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Biosafety test for biopharmaceuticals (protein drug/vaccine)

E e8P Testing item Tg pig CHO cell Vero Cell Per.C6 cell MDCK E. Coli Yeast
ATIT  Sterility assay (Direct inoculation ® ® ® ® ®
membrane filtration)

ATIT Bioburden test ® ® ® { ®

ATIT Bacteriostasis/fungistasis test ® ® ® ® ®

ATIT Mycoplasma detection (culture/staining/PCR) ® ® ® ® ®

ATIT Mycoplasmastasis study { J { { ® ®

ATIT | Pyrogen  J ® [ ® ) ®
ATIT Isoenzyme analysis { { { { J
ATIT DNA fingerprinting ® ® ®

ATIT  Retrovirus--PERT assay (Mn) °® ¢ ® [

ATIT  Retrovirus--PERT assay(Mg) ° ® ® ®

ATIT  PG-4 S+L- focus assay (xenotropic retrovirus) e L L L

ATIT | XC plaque assay(ecotropic retrovirus) ® ® ® ®
ATIT Transmission Electron Microscopy ® ® ® ®

ATIT | Invitro cell culture (MRC-5 /Vero/3T3) ® ® ® ®

DCB In vivo assay (mice / chicken eggs) ® ® ® ®

DCB  Antibody production assay (HAP/RAP/MAP) L L ®

DCB Bovine virus detection to 9CFR { { {
ATIT Porcine virus detection to 9CFR ® ® ® ® ®

ATIT | Virus clearance validation study { J { { { J { ® ®
ATIT Nucleic acid clearance validation L J ® ® L J ® ®
ATIT HCP clearance study ® ® ® ® ® ®
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O Certificate Mo.. GLPO05-100312

MEZEAZBREBESE

Taiwan Accreditation Foundation

Compliance Registered GLP Facility
This is to certify that
Animal Technology Institute, Taiwan

Biosafety Test laboratory
No. 52, Kedung 2 Rd., Ding-Pu Lii, Cjunan, Miaoli, Taiwan, R.0.C.

Complies with No.1:1997 OECD Principles on

Good Laboratory Practice
Registered Facility Number : GLP 005
Initial Date of Registration : March 12™ 2010
Valid Date of Registration : March 12%, 2010 to March ll‘h, 2011

Scope of Compliance Registration and Types of Studies Inspected Described
in the Appendix.

d'ﬁm dﬁh

Jay-San Chen
President, Taiwan Accreditation Foundation
Date : March 12%, 2010

Taiwan Accreditation Foundation (TAF) is the compliance monitoring authority on the “OECD

Good Laboratory Practice (GLP) National Compliance Mohitoring System” established under

the request of the Bureau of Standards, Metrology, and Inspection, Ministry of Econamic

Affairs, Taiwan,

P1, total 2 pages
The Appendix forms an integral part of this Certificate, which shall be invalid when use without the Appendix
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FOOD AND DRUG ADMINISTRATION,
DEPARTMENT OF HEALTH,
EXECUTIVE YUAN, TAIWAN, R.O.C.

TR A A E A

GOOD LABORATORY PRACTICE
DOH-PA-GLP0002 STATEMENT OF COMPLIANCE
BEEAGROHARALA —LHELARTRE
AR RER  SEPT " BRIk AR R RRER
4 (GLP),  #i& A% "GLP AEANEM > HHER
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[ssue Date: Seplamber 4, 2009

The facility as described below has been inspected by the Food and Drug
Administration, Department of Health, The Exccutive Yuan of the Republic of
China and found 1o be in complianee with the Prineiple of Good Laboratory
Practice (GLP) requirements.

RER -

e LB

Fachlity : Biosalety Laboratory . Animal Technology Institute, Taiwan

Address @ No.52, Kedong 2nd Rd., Zhunan Township, Misoli County 350,
Taiwan, R.O.C.

Scape ! Biosafety testing

Signed by

A

&
Jaw=Jou Kang, Ph.I),
Director Cleneral,
Food and Drug Administration,

Department of Health,
Exccutive Yuan, Taiwan, B,0,C,
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Glucose-6-phosphate dehydrogenase (G6PD) Mannose phosphate isomerase (MPI)
2 3 4 1 2 3 4
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Malate dehydrogenase (MD) Lactate dehydrogenase (LD)
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Pseudorabies virus
Porcine parvovirus
MuLV

BVDV

Reovirus

TGEV

EMCV

Vaccinia virus
Adenovirus
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