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%1 BEZDTHEMDCKEL(IREIBIFERL VS D ARENE

Fl-gpEY MDCK - DEEE . KEIRP HEEE
H1N1pdm 25/33 76% 13/33 39%
HIN2 16/16 100% 0/16 0%
BEY 16/16 100% . 4/16 25%
F2 MREERTHRUCBSOZEEEOZE L
FEHE (ug/mL) BH=R
El-gpEY ID CK3 CK3 (%)
H1N1pdm H1TK1 85 117 138
HITK14 103 178 173
H3N2 H3TK4 213 217 102
H3TK11 249 279 112
BEY - BTK178 305 188 62
BTK180 295 109 37
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[MCB]
-Sterility Testing by Direct Inoculation
Method

Test for the presence of

Agar—cultivable and Non

Agar-cultivable Mycoplasma

» Test for Mycobacterium spp Culture

Medium Method

- Identification & Characterisation of

98

Cultured Cells by Analysis of 4

Isoenzymes
- DNA fingerprinting of cell lines

» Karyology of non—human mammalian cell

lines (50 metaphases)

* Identification & Characterisation of
Cultured Cells by Analysis of 4

Isoenzymes

* Qualification of the Test Article for

the Detection = of Agar-Cultivable

Mycoplasma in accordance with
USP/EP/PTC Requirements (Without Avian

Controls)

- Quantitative Transmission Electron

Microscopy of Sections for the
Detection of Viruses, Fungi, Yeasts,
Bacteria and Mycoplasmas (200 cell

profiles)

+ Real time Polymerase Chain Reaction
Assay for the Detection of Bovine
Biological

polyomavirus (BPyV) in

Samples

* Real time Polymerase Chain Reaction
Detection of Swine

(SVDV)

Assay for the

Vesicular Disease Virus in

Biological Samples



* Real time Polymerase Chain Reaction
Assay for the Detection of Canine
Papillomaviruses {COPV, CPV2 and CPV3)
(FPY)

and Feline Papillomavirus in

Biological Samples

- Real time Polymerase Chain Reaction
Assay for the Detection of Hepatitis
type E virus genotypes 3 and 4 in

Biological Samples

(WCB]

«Sterility Testing by Direct Inoculation
Method

for the of

Test presence

Agar—cultivable and Non

Agar-cultivable Mycoplasma

+ Test for Mycobacterium spp Culture

Medium Method

« In vitro Assay for the Presence of

Adventitious Viral Contaminants

* Identification & Characterisation of
Cultured Cells by Analysis of 4

Isoenzymes

+ DNA fingerprinting of cell lines

» Karyology of non-human mammalian cell

lines (50 metaphases)

(EopPC]
«Sterility Testing by Direct Inoculation
Method
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» In vitro Assay for the Presence of

Adventitious Viral Contaminants
Transmission Electron Microscopic

Examination of Cell Cultures (200 Cell

profiles)

*Detection and Quantification of Reverse
Transcriptase activity by QFPERT Assay
- In vitro Assay, Detection of porcine
Viral Contaminants using PPK indicator
Cells According to 9CFR

*  Real PCR of

Time Detection

Bovine/Porcine Circovirus (PCV)

+ Real time Polymerase Chain Reaction
Assay for the Detection of Human viruses
(FDA PTC and CPMP), Hepatitis A and B19

in biological samples

- DNA fingerprinting of cell lines

- Qualification of the Test Article for

the Detection of Agar—Cultivable

in accordance with
USP/EP/PTC Requirements (Without Avian

Controls)

Mycoplasma

+ Test for Mycobacterium spp Culture

Medium Method

« In vitro assay for the detection of

canine viruses

« Test for the Presence of inapparent

Viruses Including Guinea Pigs (CBER



Guidance 2006)

- Retrovirus 293 Co—cultivation assay (5

Passages, FPERT End-point)

- Karyology of non—human mammalian cell

lines (50 metaphases)

- Detection of Viral Contaminants in
Bovine Serum According to CPMP & US 9CFR
Also EP

Requirements, meets

requirements as per the Tech Spec
* MAP Test with LCMV Challenge
« Oncogenicity in newborn nude mice
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[MCB]
-Sterility Testing by Direct Inoculation
Method
THIO mediumis & OMSB mediumiZd5u T
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for  the of

Test presence

Agar-cultivable and Non
Agar-cultivable Mycoplasma
Agar Isolation assay & Indicator Cell
assay # H W T < A4 2 7 5 X =
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BLIEEZA BETHH- T,

Non

+ Test for Mycobacterium spp Culture
Medium Method
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+ Identification & Characterisation of
Cultured Cells by Analysis of 4
Isoenzymes
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