I\AAOSORTA—S A 8 11 [@DFfiES

FMFRRFN DT AIINALZEEETAIVAD VTS 2 AR

FUNERRRRL DOF RS
Ful #a—

EMFHARAT I AN ADEA%E
FICRIER T 312H

FREE 3

N o

~
HRAEFISHL, BIOMRNE S UME - AR
HOTIRIBEEEFTICLLRDNE,

2
[= N bl 1Y wile
NLAERRICHITZ71NADEADESH
REAZANR | @iaks | et ]
EHDV CHO 1988 Bioferon GmbH
CHO 1993, 1994 Genentech
MVM CHO 2006 Amgan
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MVM: Minute virus of mice
PCV: Porcine circovirus
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CPMP Note for Guidance on Virus Validation Studies: The design,
contribution and interpretation of studies validating the inactivation and
removal of viruses CPMP/BWP/268/95, 1996.
CHMP/BWP Guideline on virus safety evaluation of bictechnological
investigational medicinal preducts CHMP/BWP/398498/2005
CPMP Guideline on plasma-derived medicinal products
CPMP/BWP/706271/2010 .
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EMEA/CHMP/BWP/398498, 2009: Guideline on virus safety evaluation of
biotechnological investigational medicinal products
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FDA (CBER), 1993 Points ta Cansider in the Characterization of Cell Lines
Used to Produce Biclogicals

FDA (CBER), 1997 Points to consider in the manufacturing and testing of
monoclonal antibody products for human use
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FDA [CBER), 1993: Points to consider in the characterization of cell lines used to
produce biological

EMEA/CPMP/BWP/268,/95, 199G: Note for guidance on virus validation studies:
The design, contribution and interpretation of studies validating the inactivation
and remaoval of viruses

WHO Technical Report Series : Il Z{F Mo, 927, 2005 ; Recommendation for the
production and control of influenza vaccine (inactivated)

FDA Guidance for Industry 2010 : Characterization and Qualification of Cell
Substrates and Other Biological Materials Used in the Praduction of Viral Vaccines
for Infectious Disease Indications

Dratt: EMA/CHMP/BWP/214397/2011 Guideline on the use of porcine trypsin
used in the manufacture of human biological medicinal products
EMASCHMP/BWP/457920/2012 revl : Guideline on the use of bovine serum in
the manufacture of human bivlogical medical product
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2. FDA 2001: Guidance for Industry. Monoclonal Antibodies Used as
Reagents in Drug Manufacturing

3. EMEA, CPMP/BWP/3354/99; July 2002 : Note for Guidance on Production
and Quality Control of Animal Immunoglobulins and Immunesera for
Human Use

4, 150 22442-3:2007 (E): Medical devices utilizing animal tissues and their
derivatives —Part 3: Validation of the elimination and/or inactivation of
viruses and transmissible spongiform encephalopathy (TSE) agents

5. PDA Technical Report Mo, 14 2008: Validation of Column-Based
Chromatography Processes for the Purification of Proteins

6. PDA Technical Report Mo. 41 2008 : Virus filtration

7. PDA Technical Report No. 47 2010: Preparation of Virus Spikes Used for
Virus Clearance Studies
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egg-derived vaccines: avian leukosis virus, mycoplasma,
avian adenovirus

cell-derived vaccines: poliovirus, human immunodeficiency

virus, human adenovirus, parainfluenza virus, minute virus of
mice

WHO Technical Report Seriea, No. 827, 2005
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