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Company Basic Information @
9z

€ 1943 Founded in 1943

€ 1950 Succeeded in developing sodium stibogluconate for stamping
the Kala-Azar which was the epidemic last several decades in

China.

€ 1953 Developed the first glass-lined reactor in China

€ 1954 China’s the first APl production line was started in Xinhua

€ 1959 The first company in Chinato produce bulk Aspirin and

Caffeine

€ 1970s The first company in Chinato produce bulk Ibuprofen

€ 1996 Listed in Hong Kong stock exchange.

€ 1997 Listed in Shenzhen stock exchange.

42003 The J.V. between Xinhua and Perrigo (USA) was established.



Company Basic Information @
'z

2007 Contract project for finished dosage with Bayer Healthcare

42010 Hutian Chemical Industrial Zone began to be built

€ 2011 Contract project for finished dosage form with Perrigo
(UK)

€ 2012 Hutian Chemical Industrial Zone was put into use.

42013 Shandong Xinhua Pharmaceutical Co., Ltd. (USA) was
founded



Company Basic Information @

*China’s largest pharmaceutical manufacturer of bulk antipyretics and
analgesics. The annual output for APIs is around 25,000 Mt.
The major APIs include Levodopa, Trimethoprim, Ibuprofen, Caffeine,
Theophylline, Hydrocortisone, Aspirin, metamizole sodium,
propyphenazone etc.

*The total areais 0.85 million square meters. Among them the
standard warehouse occupies about 25,000 square meters.

By the end of 2013, there are 4,690 employees in Shandong
Xinhua




Overview of Headquarter office @

Our headquarter office is located in No.1, Lutal
Road, High-tech District, Zibo, Shandong, P.R.China
The finance dept., sales dept., R&D and other
administrative dept. are in the headquarter.
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Number of Employees

There are 4690 employees at the end of 2013

Among them:
« 3193 for production

R&D Material

2 05% purchase &
Logistics
3.18%

« 400 for sales; 3.%1?%\
° . FDF QA
23 for QA; 068% S N
- 36 for FDF QA DW
Sale
« 140 for QC,; 8.53%
« 96 for R&D.

Among them:

Production
68.07%

Production

m Sale

QA

BFDF QA

QcC

ER&D

Material purchase &
Logistics

500 obtained the B.S degree
100 obtained the M.S degree
« 8obtained the Dr degree

« 57 for licensed pharmacist




ertificate Granted

ISO 9001 was certified in 1999,and renewed in 2011
ISO 14001 was certified in 2000,and renewed in 2013;
ISO 10012 was certified in 1998, and renewed in 2013;
ISO 22000 was certified in 2009,and renewed in 2012
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ENVIRONMENTAL MANAGENENT SYSTEM CERTIFICATE

Registration No. 02113E10039R0L

This is to certify that the environmental management system of

Shandong Xinhua Pharmaceutical Group Company Limited

At: No.14 Dongyl Road, Zhangdian District, Zibo Gity, Shandang, 265005, P.R. China

i8 in conformity with
GBIT 24001-2004/1SO 14001:2004
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Inspection history by US FDA A_@
Date Investigator Products Result Remark

Oct. : 483:18 : .
1999 Mr. Rebert L. Horon Theophylline Pass Dongyi Road site
May : L-350 483:3 .
2000 Mr. Larry K. Austin (intermediate) Pass East site
May Mr. Regina T. Brown, : 483:9 : .
2002 Mr. S Nasir Al Hydrocortisone Pass Dongyi Road site
_ Ibuprofen East site
Apr. Mr. Michael Taylor 483:4
2007 Mr. George Pyramides Hy(_jrocortlsgne Pass Dongyi Road site
Trimtheoprim
July Levodopa/lbuprofen | 483:0 East site
2010 Ms. Charisse Green Pass
Trimtheoprim Dongyi Road site
Acetylsallcyllc acid; 4836 Hutian Site
Phenazone; etc.
| buprofen; L evodopa;
Trimtheoprim; Caffeine; .
,learri(I:Z 20124' Mr. Joel Hustedt Theophylline; East site
PrEs CPC; etc. 4836

Hydrocor tisone;
Hydrocortisone acetate; Dongyi Road site
etc. 8




Inspection by other oversea authorities in the past 3 years

4%
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No. Date Authority Products Result Remark
German AP
1 | May 2011 y : Pass |Dongyi Road site
--BGV
Propyphenazone
UK- Oral solid : :
2 | May 2011 | /o dosage Pass |Dongyi Road site
UK- Oral solid Dongyi Road site
3 | Aug.2012 MHRA dosage Pass
4 | Jan. 2013 | K-FDA Meloxicam Pass Ease site
APls
-Levodopa
5 | Mar. 2013 EDQM “Trimethoprim Pass Ease site
-Ibuprofen
Propyphenazone
6 | May 2014 G_e_:BmGa\;]y Aspirin Hutian site 9




Inspection history by China FDA In the past 3years /%

b
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No. Date Products Result Remark
Trimethoprim Pass East site
1 |Sep. 2012
Aspirin, etc Pass Hutian site
Hydrocortisone
2 |Dec. 2012 | Metamizole sodium, |Pass Dongyi Road site
etc.
3 Jan. Injections Pass West site
2013
Apr. . . .
4 9013 Oral solid dosage |Pass Dongyi Road site
Metamizole sodium,
: Jan. Propyphenazone, Pass Hutian site
2014 etc.
Caffeine Pass East site
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Quality Policy @

By taking the company mission of “For Good Health and Better
Life ”, and following the company quality value of “the product
qualify effects the company’s development, and the drug quality
effects the people’s life”, meanwhile, strictly following the
national laws and regulations, the company is continuing the
dedication to improve the quality system and to meet the
demands of the clients. With constant efforts to consolidate the
advantage position of the API sector, more efforts is continuing
to be paid in the finished dosages’ development and the new
products research, so as to supply the superior products for the
health of the human being with constantly improving the quality
for the products and the service.




QA and QC system

Vice General IanagenCnality)
Lron Mrejie

Drongyi Foad site
hilanaging all the
ciualitsy -related
matters

Regulaty
affairs

Fast site
24 Manager Fegistration hlanaging all the
Zheng Zhimat gpuality -related
SIWIP matters
compliance

Etc.

Hutian site
Mlatagitg all the
guality -related
matters

Diongyri Fioad site Lab

Fawr material test,
stability test, et

Fawr material test; et

APT test;

East site Lak
AP test,

Hutian site Lab
AFT test;
Fawr material test,

et

{

2 Mlanager
Liu Changhong

|
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Quality Assurance Procedure

Procurement

Dep.
Purchase based on
specified standards

Audit

Procurement Dep.

v

Supervise the implementation

Supplier KRS M anage the storage
of “First in, first out” for

accordingtothe
l established Procedures
storage and distribution Take samples with Analysis Requisition
> EREICEYER <)oot and test following established standards
oA
and supervision of thewhole l

Unqualified ,
4l Rgect
production, issuing BPR and

Mak itical deviati . . .

are investigated and resolved in compliance with [JSTNSR S
oA | Workshop in compliance with SOP

24 anufacturing in compliance with IR YRS LT

To be continued..

Responsible for quality control
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Evaluate unqualified products Continue...

and approve
r epr ocessing/rewor king method

Test raw and auxiliary
materials, other
> materials and Process
water; Responsible for

_ Unqualified Qualified reserve samples and
RGVII?W I?PR_tan? QC Take samples with stability study; and test
Release finished product Analysis Requisition [l
and Perform product ’ v Sheet test as per microbial examination
quality reviews . guality standards,and

- QEUASEAE) | ssue COA

Products 4
PASS

_ Control based on Warehouse
Control and supervisethe M anagement Standard

. . 73 nS :
implementation of “First in, v (including products’

First out” principle R characteristics) Purchasing Dep.

Responsible for l
after-sale service Domestic Trade .
oA Customer complai nt Marketing
< I nter national
-

and handing

P

Record to keep
traceability




Introduction of QC

Overview for the QC building

Labs in Ease site

API test for Caffeine, Theophylline etc. API test for Levodopa,Trimethoprim,
Raw material test for East site Ibuprofen etc.

S Lo
E 4 I8 7o

Y

API test f

or Hydrocortisone, metamizole

sodium etc. API test for Aspirin, metamizole sodium
Raw material test for Dongyi Road site etc. _ _ _
Stability study test for all APIs Raw material test for Hutian site
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Introduction of QC

v

Particle sizeTest

Chemical Analysis
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Marketing Network @
0

Xinhua has established a major worldwide
., marketing network, reaching over 60 countries.

We are the regular supplies for the following
multinational corporations, i.e.

FPERRIGD () Bayer [T

Bristol-Myers Squibb Company

=\ Boehr
PR G igelheim

)
G ti‘:":-l nithkline
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') NOVARTIS

@) SHIONOGI & CO., LTD.

(%%@Z ~J'
s SANOFI
17,

m - @ A Mitsubishi International Corporation



http://images.google.com/imgres?imgurl=http://www.wangtam.com/50226711/images/coca-cola.jpg&imgrefurl=http://www.wangtam.com/50226711/aeaeaeccc_35807.php&h=249&w=250&sz=19&hl=zh-CN&start=53&tbnid=Hkb18h1WX26qjM:&tbnh=111&tbnw=111&prev=/images%3Fq%3D%25E5%258F%25AF%25E5%258F%25A3%25E5%258F%25AF%25E4%25B9%2590%26start%3D40%26ndsp%3D20%26svnum%3D10%26hl%3Dzh-CN%26lr%3D%26newwindow%3D1%26sa%3DN
http://www.bayer.com/
http://www.pfizer.com/pfizer/main.jsp
http://www.boehringer-ingelheim.co.uk/index.html
http://www.mitsubishicorp.com/us/en/

@

Thanks for Your Attention!
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