Figls (RaFR)

EER

FENRE. BAETEATEREREK. EXARLERABK. EXRaARE
BEEERERK.

REFPEHFSHATIEZTIVRZRRIERR. ARPAGEFRHEEESK. Pk
SEIFKASEALHZRZESTK. TEHEAHIEISK. FEEHREREL D
HaeRmE. PEREHSSRME. EREBEIXRFHERZERK,

Mr. Ren Dequan served as Deputy Director of State Administration of Traditional
Chinese Medicine, Deputy Director of State Drug Administration, Deputy Director of State
Food and Drug Administration.

Currently Chairman of Pharmaceutical Engineering Committee under Chinese
Pharmaceutical Association, Honorary President of Modernized Chinese Medicine
International Association, Honorary President of Medical & Pharmaceutical Commercial
Association All-China Federation of Industry & Commerce, Vice-president of China
Association of Chinese Medicine, Senior Advisor of China Chamber of Commerce of
Medicine & Health Products Importers & Exporters, Senior Advisor of China Health Care
Association, Honorary President of School of Pharmacy of East China University Of

ERansmLSsEEEREK Science and Technology.
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IS L 1982 RN T EBER A, 1993 FREEFEENIERF IR AIESE
+. BMEHEAZEESRLRLEEERS (FDA)., ATARZESENAENEHERSUR.
FHBA—RITFERA D FDARSRINERFRER / FHEERZ—. ARHHTES
BIERK, BHFIRAMAEAIES, STeRARDIEKL, RIEISE55EHBUENEE
B3RS, ERHAERFDAMNITEHEZIFHERR KBIRNFEWRKEIE FDA MM4FF A
L DR EERAE. £ 13 F FDA RERERE, FHHSETM T LM ABUENA
RS, FEFHRET (FDA/CDER BAEARN N FIESFMY. (OCPB PopPK L ATER)
ZLMFDA ARMAEREM XY, IEERSMAREIFLEERNFIIME TRER
Bk, IMBEBE N TENERUNBARDVHEREMERE. MARKRENH. BERARM
I RZA IR R IN B IR AT 2 M R RIFIE S 3 ASE A,

IMEE T ASEMMFZEEETIENREN, RIPKBEHSTE. BB EEERE
TVALAKERSKFR, UELXREARDERNESK . REERKBDENGT ¥
=, XEERAEZREMEXEAFZZR  EXERREERAS. XERALERHRSR
. XERAGRHFAZRE. RERRGITZASMEXBLRH NEMARERES
AERZ IBELLAEZENTEEADLVERUKR, FRHHPELVRRELET,
HEAERT.

Sun He, Vice-president of Tianjin Tasly Group

Ph . D of American University of Connecticut; an expert in pharmaceuticals research
and development and management, clinical pharmacology and biopharmacy; former
chief scientist and one of highest-level reviewers of metric clinical pharmacology of
U.S Food and Drug Administration, member of U.S Federal Joint Committee of Asian
Executives; currently, Vice-president of Tianjin Tasly Group, Director of U.S SunTech
Research Institute, professor, doctoral supervisor and Faculty Director of Pharmacy
Department of Tianjin University; concurrently specially invited scientist of U.S National
Institutes of Health (NIH) , visiting professor of Medical School of Fudan University and
Nutrition Department of Shanghai Institutes for Biological Sciences, senior researcher
of Guangzhou Life Sciences Research Institute of Chinese Academy of Sciences and
visiting professor of Medical Economics Research Center of Peking University etc.

Doctor Sun He has gathered rich experience in forging and operating strong
alliance among domestic and foreign pharmaceutical enterprises. After returning home
from abroad, he directed the team to complete the research, development of more
than ten kinds of domestic new Chinese patent drugs, pharmaceutical chemicals and
biopharmaceuticals and launch them in the market, all of which have been approved by
China State Food and Drug Administration (SFDA) in the approval document concerning
new drugs and production. Meanwhile, one Canadian approval document concerning
the launch of traditional medicines in market, two U.S FDA approval documents and one
Australian TGA approval document for clinical research on new medicines are obtained
and three pharmaceutical intermediates are granted U.S DMF and European COS
registration. Doctor Sun has successfully directed efforts to launch cooperative projects
for Chinese enterprises, Indian Hetros Pharmaceutical Group, British COOP Group,
American CureGen and Bay Capital and Hong Kong Morningside etc. He also made joint
efforts in establishing China-ltaly Joint Laboratory etc.
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AVAISRIREM, ALHH AEERHAFERADRELS L. TEMTRE
HXEBEEZHIHT, NE, BERREBRENTY. ASRERILSREEHER
RS, B1T. HIP SHSE.

MBLTEERASNERFTEE. RERIIZE, ARMBREINE. REHIT
TRFTHENHFIE, HREGFRNEFSHHEPNRERAE. BELT. “RI1F
BENTEME. ABEARBHESHHE. TZRIE. REEENTEXUNBELIETAEEFE
HISLERALR SRR,

Xie Xin, Pfizer Pharmaceuticals Limited, Chief Quality Officer

Senior Engineer in Organic Chemical Engineering, Licensed Pharmacist, currently
Chief Quality Officer of Pfizer Pharmaceuticals Limited, fully responsible for quality-
related issues and trend analysis, improvement, tracking and quality defect prevention,
establishment, operation, maintenance and continuous improvement of company's
quality assurance and control system.

She served as RFT Manager, Quality Assurance Manager of Pfizer Pharmaceuticals
Limited and was responsible for organizing and coordinating efforts in quality certification,
quality audit and RFT continuous improvement and has rich experience in and theoretical
knowledge about deviation survey of quality system maintenance and improvement, trend
analysis, product process capability evaluation, Six Sigma continuous improvement,
process validation, risk management and the fostering of change culture.
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REAFEAFEXSHARIESZRSSHEZEZA, BERXTARIERAWR T
IRFRZER, REMERBBFARMER, RENFRAZASHIETER.

1065 FEEW FTREAAFEDNR . 1979 EXREZEHNEMRAEREET. 1986 &£
REEHREMAFAMK, 1983 EREZRZEGRZESTRERRRBIT. 1995 FUR
SRAEYIBATILT. UEFEA EMIRATET. BREFAMNALERATE
BRI, 1998 FXMEHR BT, WRADALIE. HURATRELIE, 2004 £LE
XEAEDHAFRATIFARLYE, 2006 EXTALWEYREAR (X2) HRAIR
REAM, 2008 FREEAFZBRATDFERRE.

BHRETHRERAR-EFR. DARREHRL ZER, EPEMBERE. £9LF
54 9EHRERTRERIEZNE.

R, LEEVEA BERIRAYTILE. A@EBEN K 2. GCSF. REEE.
TEASRERER. FAEYE. 2RSSR~ VLIRE,

Zhang Zhaowei

Member of Steering Committee for High Technology of Tianjin ; Economic-
Technological Development Area ; Engineering Technology Member of National
Research Center for Stem Cells Engineering Technology ;: Government Procurement
Expert of Tianjin Municipal Finance Bureau ; Evaluation Expert of Tianjin Municipal
Science and Technology Commission .

1965 Graduated from Biology Department of Nankai University, 1979 Director
of Immunity Department of Tianjin Research Institute of Medical & Pharmaceutical
Science, 1986 Director of Tianjin Research Institute of Medical & Pharmaceutical
Science, 1993 Professor of Tianjin Research Institute of Life Sciences and Engineering
of Tianjin University, 1995 Chief Engineer of Shandong Jintai Biotechnology Co.,
Ltd. Chief Engineer of Shandong Qilu Pharmaceutical Factory Biotechnology Co., Ltd,
Deputy General Manager and Chief Engineer of Hainan SUNDIRO Holding Co., Ltd,
1998  Vice-president of Tiens Group Co. Ltd, General Manager of Logistics Company,
General Manager of Pharmaceutical Company, 2004 Chief Technology Officer of
Shanghai Tasly Pharmaceutical Co., Ltd, 2006 Deputy General Manager of Tasly Jinna
Biotechnology (Tianjin) Co., Ltd, 2008 Chief Technology Officer of PHARM-TECH
(Tianjin) Co.,Ltd.

Awarded the second prize for scientific research achievements by the Ministry
of Light Industry, the second prize for technological advancement by the Ministry
of Health;published many articles on Chinese Journal of Oncology, Progress
in Biochemistry and Biophysics. Directed the design and implementation of
biotechnology:Industrialization projects covering genetically engineered drug interferon,
interleukin 2, GCSF, prourokinase, influenza subunit vaccine, hepatitis A vaccine,
epidemic encephalitis B vaccine etc.

17



wids . g Hak

18

BB Bl TFERERNAFHERGFEL  AETEEEERARILN TIESZR,
RETEENREEE. Hit. THRIELE

FRETERYIE . FTREREZSZLEMIIRRTERLE. 4 £ LR TSKF/
GSKT REFEFREERERATMEMTIT/ KELR, AFBER. GSK NEMREX
M, ARIHER (dE. EU), QMS, REBETRNDT, HEEHERRE TR IE.
ZEMFRET. TEEF. BELE. AFELE. BIE/NEARRE~REIEEE,

%37?&;:# BH A FMNEMIFEITRE, \IHAEBE 50 K, HHBFEAPI,
£, BMEEER. BEIFHITEE, #BICHQ R, 5 SMAP RPS 41E&HITZL%E
JS7 ER R IR S, $0iE GSK AUDITOR CERTIFICTION #i)il,

FREREFERENHANE  EARESRRSMBVLEBRERNE (ZRLE).
HTWMETT. B SMAP BEit, #TEITEARRENZE. REXRESEE. BNz
EEFEMHA, #HiTEYE MO /NAEMN FAESNBERTE. BRI/NEMTESNE
TRIBEN#D, LM TLREK

HATENE : 257 R AWZHFMENEERE. J\J\IT/E@?EIHEEEEQ:EE f#
NEHEI. RET/ BRI REESE. EMS RERIIEE. MERXKEE. WAL
WALRER, SE5ENTEBNE . T2HEXT. RitFEZE%.

Pharmaceutical engineering

® nvolve in the whole process of TTS(OSD) new plant project

mThe responsibility in the project include:

m Design review

m Critical supplier audit and selection

m Construction quality control

® System Commissioning

m Critical system supplier Validation Management( PW generation units/PW loop/CA
loop/EMS)

® Communication management

® Project documentation management

®mHandover management

Quality assurance and validation

m Ages of OSD and Qintment production and quality management experience.

m QOverall quality assurance experience and knowledge.

m Co-ordinate all internal and external quality/regulatory inspection on behalf of TSKF
quality function for 4 years, be very familiar with QMS and Chinese GMP/GSP and relative
regulations.

® Conducted gap analysis of site quality system vs. QMS, quality alert, new
regulatory, addressed how to fill the gaps.

®m Ages of product release, change control, deviation handling and internal audit
experience.

mAges of participant in site validation program, especially in product validation.
Audit

B [ndependent supplier/contractor audit experience for over 4 years, lead over 50
times audit. Have overseas supplier audit experience. Be familiar with ICH Q system.

EHave joint audit experience with SMAP and RPS.

® |ndependently writes quality reports for distribution within and outside of GSK for
times.

m Attended GSK auditor certificate program in Y2005.

Registration

m QOverall knowledge of Chinese registration regulatory; Working experience of
product license renewal and supplement registration; Accepted Registration inspection
as owner; Responsible of registration dossier management.

®m\Working experience of overseas product registration/Exported product registration,
preparation the registration file for license renewal and supplement registration; Familiar
with RADAR system.

® Familiar with RTD and TTS.
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ERSEEE (Kurt Wagemann) %
£TF 1959 FH £, 1980 FEME D TH L
HRErtPERkBELEAMA. 8 1989
DIk, MiBEEEAZEIRSEYHEARD
% (DECHEMA) —2F+ZE(T (than,
HRAL. SWARHREELRT) BR
TA. Btz hRIBEERETH fms
HEMEZ 5538 ProcessNet BIzMHIT
HZE, 2010 FM A EEUZEIRSEY
BAMDESHNITES,

Dr. Kurt Wagemann was born 1959 in
Munich. He received his PhD in 1989 at
the Max-Planck-Institut fur Quantenoptik.
Dr. Kurt Wagemann Since 1989 he headed some of the large
DECHEMA President departments at the DECHEMA, as those
for Research Planning, Congresses
and for Research Management and
Administration. Beside this, he held the
offices of Executive director of fms e.V. in
Dresden and of ProcessNet in Frankfurt.
Since 2010 he is DECHEMA's executive
director.

KA 1963 HATHAE, 1983 FELFRNMUIEZRENCIEL, HEER
EHEERRNEHRITRIZRITEEE. RKME, K. &8, FHERXE
BRI IESE, I RXEHRTRNLXBELTEERR, UEHEEAKABKS
ITRATRZE. RZHIL, BRESEIREM. B FMMEIT IR,

Mr.Zhang Qi was born in Hubei Province in 1963 and graduated from Wuhan Institute
of Chemical Technology and majored in organic chemical engineering. He served as
Director of Process Design Office of Wuhan Pharmaceutical Design Institute under
State Pharmaceutical Administration, Director Assistant, Director, and Party Secretary of
Wuhan Pharmaceutical Design Institute under State Pharmaceutical Administration and
has in charge of the work in Wuhan Pharmaceutical Design Institute for many years and
has made important contribution to the development of Wuhan Pharmaceutical Design
Institute. Currently, he serves as General Manager, Party Secretary, and Professor-level
Senior Engineer of SINOPHARM United Engineering Corporation and is Sate Certified
Chemical Engineer.
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2001 - ESEER R AR KB EIER (FDA) £ YR AZMITES (OBP), FRITH
FEWMRE R (Principal Investigator)

1997- 2001 £ E HYAT K ZE 2B (University of Tennessee, College of Medicine)/
5252 (Senior Research Scientist)

1994- 1997 b AR B EHF L / ERIRHYHRFOMRR, BIRIF

1993 - 1994 R AR FUF R, BIHEK

1992 - 1993 AR AFUF R, BL/E

1989 — 1992 L R AZEHFR, L

1986 — 1989 =M KFAF R, Fit

1982 - 1986 =M K FFR, F+

R+ FDA AYHEMER, BTEARFYNEF LI ZRITH~GNRERS , &
. ARRIERL,
BeEkk FH LT FDA B AR (Critical Path projects), K ERFAB X 70 K&, *Huhh
BHAYNEITNECEREEN., BEEZREGEARATINEE.

Baolin Zhang, Ph.D.

Baolin Zhang, Ph.D.
2001-Now Senior Reviewer, Principal Investigator of Office of Biotechnology Products
(OBP) of U.S Food and Drug Administration
1997-2001 Senior Research Scientist of College of Medicine, University of Tennessee
1994-1997 Researcher, Chief Engineer of Beijing Biochemical Immuno-preparations
Center
Beijing Laboratory Animal Research Center
1993-1994 Associate Professor of Chemical Department, Nanjing University
1992-1993 Postdoctor, Chemical Department of Nanjing University
1989-1992 Doctor, Chemical Department of Peking University
1986-1989 Master, Lanzhou University
1982-1986 Bachelor, Chemical Department of Lanzhou University

He has ten years of experience in FDA drug examination and is skillful in design of
protein drug production process and product quality control and is familiar with relevant
laws and regulations. He took charge of many FDA Critical Path projects and has
published more than seventy academic theses and has scored an achievement in design
and optimization of antitumor drugs. He serves as editorial board member of many
international academic journals.

EHAR

ﬁ#gggiéﬁ%ﬁﬁﬁﬁ%ﬁfﬁﬁﬂﬁiwE%ﬁﬁ?ﬁﬁi%, MEN—YAXKERFET BTN, AR ARG %
FUREENAE, BN FHEERAY. £UEAR™H (LbMEBEARMIEEY , Therapeutic proteins and monoclonal
antibodies for human use) BB FEK, EWMERNEIESR, £ T 2RHKRERS. £FT20M/NEL, tLEH
#l (Raw materials), #EFRIER S (Cell banks), 4 =E&E, BEAFHENKE (Scale-up), HUEN~mREBEHRE KX
M, 47 IREFEEEE REKBBEE (Adventitious agents) MBI M., £ TERURE—NEYEAR~ RHYIEL
B M (Physicochemical attributes), TR EH A EM (Potency) Mk 2 £ (Clinical safety),

ENBEXENE. EARBVNREN Stabiity) ZZMIBEEENTMW, LIEE, XBE, HEMEEMNT =&
B —1 (Heterogeneity) Fxt &2 H (Quality control) FI3EE, B9, EARBYERBFBAENSIEAGTEERNAE
(Immunogenicity), #iZ5#i#s (Anti-drug antibodies) BIFZERAX & 5 0m 2 IE K877 30 R (Clinical efficacy), MBS & mE]
HYHREM, FROAH—MH, #—PEX—ERERL, IEEREDBARAYE=IBRINE X DARTITR, I
Bt iRgl = RN RE , LEEREIAREA~H#H K (Manufacturing batches) Z BT L (Comparability) 32 44N A RS
—LEFE,
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REXFAI T FrI GMP E3k

ELEA R/ BRA BRE GMP 2%t
TEAR/ BERA B&E GMP %1t
AN/ ERAT BRE GMP BRIt
SEEMAS/ ERA B GMP #ERItT

EHEELT, LEFREE, TEE

GMP S ®ITIB. FIh. MEAFRSEERAINTER.

%ik%ui,\ #H. TEMEEE . GMP (ICHQ7, cGMP, EU/GMP) &it, BiEES
FEEEIT. SR EITEIET GMP (ICHQ7, cGMP, EU/GMP) 2l S35/AFF
R RS GMP (ICHQ7, cGMP, EU/GMP) 418, BiFE GMP R, g%
BERINETMENRESEREFR GMP (BREMR) BE5LHE. GMP UHEPII%“
ERARNEEEBZIFL (SFDA-TC) S4BT, EfrFIZ8IRENS (ISPE) 2/,
XEFSABNE (PDA) &R,

Dr.Frank.Cheng, Shanghai NovoScience Consulting,Executive President

Senior GMP Auditor, Consultant, Executive President of Canada NovoScience
Consulting Co., Ltd.

Professional knowledge, qualification, expertise and skills : GMP (ICHQ7, cGMP,
EU/GMP) audit, including authority, supplier and mock audit, GMP (ICHQ7. cGMP,
EU/GMP) training, including public and in-house training, GMP (ICHQ7, cGMP, EU/
GMP) consulting, including establishing GMP system, CAPA systems and quality
management of outsourced projects, new Chinese GMP(EU version) analysis and
implementation. He is Senior GMP Trainer of SFDA-TC and ISPE/PDA member.

I %fﬁﬁj}—ﬂg !I TH RS ) BRI 1R FHE R AGMP B 555 e, &
i T Y e
X GMPAFFS,
EkﬁGMPmﬁﬁﬁ“ﬂzm BRI R AT = CMP il FERH THEAF HGMP %
EYEBSRR. EEHMLENLRFSPE (HENHLEDL) 28
 REFEUGHGE (PDA) 24, HEFEHQUINTILES Filfs 5 2k
E‘H&“X&R S [HPROTOCOL LINK # 2\ GJGMP Wi/ T, FINHFH
JRRFIN B EE, By & S E 2 i EGMP 5T, ML
B2 EMEXEAFEBLF HEREHFLHJOHNS HOPKINS A
LB ERRATREI I E RGN, R XTI NFERHNY
RRB IR, B ST B TR W BT R T W0 ES
MEXFHEAHBAT BR SHGMPHE S RMAETI BN, FB2 15 E TR AR
~ LHEFHRE AT ST SR & . BRI LCMPATATRE TN, HIHUCMPAXERSHR
Now 4 cioce R GMPE L B S pience ATRARASEIENRS, &) MF T, BRI LALCMP I
Bt i E IS IR RIS, 2 R Bl o 1 A
W5 REHTGMPRE S A BT, B EF M BRFTE 5
HGMPAERTF & (LR T HREE. XTEENMLTEFEN, #iiL
MIFREW LA LEY) Fihip:iwww. shnovoscience.com.cn i
L LA P Fyuduch h com
ﬁ »
BN ERE
BT )] B OMPEER T BHIGMPER
wiEEEZ B/ RR 2 B R ECMPRE S Tt
RS /RS B R EGMPRE & B
AR S/ RR T S R EGMP A Bt
BB &/ R 2 S GMP R i
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Ole Broch Nielsen
BERD (XiE) IRERA
FALENNTE, REE

HHRTHE

BEERE (XiE) TREFRAR

EERBE—REHANADBEFEREIEMNSERSNERRELAT. 25
NFHREFABIR, E2EK 20 2N XA R THBIL 1500 A, 1995 EHANHE, BAE]
BEAFRE, SADMNFLEN N, BEEDIZAREBEENRS, ERERMN
FH300ZBAL, HEARHEK, MHE=VHRFERTEERIIRLAIAR, BB
JNTTHIBERT AR, REEREENEFARNBESFEERBETERAFTEENNE
HOEER. BESEEESE. ITRET. BIEE. RirMkaml. Eis. Sl
BHNEEREAR.

Ole Broch Nielsen, B EHI (Xi#) TIEFRAFRLENAR, BREE

Ole Broch Nielsen £ 2B ERL LEA LA INRKE, hEEHEYTEFBIL
18 EMMBEIE. MB R, METUERIIZE, hEEEIEZELTLY . ¥,
BEMEESEAEERSHMNIE ., 72005 £ f Ole BRI B EH ISPEMARN &
ERETE" AE. XE2—MEFMIEEM Factor VIITTE , Ole +4> IS £ A
BARITREREIRARRF | 877 =l ETE6E

NNE pharmaplan (Tianjin) Co., Ltd.

NNE Pharmaplan is the world's leading engineering and consulting company
focused exclusively on the Pharma and Biotech industry.Headquartered in Copenhagen,
Denmark, NNE Pharmaplan employs over 1,500 people in more than 20 locations around
the world.NNE Pharmaplan entered China in 1995 and is currently presented with the
headquarter in Tianjin and branch offices in Shanghai and Guangzhou. NNE Pharmaplan
is a full-service provider with a workforce of more than 300 employees in China and
the number is continuously growing.With unique knowledge of the entire supply chain
and a proven project execution model, we help our clients plan and execute state-of-
the-art facilities that meet all production and regulatory demands. Our services include
consulting, engineering, construction, validation and complete solutions for automation,
clean rooms and modular facilities.

Ole Broch Nielsen, NNE Pharmaplan (Tianjin) Co., Ltd Shanghai Branch Company,
Managing Director

Mr. Ole Broch Nielsen is the Managing Director of Shanghai Office of NNE
Pharmaplan in China. He has over 18 years experience of program management, start-
up, commissioning & qualification management of Pharmaceutical and Biotech. He has
managed a number of projects for GSK bio, Pfizer, Bavarian Nordic, Novo Nordisk, etc.
around the world.

In 2005, Factor VII project, managed by Ole was awarded as “Facility of the Year”
by ISPE. He has shown his outstanding management skills in a great successful biotech
module construction.

KRB cGMP THAFHREME ., BRI, 12, HiEfT. RIEIHREARZM. o9 —NE 11 PR AZTRHE R
BHIE, RATHERITIZERRNOEANEIES T (REEETR. BYRROBRTER . RERRINEEE ;

ERITARL . ELR A,
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EBEHT LR, KH
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HAATHE
E—#D BE
BED TZBuKBIN T

wEH, LiSEHTWFRE, LFHIZEMEE

1993 £ 7 Bt 4EWE FBEAT IR IEES

1999 £ 9 B#HBEL (FEIR) 2=

2002 £ 12 AEAMRA

2004 £ 7 BIBEIL S HIAZ E(T

2006 & 6 ANAE T4 SFIH

RAEBEATVHARREEFALBIE RFERAZASERANFENERESEA,
EETHUENVERSZER, EETAYIRFSARESTE, TEEHTIVRAERE,
AIBIEANY - EEEATIARRBEARRETT. IHEEHAL - EEEHTIH
RRHEEHRFOERE. KENEAYEAGHIEZHRTUZLFHITAR, HRA
BSRORMERR. EEAR. BE. WE. EEEE. RENGSIFELTADNE
AR BAEAR, LHEFEADHATRERUREA ST~ AT ER K
BARKSE, EERR20ATRANTAF AL, BEERMNEBEAESBFAIE 5 I,
EERIMNATIARRREX 15K, 25RELTE1E. EEXREHRBLAALTH 40 (1%
WO, EFXEELTF 1), RBEPCTETH 6, EXFFELEI R, MEE9 A,
2001 EHBLETRESERERHERS, 2010 FHRE LEMRFFZRTLARS.

Zhang Fuli, Shanghai Institute of Pharmaceutical Industry, Director of Chemical
Pharmaceutical Department

Zhang Fuli, male, bornin 1968, PhD, Researcher, Doctoral Supervisor; currently
Director of Chemical Pharmaceutical Department of Shanghai Institute of Pharmaceutica
Industry, member of Academic Committee and Academic Degree Committee of Shanghai
Institute of Pharmaceutical Industry, member of Shanghai Chemical Pharmaceutica
Committee, life member of Shanghai Society for Biotechnology, editorial board member
of Chinese Journal of Pharmaceuticals magazine, Director of joint laboratory of Zhejiang
Hisun Pharmaceutical Co. Ltd and Shanghai Institute of Pharmaceutical Industry, Director
of Joint Research Center of Jiangsu Kanion Pharmaceutical and Shanghai Institute of
Pharmaceutical Industry. He has been engaged in research on processes for major drug
varieties and innovative chemical drugs and basic research and application research
and development of therapeutic drugs for cardiovascular and cerebrovascular diseases,
senile dementia, asthma, tumour, fungal infections and immunosuppressant for a long
time especially he enjoys technical advantages in asymmetric synthesis of chiral drugs
and commercialization of major varieties. He successively performed research and
development on more than twenty research subjects including five national, provincial
and ministerial key research projects. He has published fifteen papers in domestic
and foreign periodicals and participated in compiling one monograph and has applied
for forty invention patents (with nine granted, of which one is U.S patent) and six PCT
patents. He has cultivated three doctoral students and nine master students. He
was awarded the title of Youth Science and Technology Morning Star by Science and
Technology Commission of Shanghai Municipality in 2001 and the title of Academic
Pacesetter of Shanghai Municipality in 2010

(— FIREFRANNA. = FEAFHNER. = IMEREARRATRR. 0 E2HANEAH)
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EESFEEHIEERARA

EBEFESFREFBRATDVR—RETLIZRIT, REMRIENIEAS. A
ERTERERGZAT, ERNIERRIE FDAS EMEAMEFE AMHEIZE, MEERL
BHBAE, ARMNLESEEBEESA MR (USP 4K, SEHMAK. 45 &%
EfE=S. &) MIZE~RE (RERE. CIP. SIP. BzieRS) Wikt &L
MEIE. ASRNEATRERENEREFHETNRIE. BREANELENXETER
REMRIERNOEELSE.

I LEETESEEERAT, BEE

EWTFEREBTAZUZETIREST Y, SERT UNILEVER, GEAAT, EEMABZ
B LEEREE, KEMNETHHGTLATERT 2ESHANERTE, & 2003
FUNSTEPREERAT, TENIEH AL RELLRE cGMP TERER
BINRS. B0ILRAY. SFDA GMP Bl iR it 1A% r i IRAR,

Winatech Process Engineering (Shanghai) Co., Ltd.

Winatech Process Engineering (Shanghai) Co., Ltd. is a specialized engineering
firm who focus on process design, installation and qualification. It's clients are majorly
multinational pharmaceutical companies, leading local pharms which are targeting
FDA and EMEA approval for export business, and the leading international engineering
consulting firms. The delivery package cover the clean utilities (USP purified water, WF,
Pure steam, Clean Compressed Air, N2) and process equipment ( Mixing, CIP ,SIP,
Automation) . It also now provide the modular system manufacturing and qualification.
It strength lies in that our extensive international references and our team member's
multinational working experience.

William Wang, Winatech Process Engineering (Shanghai) Co.,Ltd, General Manager

Graduated from Chemical Engineering Major of East China University of Science
and Technology, William worked as project manager, business development manager for
Unilever and GEA. He has more than 10 years management experience of the process
installation and qualification in pharm industry. In 2003, he set up Winatech Process
Engineering ( Shanghai) Co,, Ltd., which provides cGMP installation and qualification
service for foreign pharmaceuticals such as Abbott ,Roche, MSD, Novartis, Baxter
,Novozyme and leading local pharms such as Tasly, Yilin, Haisun. He has provided
related training course for Pekin University and SFDA GMP training center.
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BFHEATIRE (Lig) BRRAE

FERALRE (LE) BRASMEAFRERAESATAS, ML T2003F 11 A, @
EATMEATVEFRENENETES, MRERARK, I RitEL #HE
BRAREMIMP LS, MEFERABFRARKE, RAFMEIFMOES, HA. 5
BEALUGHAMBINZ RIS,

FERALRE (L£E) ARAINMEANEGE L SR, KB Xt T EER
SEE . #HERME. RINHAR. EIEE. LRERUFIREEFL, NIE
BEE BT RARLRE BOEFAXIARE SN, METETROLS . BRI,
EXMBRAFRELE—AUEMRKRENE. BEENE. FEEAREILRAT ¥
BEEME, FARRMKE. BEAY N7z 8%, REHEATARSESR
FRAMEGRT EFRRHATE ERMIENY . BRRS.

FH, FERARIE (Lig) ARAR, IRSFEAREE

NEERREFEERFHREMIEM, FTEAFTE (BNEILZAM). B 2004 F
Rk, AEFERALRE (L&) ARASMNEIESNRATENIE, REFER
ARIE (E&) ARASIEMTRAETE.

Bayer Technology and Engineering (Shanghai) Company Limited

Bayer Technology and Engineering (Shanghai) Company Limited (BTES) offers
fully integrated solutions along the life cycle of chemical/pharmaceutical plants - from
development through engineering and construction to process optimization for existing
plants, as well as market evaluation and investment consultation and services in China
and Asia. BTES sees you through the capital investment process, aiming for better
quality as well as increased productivity and profitability. The innovative services cover
from engineering consultation, training simulators to online analysis system (SpectroBAY),
manufacturing execution systems (MES) and supply chain optimization.

Ms. Xiang YU

Ms. Yu received Master Degree from the University of Karlsruhe in Germany major in
Chemical engineering (Master of Science). Since 2004, she has been working in the area
of Process Analyzer Technology at Bayer Technology and Engineering Shanghai Co., Ltd.
Currently she is the head of Process Analyzer Technology at BTES.

HEEMAELDTTTEN pH, MAREXEDMTERE AT RBEEERENNITRARCH  ZEATHAE T ZHhHFEEHE
I ASNERME KR EDIE MM BANE AR AL LR A,
EREPEHENBTHE LU PELZDTRANIVK, I ERELDI T TREMEMNIRABET ZHDTITE.
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NNE pharmaplan (Tianjin) Co., Ltd.

NNE Pharmaplan is the world's leading engineering and consulting company
focused exclusively on the Pharma and Biotech industry.Headquartered in Copenhagen,
Denmark, NNE Pharmaplan employs over 1,500 people in more than 20 locations around
the world.NNE Pharmaplan entered China in 1995 and is currently presented with the
headquarter in Tianjin and branch offices in Shanghai and Guangzhou. NNE Pharmaplan
is a full-service provider with a workforce of more than 300 employees in China and
the number is continuously growing.With unique knowledge of the entire supply chain
and a proven project execution model, we help our clients plan and execute state-of-
the-art facilities that meet all production and regulatory demands. Our services include
consulting, engineering, construction, validation and complete solutions for automation,
clean rooms and modular facilities.

Xie Jingjun, Quality Manager, NNE Pharmaplan (Tianjin) Co., Ltd.

Mr. Xie Jingjun is Quality Manager of NNE Pharmaplan in China. He has more than
10 years of experience within Pharma/Bio production and delivering consultancy services
to the industry. He has taken roles as Quality Project Manager, Quality Engineer and GMP
Consultant.

Jingjun has rich GMP compliance experience from production and warehouse
logistics. His knowledge also covers cGMP requirements for autoclaves, sterilization
validation and supplier auditing. He has been responsible for GMP compliance and
Qualification & Validation execution for a number of projects both in Denmark and China.
In the ISPE-CCPIE China Training 2009, Jinjun had been invited as speaker to give the
training on “GMP Principle in Engineering and Concept Design” .

EHTUYMEHTERGYAEN AR  BANEHEST MR, L, RETHRIEESEAE, 4 FE
WEEER cGMP BERMFEHEMZERZEZM IRETRNLNE, SHAD AVARANEM DIRNTRIFARREER,
ATEEAMEFELS GEP REEENRIERN / 75, MU EHREREXRERR,

WRPBESNAUTIER  RFTIEEENTE . GMP F GEP KR  MIEHTHRERIE . —MEEHIENEHELR
RN/ RGRTE  MEBFFAER . EATRNEFHXKRERE  EXRAFALF . REFWITE  ®IHHZ/ RERITH

% | XHRAE
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h.c. Herbert Huttlin
HEMTE
INNOJET Herbert Hiittlin 28]

h.c. Herbert Hittlin i+ (E&) 2—&EEMWR. FIZGFTLAFHE MUK Hittlin-
Kugelmotor fi&1TE. B RELREM. FAEKITMER, 2 INNOJET Herbert
Hattlin A AMEFEHRTE. fbti2 INNOMTO ASMAREIEAR . ZA30
THEl Huttlin-Kugelmotor EHNFHEGFT, MELKRXRBARELTH . KBHPETRIEE
FRAYH,

HEEFARATARESHRAMRKESZTHRE., TEK, WENTHEETHX
AR EAF AFMEMEEMERT VAL (EFGEAMEYFLTE) BHAED
&1E,

Herbert HUttlin EZ % 100 ZMEFE AN B F10~25 M T EK. FEXR,
Herbert Hittlin £ FrFF & A9 AR E B AT B S AR AR TR B R,

BN, EERMERFEARTTE, Herbert Huttlin 8+ % 7 Huttlin-Kugelmotor #r
BRARATEEY REHAERZEENTUERKRE 50 ZWMEH,

h.c. Herbert Huttlin, Innojet, CEO

Dr. h.c. Herbert Httlin is a German entrepreneur, developer of improvement in the
pharmaceutical sector and designer of Huttlin-Kugelmotor.

He has the qualification as a fluid engineer, pharmaceutical technologist as well as
founder and CEO of INNOJET Herbert Huttlin. Furthermore he is majority shareholder and
SB-President of INNOMTO AG, which develops prototype of Huttlin-Kugelmotor and sells
licenses. He has applied for a large number of patents, of which most are in use, too.

For his lifelong achievement in pharmaceutical technology he was awarded with
high tributes and honor. For several years he worked very closely with Albert-Ludwigs-
University in Freiburg (pharmaceutical technology and bio pharmacy) and other German
and international professorships.

Hattlin has applied for more than 100 patents for such technologies, each in 10 — 25
industrialized countries.

Technologies developed by Dr. h.c. Herbert Hittlin are part of German educational
books on pharmaceutical technology for solid dosage forms for many years.

Next to new technologies for coating and granulation Dr. h.c. Herbert Huttlin
developed the Huttlin-Kugelmotor as a new engine technology, also as Hybrid, and
Range Extender with more than 50 patents in all important industrialized countries.
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Bt o XFRYE (David W. Vincent) i+, BEHITE

XHBEENEDARETVIEBE 25F, $EFY. BFEs. £WHEAMN
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EZR, EKTHEES RERIL. RIITIRE (SRLAERRHR. IRBITHESE.
Rzt L. REARNIE. MEEE AHEEMTZEEESHEIER) $2Risk.
ARIER,. TZ2HARXMITZRIENR R B NFE SR F L L5,

NHEBEREARE 17 FAEEADERIBRRIINRESORS . EXHE, iy
REERIIFFRENEEENNENTRS. MOREENIF/EM~RAH,
VT REBFRIENAR, MRS VI REREITR. 1SOAMERASEZI, i
AN EZEXRLFFRIIRAR (RA-776) Sl MEEST LA AIRE.

VTI Technologies

Validation Technologies strives to maintain and inspire professional excellence by
providing Validation and Commissioning Services to the Pharmaceutical, Biotechnology
and Medical Device Industries.

We offer a full spectrum of services such as computer validation, cleaning validation,
process validation, clean room certification, temperature mapping, process equipment
and facility qualification, and much more. Dedication to quality, personalized support and
the success of your projects are the foundation of our company.

David W. Vincent, PhD, CEO

Mr. Vincent has over twenty-five (25) years experience in the health care industry
specializing in the Pharmaceutical, Medical Device, Biotechnology and Biopharmaceutical
industries. He has degrees in Mechanical Engineering Technology and Industrial
Microbiology. He has over (19) nineteen years dedicated to the field of validation. He
has expertise in many areas of Regulatory Affairs, Quality Assurance, Validation and
Engineering including; Regulatory Submission preparation, Engineering Design Review,
Commissioning, Construction, Quality Systems implementation, Project Management,
Utility and Process Equipment Qualification implementation. He is especially strong in the
areas of Commissioning, Qualification, Process Development and Process Validation as
well as developing and implementing Environmental Monitoring and Cleaning Validation
Programs.

Mr. Vincent has spent the last seventeen (17) years providing engineering validation
and quality consultant services to various companies. During this time, Mr. Vincent has
provided both project management and project execution for numerous clients

national and international. He is responsible for managing and supporting many

different product launches. He is the Quality Assurance Coordinator for VTl and
is responsible for implementing and maintaining VTlI's Internal Quality Programs, 1ISO
certification and corporate training. He teaches at San Diego State University (SDSU) for
their Masters of Regulatory Affairs Degree program in the Field of Validation Technology
RA-776.Mr. Vincent has expertise in many areas of Regulatory Affairs, Quality Assurance,
Validation and Engineering including; Regulatory Submission preparation, Engineering
Design Review, Commissioning, Construction, Quality Systems implementation, Project
Management, Utility and Process Equipment Qualification implementation. He is
especially strong in the areas of Commissioning, Qualification, Process Development and
Process Validation as well as developing and implementing Environmental Monitoring
and Cleaning Validation Programs.
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AZO Ingredients Automation System (Tianjin) Co.,Ltd

AZO is committed to reliable handling of raw materials in full automation process.
We can provide perfect solutions with accurate time and quantity, regardless of bulk
materials, small lot materials and liquid materials. Process flow with competitiveness
in the future, innovative process technology and future-oriented process-IT serve as
the foundation for reaching the highest quality standard in foodstuff, pharmaceutical,
synthetic material and chemical industry.

Our success s firstly attributable to high quality and reliability of our solutions and
our rich experience in automatic handling of materials for more than 60 years. Currently,
we are one of the world leading enterprises in automatic handling of raw materials,
auxiliary materials, condiments, additives, coloring matters, small lot materials and liquid
materials. We adopt future science and technology to help successful enterprises launch
innovative projects worldwide.

Wang Jianyu, General Manager of AZO Ingredients Automation System (Tianjin)
Co.,Ltd

August, 2004 — December, 2006: Regional Sales Manager of AZO GmbH & Co. KG
(Germany)

January, 2007 — Now: General Manager of AZO Ingredients Automation System
(Tianjin) Co.,Ltd
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Tonny Evan Jorgensen, AEZREHIBARAE. BRTELE

Tonny Evan Jorgensen e £ 2 H7 MEEEBNER, thEHF 20 ZELHKAEEL
W IR B f#F742%, Tonny Evan Jorgensen e &£ HEBE T ENRES SNz TEHRTH
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NNE pharmaplan (Tianjin) Co., Ltd.

NNE Pharmaplan is the world's leading engineering and consulting company
focused exclusively on the Pharma and Biotech industry.Headquartered in Copenhagen,
Denmark, NNE Pharmaplan employs over 1,500 people in more than 20 locations around
the world.NNE Pharmaplan entered China in 1995 and is currently presented with the
headquarter in Tianjin and branch offices in Shanghai and Guangzhou. NNE Pharmaplan
is a full-service provider with a workforce of more than 300 employees in China and
the number is continuously growing.With unique knowledge of the entire supply chain
and a proven project execution model, we help our clients plan and execute state-of-
the-art facilities that meet all production and regulatory demands. Our services include
consulting, engineering, construction, validation and complete solutions for automation,
clean rooms and modular facilities.

Tonny Evan Jgrgensen, Senior Project Manager, NNE Pharmaplan, Denmark

Mr. Tonny Evan Jergensen is an expert of project management of pharmaceutical
plant. He has more than 20 years of project execution experience within multidisciplinary
big size projects worldwide.

Tonny's background in construction combined with his knowledge of engineering
execution, ensures a high level of project preparation, process engineering, project
executions, project management and overall deliverables.

Tonny has been the main player for the engineering, construction, commissioning
and qualification for a number of aseptic projects for Novo Nordisk around the world.

ZERAERTHENBELRRITNERAXER , MBRIALENROFE R, FU-NEROTEERTEETEG DT

WERTREIEEXHER; #e

WITMRBAZAS ; BEiixit, BARRRTERNEEHINER  LESTEFNXR £

et AHERE, ITHENAMIARRERS  NEEE.
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Bayer Technology and Engineering (Shanghai) Company Limited

Bayer Technology and Engineering (Shanghai) Company Limited (BTES) offers
fully integrated solutions along the life cycle of chemical/pharmaceutical plants - from
development through engineering and construction to process optimization for existing
plants, as well as market evaluation and investment consultation and services in China
and Asia. BTES sees you through the capital investment process, aiming for better
quality as well as increased productivity and profitability. The innovative services cover
from engineering consultation, training simulators to online analysis system (SpectroBAY),
manufacturing execution systems (MES) and supply chain optimization.

Shi Kai, Bayer Technology and Engineering (Shanghai) Co.,Ltd, Senior HVAC
Engineer

First-grade State Certified Public Equipment Engineer, worked in Shanghai
Pharmaceutical Design Institute.He has more than ten years of experience in designing
clean air-conditioning system for pharmaceutical factory building and has in-depth
research on energy optimization of air-conditioning system.

BEEHThR GMP f§7E 2010 FFIEXIETT, HVAC RGERUTATRAMBZTHRMERNEHRNERL, BN TILRR
FiTie . WEARREENRITSREN T HERSEMN HVAC RGN Fia@ (tbin . WEEs "B” Mk, MEAEFEE
MEZ.)  MAXARPLEXRERIZEENENTFERGEHEN, NEERRRARETE  XALHNEHZERER
EONRGEARNEE  GEERFHNREK s LERFHRERNEA,
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Shanghai Xinxufa Machine S&T Co., Ltd

Since its inception in 1994, the Company has specialized in research, development,
manufacturing and marketing of liquid pharmaceutical preparations cleaning, drying and
filling interlocking production line and dry heat sterilization cabinet with two-leafs door
which have been widely recognized by domestic users and enjoy great popularity among
foreign users. Interlocking lines in various forms are operated by more than sixty users
from South America, Southeast Asia, West Asia, Middle East, Europe, Russia and its
Commonwealth of the Independent States. Xinxufa has become the interlocking bottling
production line provider to be reckoned with for mainstream pharmaceutical factories in
the industry.

With continuous improvement in GMP, conventional interlocking lines which only meet
bottling demand have been much incapable of satisfying user's demand. In response to
this, Xinxufa started developing various functions of bottle washer, tunnel drying oven and
filling machine which more comply with c-GMP and RABS system, isolation hood system
and sterile transfer system in 2008, which makes interlocking bottling production line
into the real standalone sterile bottling system and thus helps isolate potential human-
induced pollution risks from sterile bottling process.

Su Bangting, Deputy General Manager of Shanghai Xinxufa Machine

He has been working in drug quality, production management for 24 years. He
served as Factory Director of Hubei Pharmaceutical Co., Ltd and General Manager
of Shanxi Tongsheng Pharmaceutical Logistics Co., Ltd. He has rich experience in
standardized pharmaceutical production process.
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Christ Water Technology Group

Christ Water Technology Group was established in 1939, is one of the biggest water treatment
company in the worldwide. Christ first used reverse osmosis (RO) in pharmaceutical industry in 1972;
in 1994, Christ researched & developed volume Electro De lonization (EDI) which got patent to apply
in pharma & life science; Until end of 2008, there are more than 1000 Christ purified water generation
units with EDI produce high quality water for pharma & life science companies.

Christ Water Technology Group came into China in 2003, established Christ Pharma & Life
Science (Shanghai) Ltd. Fetch in one-up water treatment technology to China, supply good water
generation, storage, distribution machines to Chinese pharma companies for meet FDA, Europe &
China GMP requirements. Christ Shanghai manufactory locates Qingpu high-tech district. Uses Christ
Swiss design and manufacture process. Experts from Europe supervise in Shanghai. The reference in
China such as Roche, Abbott, GSK, Novartis, Yangtze River, Hisun---

Christ had supplied water treatment machines for more than 540 companies in more than 80
countries & area.

Main production:

Purified water generation unit- OSMOTRON

Water for Injection generation unit- MULTITRON

Purified steam generation unit- VAPOTRON

PW, WFI distribution unit- LOOPO

Zhu Xiongliang

Zhu Xiongliang, native of Ningbo City, Zhejiang Province, started work in design automation
and debugging of pure water system, served in many domestic pharmaceutical factories such as
Shanghai Raas, Shanghai Abbott, Chengdu Rongsheng, and famous foreign pharmaceutical factories
such as South Korea Hanmi, Brazilian Europharma., worked in automatic design and debugging of
water distiller and pure steam generator. Currently, he serves as Automation and After-sale Service
Manager of Christ (Shanghai).
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Johan de Hoon, IMA Edwards, =&

Johan de Hoon 7£ IMA Edwards (A S Z84) A5 TR 22 F . AR H0 . 1245 (H
B &M Calumatic) SR IEBEREZ LS., KA 1994 &£, Z/AFH#H BOC A I WM.
2008 £ 1 A, BOC 23D AT MREETRELTIH IMARSATEE. Johan de
Hoon ZEHER W A EHIBES ZFERS ., AHIRWAEFIGHNIETEREFXEESR
B HEEHEANELE mHEHZE HEXHNMEEELENRIGEE NAMR.
ERE10ERR MiBERMNTHEZNFEIZELT BITFHENMBERGEN ™ REIE,
Johan de Hoon BV TR T W +ZA141,

IMA Group

IMA LIFE, in the field of liquid powder and aseptic and non-aseptic processing, can
today offer a wide range of machinery, particularly designed to meet the most stringent
pharmaceutical requirements, from very advanced machinery and applications through
to traditional filling and closing machines. Combining the role of machinery supplier with
the added ability of being a solution provider for its customers, IMA LIFE can satisfy new
requirements of aseptic and pharmaceutical markets, offering a product which represents
not only consolidated technology, gained during many years of experience, but which
also derives from a continuous partnership with pharmaceutical multinationals worldwide.
Almost 150 machines a year are produced in the filling field, most of which are integrated
in complete processing lines, due to an intimate knowledge of machine integration and
line functioning logic, which is guaranteed by dedicated facilities and staff for equipment
assembly integration.

Johan de Hoon, IMA Edwards, Product Manager

Johan de Hoon is working for nearly 22 years at IMA Edwards.

In the early days the company ( named Calumatic ) was involved in Aseptic Filling
Equipment. Around 1994 the company was acquired by BOC . The Lyophilisation
Systems branch of BOC was taken over by IMA in Jan. 2008

During his career he has been active in a variety of jobs. Starting as an Area Sales
manager for filling equipment followed by Project Manager — Marketing Manager and
lately as Manager Sales Support and Project management plus member of the Site
Management team.

Last 10 years he is the Product Manager for Loading System which are designed
and produced in the IMA Edwards factory in Holland.

Johan holds a bachelor degree in Mechanical Engineering.

BEEREE GMP BERMIES, DUNSHFAEERESRENTRARSLI, IMA Edwards EH R AFLHH 1R
EMET R, BARITLTREAFHTHER, E2BAFEE/ HERFHITL L, IMA Edwards &2 BB sk
EREER, HF-ELTHLAGSHA, ZEIRRIEE, BRNBAHER/ BREARHETNA . BaEE/ SRR
D% BEERE BIRRGNRERF  MELRRA  SEEVMNALEVNES . SATINES  FERFPFX . 5
BENTTE  BRRE  BERE . ROHE.
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Shanghai Tofflon Science and Technology Co.,Ltd.

Tofflon established in 1993, is the world's largest pharmaceutical freeze dryer
manufacturer. The freeze dryers are manufactured according to cGMP guidelines and
FDA recommendations, under an ISO9001 Quality Assurance System. Up to 2009, Tofflon
has supplied more than 1500 freeze dryers to pharmaceutical and biotech industry
worldwide, including North America, Europe,South Asia,Northeast Asia, Southeast Asia,
Latin America and Africa, and widely applied in the fields of bio-products(vaccine,blood
plasma), herbs, antibiotics, healthcare foods and animal drugs,etc.

To strengthen our core competence, Tofflon is making important investments in
advanced innovation, facility expansion and organization restructuring. To ensure our
local presence, Tofflon has established joint ventures and partnership with the top quality
companies from USA, Europe and Japan, and has set up local offices and agencies all
around the world. All contributes to offer our customers not only top quality freeze dryers
but also complete global lyophilization solutions.

Zheng Xiaodong, Chairman and General Manager of Shanghai Tofflon Science and
Technology Co.,Ltd.

In recent years, dozens of papers on Lyophilization technology have been published
by Mr. Zheng as the domestic well-known pharmaceutical lyophilization expert, the
visiting professor of State Food and Drugs Administration Training Center and the expert
committee member of China Association for Pharmaceutical Equipment, as well.

In addition, Mr. Zheng was awarded the finical support from National Natural Science
Foundation of China and Shanghai Municipal Education Commission for his issue on
"Primary Research of Freeze Drying Reservation Experiment for Human Cord Blood
Nucleated Cells' and “Lyophilization Research of Organic Solvent'.
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HiE#RSH (JGC), M JGC Corporation
2IF JGC Corporation was founded in 1928 as Japan's first engineering contractor. Over
its 80 years of operation as a "technological innovator without borders", JGC has the
accumulated experience gained from over 20,000 projects performed in approximately
70 countries There are 9200 employees in JGC group around the world.

The wide range of projects performed by JGC for its valued clients cover the fields
of hydrocarbons, including oil and gas development, petroleum refining, LNG, gas
processing, and petrochemicals, as well as involvement in environmental protection,
nuclear power, nonferrous metals, chemicals, pharmaceuticals and medical centers.

Kentaro NAKAMURA, JGC Corporation, Mechanical engineer

Mr. Nakamura has over 12 years' experience in engineering for the pharmaceutical
industry as a mechanical engineer, particularly for sterile manufacturing facilities. He
has participated in more than 15 pharmaceutical facility construction projects.Major
experience include: Design of automatic aseptic filling line system with conventional
laminar flow booth for vial; automatic filling line system for terminal sterilized vial products;
multiproduct aseptic filling lines with lyophilizers for vials and ampoules, aseptic filling
line with isolators for high potency syringe products; automatic aseptic filling line system
with open and closed RABS for vials; and automatic autoclave loading/unloading system
for syringe before filling, as well as commissioning and qualification works for such
facilities including decontamination cycle development work for isolators.He delivered
a presentation on “Efficient Multi-Product Manufacturing Systems” in Barrier Isolation
Technology Forum at the ISPE Berlin conference in 2004. He has a Master's degree in
mechanical engineering from Kyoto University.
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Mettler Toledo

METTLER TOLEDO Process Analytics is a leading supplier to end users and system
integrators for liquid analytical measurement solutions to control production processes.

In biotechnology application, Mettle Toledo specialized on the parameters pH, DO,
conductivity, turbidity and CO,, which is well known for high performance and long life
time globally. To offer better service to China customers, Mettler Toledo owns more than
30 offices in China.

Yao Jun, Mettler Toledo Process Analytics, Senior Technical Engineer

July 1992,Graduated from Automation department Hebei Polytechnic University

Aug.1993-Feb 2005, Project Engineer, Zhangjiakou Gist-brocades Pharmaceutical
Co., Ltd.

Mar. 2005-present Senior Technical Engineer, Mettler Toledo Process Analytics

Mr. Yao Jun have more than 10 years experience in biopharm workshop as
instrument engineer and process engineer, in charge of online analyzers installation,
maintenance and automation system. He ever designed independently automation
system of fermentation workshop, which have worked more than 10 years.

As a technical engineer in Mettler Toledo, Yao Jun was rewarded to be excellent
service engineer in China and Asia pacific.
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1@ Thermo Fisher Scientific

Thermo Fisher Scientific Inc. (NYSE: TMO) is the world leader in serving science.
Our mission is to enable our customers to make the world healthier, cleaner and safer.
With revenues of more than $10 billion, we have approximately 35,000 employees and
serve customers within pharmaceutical and biotech companies, hospitals and clinical
diagnostic labs, universities, research institutions and government agencies, as well as in
environmental and process control industries. We create value for our key stakeholders
through two premier brands, Thermo Scientific and Fisher Scientific, which offer a unique
combination of continuous technology development and the most convenient purchasing
options. Our products and services help accelerate the pace of scientific discovery, and
solve analytical challenges ranging from complex research to routine testing to field
applications.

Xiaoxiao Chen ,Thermo Fisher Scientific Inc., senior product specialist

Xiaoxiao Chen, PhD, female. Graduated from Department of Pharmacology, West
China Medical University in 1996. Became lecture in Department of Clinical Diagnostics,
Chongaing University of Medical Sciences in 1996. During 1998-2003, she has been
doing researches in Department of Clinical Diagnostics, Chongging University of Medical
Sciences and Academy of Military Medical Sciences (Major in Pharmacology and Clinical
Diagnostics). She received her PhD degree in 2003. She then worked as a postdoc
researcher for four years (2004-2007) in Department of Microbiology, University College
Dublin, Ireland. Dr. Chen began her career as senior product specialist in LCD China,
Thermo Fisher Scientific from 2008.
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Pan Li, OEM Sales Manager of Rockwell Automation (China) Co., Ltd

1996-1998 Electric Engineer of Shanghai Baosteel Group

1998-2008 Sales Engineer, Regional Sales Manager, Product Manager of Omron
(China) Co., Ltd

2008-OEM Sales Manager of Rockwell Automation (China) Co., Ltd

Always focusing on industrial automation products, such as applications of PLC,
motion control, HMI, frequency converter in OEM industries.

Bachelor of Industrial Electric Automation, Master of Project Management
Engineering, Project Management Professional (PMP) of U.S Project Management
Institute.
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Bayer Technology and Engineering (Shanghai) Company Limited

Bayer Technology and Engineering (Shanghai) Company Limited (BTES) offers
fully integrated solutions along the life cycle of chemical/pharmaceutical plants - from
development through engineering and construction to process optimization for existing
plants, as well as market evaluation and investment consultation and services in China
and Asia. BTES sees you through the capital investment process, aiming for better
quality as well as increased productivity and profitability. The innovative services cover
from engineering consultation, training simulators to online analysis system (SpectroBAY),
manufacturing execution systems (MES) and supply chain optimization.

Dr.Udo Ammerahl,Bayer Technology and Engineering (Shanghai) Co.,Ltd.

Dr. Udo Ammerahl received his PhD in Physics and Material Science from University
of Cologne, Germany, and University Paris XI, France, and joined the Bayer Group in
2000. Since then he worked in different technical and managerial positions with focus
on Process Analyzer Technology in chemical production and Manufacturing Execution
Systems for pharmaceutical industry. Since September 2008 he is head of the Advanced
Manufacturing Solutions Department within BTES covering the area of process
automation.

BXFOMESIUY, CHEEE, £70E, REEE, WEHER, XEEHIMRMETE

FEAMNMAESEXSTE, MNIRIESRMRETNZEM, BRIEEFHEENM. #EH MES e, REXKRM
R AF L= PR MES LR E U T A REI DT RTITIE,

162



it
EBENFILEDUERS
A, RERTLEATL (H2,
HERTRE). TERY,
gl

170

AF (FE) ARAA
ERFE-RAEKRRNEITH
ZRUSER: T, R, ESY
MEs: £/, I8, R RKEFR, X8

Witk t, EEATFIULBHUERAT . RIETLEARFL (HZ5, SIEHRITRSE).
mMERMK, HIIEE

TETHATHANEF R, HHRITENRIERSAAE NI B RITE5LE.
H 2003 FABRRRITUWEARFOMEK, BFENZ LML & EHMHLEER. HEiLk
R, REFA T YT LMR, HFETREEENA X, EHHER 5T ENRTE
R EREATER A RETUN—ESNEERARAMEROLSE, NHERTE
% (MES), K2 5wmETFRAT (WFHEAT) EFEN—RIHFXE (+11D)
MEBEFMARSR, AMNEENZA (FHL) EUTHRENREAAMNER, SIEEHR
SHBER/BENRRGENE, 2EEEFRRGRIENTAFRIBRERERIE &K
ERFF . WIELE. SIS RE. NRIEEANTIA 2878 GAMP 4.0/GAMP5.0 85+
M4 ABRER A0 R EIE ST HETIEA.

Siemens Limited China
Third largest and fastest growing electrical and electronics market worldwide
Three Groups: Industry, Energy, Healthcare
Value chain: manufacturing, engineering, R&D, software development, procurement

Lin Hong, Center of Competence Branch (CoC Pharma,F&B and MES) from Siemens
Industrial Automation Ltd.Shanghai(SIAS) , Project Director/Section manager

Is dedicated her life in Pharmaceutical marketing analysis&Penetration planning, and
project execution, special in computer system validation and compliance in this field.
She established the CoC Pharma team in 2003 in SIAS, and she insist on developing,
accumulated Knowledge in professionalize methodology from pharma industry branch
and roll out in cross industry such as in Food &Beverage and some High risk, high
technology, high compliance business such as Manufacturing Execution System (MES)
by a risk based approach She is a Member of International Science Pharmaceuical
Engineering (ISPE) and the China Affiliate Steering Committee She was invited to
participate and gave the speaking/training in Seminar which organized by some
Industry committee and SFDA/CCPIE.She is one of the speakers of GAMP5 in the ISPE
Conference in 2008.She delegated by ISPE as the project manager and final viewer of A
Risk-Based Approach to Compliant GxP Computerized Systems (acronym: GAMP5) in
2009. She ever work in a series Roche vitamin (current DSM),Xian Janssen and Novartis
HUA project,etc as an automation & electrical investment consultant during the Feasibility
study & Environmental study phases, after that She also work as SQA & Validation
Support and Validation manager & audit covers all stages of the implementation of
CSV Pharmaceutical project , the life cycle module is in accordance with the guidelines
specified of GAMP4.0 or GAMP 5 and the guidelines specified by pharmaceutical
production plant.
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Li Shuang,Pharm-Tech Co.,Ltd

October, 2008 —,Deputy General Manager of Tianjin Softlian Technology Co., Ltd.

Undertook several key technology supporting and innovative projects in Tianjin
Municipality.

January, 2007 — October, 2008,Deputy General Manager of Tianjin .Yamma
Technologies Co., Ltd

Responsible for product line management and market operation, completed the task
for organizing efforts in designing, expanding and developing information-based projects
for such enterprises and departments as Tianjin Guangdian, Tianjin Xinhua Group, the
Government of Xiging District, Tianjin Municipality, Tianjin State Bureau of Secrecy, Tianjin
Municipal Quality and Technical Supervision Bureau, Tianjin Municipal Informatization
Office, Tianjin Unicom, Tianjin Mobile etc; the information-based society expert from
Tianjin Economic and Informatization Technology Commission

January, 2006 — December, 2006:Chief Operating Officer (Vice-president for
Operations) ,Dascom Technology (Beijing) Ltd.

Responsible for overall market operation for company business and management of
branches, led fifteen offices nationwide to smoothly complete company's tasks and turn
from deficits to profit.





