that individually contribute over RMB 100 million ($13.7 million) to our revenues
in 2007, which were Bicun, Zailin, Endu and Yingtaiqing. Sales of these products accounted in aggregate for 78.5% of
our product revenues in 2007. We expect sales of these limited product lines to comprise a substantial portion of our
revenues in the future. Accordingly, any factors adversely affecting the sales of any of these products will have a
material adverse effect on our business, financial condition and results of operations.

Our limited operating history may not serve as an adequate basis to judge our future prospects and results of
operations.

We commenced operations in March 1995 and operated our business mainly as a distributor of pharmaceutical
products. Since then, we have gradually built up our research, development and manufacturing capabilities and have
become an integrated pharmaceutical company that develops, manufactures and sells pharmaceutical products.
Therefore we have a limited operating history under our current business model upon which you can evaluate the
viability and sustainability of our business. Accordingly, you should consider our future prospects in light of the risks
and uncertainties experienced by other China-based early stage companies. Some of these risks and uncertainties
relate to our ability to:

retain and acquire customers;

diversify our revenue sources by successfully developing and selling new products;
effectively manage our business as it expands;
respond to changes in our regulatory environment;

manage risks associated with intellectual property rights;
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maintain effective control of our costs and expenses;
raise sufficient capital to sustain and expand our business; and

attract, retain and motivate qualified personnel.

If we are unsuccessful in addressing any of these risks and uncertainties, our business, financial condition, results
of operations and future growth would be adversely affected.

We may not be able to manage our expansion of operations effectively.

We commenced business operations in March 1995, changed our business model in 2001, and have grown rapidly.
We anticipate significant continued expansion of our business to address growth in demand for our products, as well
as to
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capture new market opportunities. To manage the potential growth of our operations, we will be required to improve
our operational and financial systems, procedures and controls, increase manufacturing capacity and output, and
expand, train and manage our growing employee base. Furthermore, we need to maintain and expand our relationships
with our customers, suppliers and other third parties. We cannot assure you that our current and planned operations,
personnel, systems, internal procedures and controls will be adequate to support our future growth. In addition, the
success of our growth strategy depends on a number of internal and external factors, such as the expected growth of
the pharmaceutical market in China and the competition from other pharmaceutical companies. If we are unable to
manage our growth effectively, we may not be able to take advantage of market opportunities, execute our business
strategies or respond to competitive pressures.

We have no control over the development and sale of Endu outside of the PRC. Our brand and reputation may be
adversely affected if the development and sale of Endu outside of the PRC violate the intellectual property rights of
any third parties.

Medgenn (Hong Kong) Co., Ltd., or Hong Kong Medgenn, an affiliate company in which we owned indirectly an
effective 36.0% equity interest as of March 31, 2008, has the ability to engage in the development and sale of Endu in
any jurisdiction outside of the PRC, including the United States, until February 10, 2015. Approximately 3.138% and
approximately 0.862% of Hong Kong Medgenn are currently owned by Dr. Yongzhang Luo and Dr. Bin Zhou,
respectively, two of the scientists who have developed Endu, through their respective minority interest ownership in
Shandong Simcere Medgenn Bio-Pharmaceutical Co., Ltd., formerly Yantai Medgenn Co., Ltd., or Yantai Medgenn.
The other 60.0% of Hong Kong Medgenn was owned by Bestspeed Investments Limited, or Bestspeed, a British
Virgin Islands company. Hong Kong Medgenn is controlled by its board of directors, which has five members,
including Dr. Yongzhang Luo, Mr. Willi Chu and Mr. Linghai Zhu, all of whom were appointed by Bestspeed, and
Mr. Jinsheng Ren and Mr. Xiaojin Yin, both of whom were appointed by Yantai Medgenn and are also our executive
officers. Bestspeed was a shareholder of Hong Kong Medgenn prior to our acquisition of an 80.0% equity interest in
Yantai Medgenn in May 2006 and we are unable to ascertain the identities of the natural persons who control
Bestspeed. Although it has not commenced any operations to date, and it has not yet obtained any regulatory approval
outside of the PRC to sell Endu, Hong Kong Medgenn holds the rights to apply for patents and may grant its rights
with respect to Endu in these jurisdictions to independent third parties. A cooperation agreement entered into on
February 10, 2005 between Bestspeed and Yantai Medgenn provides Bestspeed with daily operating control over
Hong Kong Medgenn s business, including the development and sale of Endu in any jurisdiction outside of the PRC
until February 10, 2015. If Hong Kong Medgenn violates the intellectual property rights of any third parties or
otherwise suffers economic or other losses, our brand, reputation, business and results of operations could be
adversely affected. In addition, the agreements with Hong Kong Medgenn will prohibit us from engaging in the
development and sale of Endu outside of the PRC prior to February 10, 2015, which might hinder our ability to grow
our business outside of the PRC.

Our business depends substantially on the continuing efforts of our executive officers, research personnel and
other key personnel, and our business may be severely disrupted if we lose their services.

We depend on key members of our management team, research personnel and other key personnel. In particular,
we depend on the services of Mr. Jinsheng Ren, our founder, the chairman of our board of directors and our chief
executive officer, and Mr. Xiaojin Yin, our vice president of research and development. The loss of key employees
could delay the advancement of our research and development activities. The implementation of our business strategy
and our future success will depend in large part on our continued ability to attract and retain highly qualified
scientific, technical and management personnel. We face competition for personnel from other pharmaceutical
companies, universities, public and private research institutions and other organizations. The process of hiring suitably
qualified personnel is often lengthy. If our recruitment and retention efforts are unsuccessful in the future, it may be
more difficult for us to execute our business strategy.

We do not maintain key employee insurance. If one or more of our executive officers, research personnel and other
key personnel are unable or unwilling to continue in their present positions, we may not be able to replace them
readily, if at all. Therefore, our business may be severely disrupted, and we may incur additional expenses to recruit
and retain new officers. In addition, if any of our executive officers or key research personnel joins a competitor or
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forms a competing company, we may lose some of our customers. Each of our executive officers, key research
personnel and marketing managers has entered into a confidentiality and non-competition agreement with us.
However, if any disputes arise between our executive officers, key research personnel and marketing managers and us,
we cannot assure you, in light of uncertainties associated with the PRC legal system, the extent to which any of these
agreements could be enforced in China, where some of our executive officers reside and hold some of their assets. See

Risks Related to Doing Business in China Uncertainties with respect to the PRC legal system could have a material
adverse effect on us.

Delays in production due to regulatory restrictions or other factors could have a material adverse impact on our
business.

We manufacture substantially all of our products in our own manufacturing facilities. The manufacture of
pharmaceutical products requires precise and reliable controls and regulatory authorities in China have imposed
significant
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compliance obligations to regulate the manufacturing of pharmaceutical products. As a result, we may face delays in
production due to regulatory restrictions or other factors. In addition, three of our generic pharmaceuticals, the
Yingtaiqging-branded diclofenac sodium capsules, the Faneng-branded alfacalcidol soft capsules and the
Yineng-branded generic lentinan injection, are all manufactured by independent third party manufacturers. Our
contract manufacturers may not be able to manufacture our products without interruption, may not comply with their
obligations under our various supply arrangements, and we may not have adequate remedies for any breach. Failure
by our own manufacturing facility or any third party product supplier to comply with regulatory requirements could
adversely affect our ability to provide products. All facilities and manufacturing techniques used for the manufacture
of pharmaceutical products must be operated in conformity with Good Manufacturing Practices, or GMPs. In
complying with GMP requirements, we and our product suppliers must continually spend time, money and effort in
production, record-keeping and quality assurance and control to ensure that the product meets applicable
specifications and other requirements for product safety, efficacy and quality. Manufacturing facilities are subject to
periodic unannounced inspections by the SFDA and other regulatory authorities. In addition, adverse experiences with
the use of products must be reported to the SFDA and could result in the imposition of market restrictions through
labeling changes or in product removal.

Suppliers of certain active and inactive pharmaceutical ingredients and certain packaging materials used in our
products are required to obtain SFDA approval before they may supply us with such materials. The development and
regulatory approval of our products are dependent upon our ability to procure these ingredients, packaging materials
and finished products from SFDA-approved sources. SFDA approval of a new supplier would be required if, for
example, an existing supplier breached its obligations to us, active ingredients, packaging materials or finished
products were no longer available from the initially approved supplier or if a supplier had its approval from the SFDA
withdrawn. The qualification of a new product supplier could potentially delay the manufacture of the product
involved. Furthermore, we may not be able to obtain active ingredients, packaging materials or finished products from
a new supplier on terms that are at least as favorable to us as those agreed with the initially approved supplier or at
reasonable prices.

A delay in supplying, or failure to supply, products by any product supplier could result in our inability to meet the
demand for our products and adversely affect our revenues, financial condition, results of operations and cash flows.
Our operating results may fluctuate considerably on a quarterly basis. These fluctuations could have an adverse
effect on the price of our shares and ADSs.

Our results of operations may fluctuate significantly on a quarterly basis as a result of a number of factors, many of
which are beyond our control. Although many companies may encounter this problem, it is particularly relevant to us
because of our relatively small size, our limited operating history, our reliance on limited number of products and the
dynamics of the Chinese pharmaceutical industry in which we operate. Factors that could cause our results of
operations to fluctuate include, among others:

the seasonal fluctuations in demand for our products, especially our antibiotics, such as Zailin and Angqi;

timing of research and development expenses;

regulatory events;

new product introductions by us or our competitors;

variations in the demand for products we may introduce;

litigation involving patents, licenses or other intellectual property; and
product liability lawsuits.

Any of the foregoing factors could cause us to fail to meet the expectations of securities analysts or investors,
which could cause the trading price of our shares and ADSs to decline.
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Our future liquidity needs are uncertain and we may need to raise additional funds in the future.

Based on our current operating plans, we expect our existing resources, to be sufficient to fund our planned
operations, including strengthening our research and development capabilities, acquiring product candidates, products
or businesses, expanding our production capacity and expanding our sales and marketing efforts, for at least the next
24 months. We may, however, need to raise additional funds before that time if our expenditures exceed our current
expectations. This could occur for a number of reasons, including:

we determine to devote significant amount of financial resources to the research and development of projects
that we believe to have significant commercialization potential;

we determine to acquire or license rights to additional product candidates or new technologies;
12
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some or all of our product candidates fail in clinical trials or pre-clinical studies or prove to be not as
commercially promising as we expect and we are forced to develop or acquire additional product candidates;

our product candidates require more extensive clinical or pre-clinical testing or clinical trials of these product
candidates take longer to complete than we currently expect; or

we determine or are required to conduct more high-throughput screening than expected against current or
additional disease targets to develop additional product candidates.

Our ability to raise additional funds in the future is subject to a variety of uncertainties, including:
our future financial condition, results of operations and cash flows;

general market conditions for capital-raising activities by pharmaceutical companies; and

economic, political and other conditions in China and elsewhere.

We cannot assure you that our revenues will be sufficient to meet our operational needs and capital requirements. If
we need to obtain external financing, we cannot assure you that financing will be available in amounts or on terms
acceptable to us, if at all. Our future liquidity needs and other business reasons could require us to sell additional
equity or debt securities or obtain a credit facility. The sale of additional equity or equity-linked securities could result
in additional dilution to our shareholders. The incurrence of additional indebtedness would result in increased debt
service obligations and could result in operating and financing covenants that would restrict our operations.

A significant amount of intangible assets and goodwill are recorded on our balance sheet. Future impairment of
our intangible assets or goodwill could have a material adverse impact on our financial condition and results of
operations.

As of December 31, 2007, our net intangible assets amounted to RMB 251.2 million ($34.4 million), representing
10.2% of our total assets, and goodwill amounted to RMB161.5 million ($22.1 million), representing 6.5% of our total
assets. Besides goodwill, our intangible assets primarily consisted of developed technology and product trademarks
that we acquired in connection with our acquisition of a 90.0% equity interest in Yantai Medgenn, a 51.0% equity
interest in Jilin Boda Pharmaceutical Co., Ltd., or Jilin Boda, and an 85.71% equity interest in Nanjing Tung Chit
Pharmaceutical Company Limited, or Nanjing Tung Chit, during 2006 and 2007. Developed technology represents the
right to use, manufacture, market and sell the acquired products as well as their related invention patents in the PRC or
the United States, as the case may be, while trademarks represent the right by the trademark registrant to use the
registered trademark and to protect products from infringement. Our newly acquired products as of December 31,
2007 include Endu, Yidasheng and Jiebaishu. Our developed technology and trademarks amounted to
RMB218.8 million ($30.0 million), representing 8.9% of our total assets as of December 31, 2007. We estimated the
fair value of the developed technology of the acquired products using their respective present values of projected cash
flows based on assumptions with respect to the growth rate of our revenues from sales, the earnings before interest
and tax margin derived from sales, the discount rate selected to measure the risks inherent in future cash flows and our
assessment of the product life cycle. We also took into consideration the competitive trends that may affect these
products sales, including consideration of any technical, legal, regulatory, and economic barriers to entry. See Item 5.
Operating and Financial Review and Prospects A. Operating Results Critical Accounting Policies Long-Lived Assets
and Goodwill. We determined the useful life of the developed technology of an acquired product by considering the
remaining protection period of such product s patent in China and the expected competitive trend in the PRC market.
While no impairment write-downs or change in useful life have been necessary to date, future events such as market
acceptance of the acquire products, introduction of superior pharmaceuticals by our competitors, regulatory actions,
safety concerns as to our pharmaceuticals, and challenges to and infringement of our intellectual property rights, could
have a material impact on our key assumptions in determining the fair value of the developed technology of the
acquired products. This in turn could result in write-downs of our intangible assets or goodwill, or a change in the
useful lives of our intangible assets. Future write-downs of our intangible assets or goodwill, or change in useful lives
of our intangible assets, could decrease our net income, which would have a material adverse impact on our financial
condition and results of operations.
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Our existing shareholders have substantial influence over our company and their interests may not be aligned with
the interests of our other shareholders.

As of the date of this annual report on Form 20-F, we had three shareholders other than public shareholders, New
Good Management Limited, Assure Ahead Investments Limited and King View Development International Limited.
New Good Management Limited is a company beneficially owned by 16 individuals, including certain of our senior
management, and controlled by Mr. Jinsheng Ren, our founder, chief executive officer and chairman of our board of
directors. Assure Ahead Investments Limited is an investment vehicle owned and controlled by a group of financial
investors. King View Development International Limited is an investment vehicle owned and controlled by
Trustbridge Partners, a private equity fund. As of the date of this annual report, New Good Management Limited
owned approximately 39.61% of our outstanding share capital, and Assure Ahead Investments Limited and King
View Development International Limited owned 20.78% and
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9.29% of our outstanding share capital, respectively. As such, they have substantial influence over our business,
including decisions regarding mergers, consolidations and the sale of all or substantially all of our assets, election of
directors and other significant corporate actions. This concentration of ownership may discourage, delay or prevent a
change in control of our company, which could deprive our shareholders of an opportunity to receive a premium for
their shares as part of a sale of our company and might reduce the price of our ADSs.

Our production activities involve the controlled use of potentially harmful biological materials as well as hazardous
materials and chemicals.

Our production activities involve the controlled use of potentially harmful biological materials as well as hazardous
materials and chemicals. We cannot completely eliminate the risk of accidental contamination or injury from the use,
storage, handling or disposal of these materials. In the event of contamination or injury, we could be held liable for
damages that result, which could exceed our resources. We are subject to national, provincial and local laws and
regulations governing the use, storage, handling and disposal of these materials and specified waste products. We
believe we are currently in compliance with these laws and regulations. However, any failure by us to control the use,
storage, handling and disposal of these hazardous materials and chemicals could subject us to potentially significant
monetary damages and fines or suspensions of our business operations. In addition, we do not currently carry any
insurance for potential liabilities relating to the release of hazardous materials as such insurance is not currently
available in China.

New labor laws in the PRC may adversely affect our results of operations.

On June 29, 2007, the PRC government promulgated a new labor law, namely, the Labor Contract Law of the
PRC, or the New Labor Contract Law, which became effective on January 1, 2008. The New Labor Contract Law
imposes greater liabilities on employers and significantly impacts the cost of an employer s decision to reduce its
workforce. Further, it requires certain terminations to be based upon seniority and not merit. In the event we decide to
significantly change or decrease our workforce, the New Labor Contract Law could adversely affect our ability to
enact such changes in a manner that is most advantageous to our business or in a timely and cost effective manner,
thus materially and adversely affecting our financial condition and results of operations.

If we grant additional employee share options, restricted shares or other share-based compensation in the future,
our net income could be adversely affected.

We adopted a share incentive plan on November 13, 2006. We issued 10.0 million and 1,045,000 share options
under our share incentive plan on November 15, 2006 and March 22, 2007, respectively. We are required to account
for share-based compensation in accordance with Financial Accounting Standards Board Statement No. 123(R),
Share-Based Payment, which requires a company to recognize, as an expense, the fair value of share options and other
share-based compensation to employees based on the fair value of equity awards on the date of the grant, with the
compensation expense recognized over the period in which the recipient is required to provide service in exchange for
the equity award. If we grant additional options, restricted shares and other equity incentives in the future, we could
incur significant compensation charges and our net income could be adversely affected.

We may be unable to establish and maintain an effective system of internal control over financial reporting, and as
a result we may be unable to accurately report our financial results or prevent fraud.

We are a public company in the United States that is, or are subject to, the U.S. Sarbanes-Oxley Act of 2002, or the
Sarbanes-Oxley Act. Section 404 of the Sarbanes-Oxley Act, or Section 404, require that we include a report from
management on our internal control over financial reporting in our annual report on Form 20-F beginning with our
annual report for the fiscal year ending December 31, 2008. In addition, our independent registered public accounting
firm must also report on the effectiveness of our internal control over financial reporting. Our management may
conclude that our internal controls are not effective. Moreover, even if our management concludes that our internal
control over financial reporting is effective, our independent registered public accounting firm may disagree and may
issue an adverse opinion. Any of these possible outcomes could result in an adverse reaction in the financial
marketplace due to a loss of investor confidence in the reliability of our reporting processes, which could adversely
affect the trading price of our ADSs.

Our reporting obligations as a public company will place a significant strain on our management, operational and
financial resources and systems for the foreseeable future. We may identify control deficiencies as a result of the
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assessment process we will undertake in compliance with Section 404 including but not limited to internal audit
resources and formalized and documented closing and reporting processes. We plan to remediate control deficiencies
identified in time to meet the deadline imposed by the requirements of Section 404 but we may be unable to do so.
Our failure to establish and maintain effective internal control over financial reporting could result in the loss of
investor confidence in the reliability of our financial reporting processes, which in turn could harm our business and
negatively impact the trading price of our ADSs.

14

Table of Contents 32



Edgar Filing: Simcere Pharmaceutical Group - Form 20-F

Table of Contents

Counterfeit pharmaceuticals in China could negatively impact our revenues, brand reputation, business and results
of operations.

Our products are also subject to competition from counterfeit pharmaceuticals, which are pharmaceuticals
manufactured without proper licenses or approvals and are fraudulently mislabeled with respect to their content and/or
manufacturer. Counterfeiters may illegally manufacture and market pharmaceuticals under our brand name or that of
our competitors. Counterfeit pharmaceuticals are generally sold at lower prices than the authentic products due to their
low production costs, and in some cases are very similar in appearance to the authentic products. Counterfeit
pharmaceuticals may or may not have the same chemical content as their authentic counterparts. If counterfeit
pharmaceuticals illegally sold under our brand name results in adverse side effects to consumers, we may be
associated with any negative publicity resulting from such incidents. In addition, consumers may buy counterfeit
pharmaceuticals that are in direct competition with our pharmaceuticals, which could have an adverse impact on our
revenues, business and results of operations. Although the PRC government has recently been increasingly active in
policing counterfeit pharmaceuticals, there is not yet an effective counterfeit pharmaceutical regulation control and
enforcement system in China. The proliferation of counterfeit pharmaceuticals has grown in recent years and may
continue to grow in the future. Any such increase in the sales and production of counterfeit pharmaceuticals in China,
or the technological capabilities of the counterfeiters, could negatively impact our revenues, brand reputation, business
and results of operations.

Inappropriate use of our trade names by other entities could negatively affect our business.

Our trade name Simcere is also used by companies which are partially owned and controlled by certain
shareholders of New Good Management Limited. If any such entity or any company that is unrelated to us uses the
trade name Simcere in ways that negatively affect such trade names, our reputation could suffer harm, which in turn
could have a material adverse effect on our financial condition and results of operations.

We may be classified as a passive foreign investment company, which could result in adverse United States federal
income tax consequences to U.S. holders.

We do not expect to be considered a passive foreign investment company, or PFIC, for United States federal
income tax purposes for our taxable year ending December 31, 2008. However, we must make a separate
determination each year as to whether we are a PFIC and we cannot assure you that we will not be a PFIC for our
taxable year ending December 31, 2008 or any future taxable year. A non-U.S. corporation will be considered a PFIC
for any taxable year if either (1) at least 75.0% of its gross income is passive income or (2) at least 50.0% of the value
of its assets (based on an average of the quarterly values of the assets during a taxable year) is attributable to assets
that produce or are held for the production of passive income. The market value of our assets may be determined in
large part by the market price of our ADSs and ordinary shares, which is likely to fluctuate. In addition, the
composition of our income and assets will be affected by how, and how quickly, we spend the cash we receive. If we
are treated as a PFIC for any taxable year during which U.S. holders hold ADSs or ordinary shares, certain adverse
United States federal income tax consequences could apply to U.S. holders. See Taxation United States Federal
Income Taxation Passive Foreign Investment Company.

If a poll is not demanded at our shareholder meetings, voting will be by show of hands and shares will not be
proportionately represented. Shareholder resolutions may be passed without the presence of the majority of our
shareholders in person or by proxy.

Voting at any of our shareholder meetings is by show of hands unless a poll is demanded. A poll may be demanded
by the chairman of the meeting or by any shareholder present in person or by proxy. If a poll is demanded, each
shareholder present in per