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R&D and IP Protection of
Biotech Medicines in China
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The Outline of the Eleventh Five-Year Plan on
Biotechnology Industry
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Definition of Biotech Medicine in China
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- Source http://www.sda.gov.cn/WS01/CL0372/24066.html
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Kinds of Biotech Medicine 1in China
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2992 Biotech Medicines have been registered 1n
CHINA

SFOR 15 45k 1 FE

L] T | BETE | ARSGE | ENER | BNaE | o

HRTN | LEEE | RESAN | TRYE | JEAE e 1 [

BELH | ATRE | RENE | SRR | AW | BE0e0 | HOhE | Alew | Exwe | SEAE | PikEEeERN
FERE | #URAA | PAKE | BEEW | ORFE | 8 & N | MiIEs | MR | EXLD | MEIRN | NE -BE - Engliak

Sl SUCT ol E T B L RERS

B BMER AR EWELT

o Ee

5 ErEmES
FMHE LW

i ACRA

© AORSAES

B ARiTRR

ER R LS o

5 RAEEETIR

ST e
mAT RN TR

o F2iEEErwiEmn

= ABHFETH

& P4

= BErEi e
FRARRE

| AR HErERLmALe
75 4 I A

February 19, 2009

W= -

“EF owEEEE TR ENNTe S R L
LR NERE ST T (R
BRI FEET R (ERRTooen e THESBY AT EAR LT
-EHES P FAER S TR
AEPER NSRS EEE (SRt TRLAETIMTRNRLT
: BENN oS EnHTEES (@He ooy FilaESTHTHETME
LESERPERRECEAE T DA TR O

- P i Lo TR NE R Bl ET SN THERLS

RO ST (ERRT=n | USRS S T )

A, R (AT o s WERE TSRS TR

i B EE (ERTE hEEErAR e WERS-a]
1 MEE R R AR RS cnsr (AT s IR HEEE R GRRLED
0 RS ISR aEEEES (AT FELRES T THTRYEE
vl PP EARHEESSRE TN TorEni NEeEF TR

& o e (Bt AR S TR L)

T s el R o G R v |

Willigence IPR Firm Isshin SHIRASU



http://app1.sfda.gov.cn/datasearch/face3/dir.html
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Published Patent Number from 1985 to 2008 by
Biotech Medicines related IPC
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Issues on Gendicine Patent

Gendicine (G XA) ([ZIFMHEH DR HEEZIRAE L TS ?

— This confirms that Gendicine is safe and effective for
HNSCC. The drug license was 1issued on October 16th, 2003
by the State Food and Drug Administration of China, which
means the world’s first anticancer gene therapy drug was
born in China.

- Source: http://www.bgwicc.org.cn/english/2335.html
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The Stance of Chinese Government
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Seminar on the Quality and Clinical
FEvaluation of Similar Biological
Therapeutics
2008.12.10 Beijing
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Source:http://www.nicpbp.org.cn/CL0011/1280.html
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The Doctrine of Equivalents
Discussed 1n China
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The t-PA Case

Met-t-PA wvs. Val-t-PA
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(Use of L-Lysine monohydrochloride)
Vs.
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(L-Lysine monohydrochloride Sodium Chloride
Injection)
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Cases those Foreign Companilies prevalled 1n

Patent-infringement suits against Chinese
Companies 1n China
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China Introduced Substance Patent in 1993
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The Case of Astellas Pharma Inc.
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The Case of Daiichi-Sankyo Co., Ltd.
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The Case of Viagra®
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The Case of Viagra®

WASHINGTON: Pfizer, the world's largest drugmaker,
won the right to be the sole seller in China of 1ts
anti-impotence drug Viagra, stopping a dozen Chinese
companies from selling cheaper copies.

A Beijing court overturned a 2004 decision by
China's patent review board that permitted the
Chinese drugmakers to sell copies, a Pfizer
spokesman, Paul Fitzhenry, said Saturday 1n a
telephone interview. The ruling will benefit Pfizer
because it could mean better patent protection for
the 20 other drugs Pfizer plans to start selling in
China by 2010, Fitzhenry said.

"We see the decision as an encouraging development
for knowledge- based companies like Pfizer who want
to bring innovative products to the Chinese market,"
Fitzhenry said.Source International Herald Tribune -
SUNDAY, JUNE 4, 2006

- http://www.iht.com/articles/2006/06/04/bloomberg/sxpaten
e php

February 19, 2009 Willigence IPR Firm Isshin SHIRASU 17


http://www.google.co.jp/url?sa=t&source=web&ct=res&cd=13&url=http%3A%2F%2Fwww.iht.com%2Farticles%2F2006%2F06%2F04%2Fbloomberg%2Fsxpatent.php&ei=U0-TSf7dCNKukAWFl-GJDA&usg=AFQjCNG9wT2RER_feGOeK2fka4ACpR6pPQ&sig2=qVS8CKXLSVvjqwaG99gVSQ

T 7 A —=DNAT 7T HE
The Case of Viagra®
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Thank you very much for your
attention!

VANY = RAGHEBIEN

107-0062 BT HE X P 7 111-20-2
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TEL:03-5785-2257 FAX:03-5785-2262
E-mail:isshyn@nifty. com

www. chizai. net
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