ST, MCBAH T HEMFEIZA X & 1R
T&7-,

« DNA fingerprinting of cell lines

il PR SR AL P L 7 HEAADNA 2 B SUUKED L
TANE =B LT a—T &N A7
Y AE—ar i, £D%N RR&
— VR LA, MCBITIEREL 2D
MDCK & Rk D28 F — 2o LT,

« Karyology of non—human mammalian cell
lines (50 metaphases)
BRSE{Tol2 e 2A ZTRETICH
HEERTVABMCKD/RF — 2 b —F LT,
mwﬁmﬁ%ﬁkbfwéﬁ%%4iu
SHDOFEOMIAIRA L TV DT RIE
siviamoT,

m h

+ Identification & Characterisation of
Cultured Cells by Analysis of 4
Isoenzymes
Authentikit & V> Cisoenzyme @ E X
UKENZ 31T DB DM 21T > 1o, WEEF
EEIZ % Tsoenzyme A BRII1T > TH Y | MCB
A XHEROMBAN S 2D Z LSRR S
AT 3 Z DIFDRER
L& LT OEEDCKHAE AN Z S Tu
ol AEZNEMZ CTHRBRE
1To7, 42Disoenzyme® 9 H3DIZ D
TlEA XHEEMBD /N — %R L, NP
W TR HEMDCK A AR & 17 % DR B
LTz, 5T, MCBIEA X fskDffila
ThHH FEEMDCKHIA L RIFETHDHZ i
R TE T,

iy bo—

* Qualification of the Test Article for

the Detection of Agar—-Cultivable

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

e s =B 2
O BETE 2 I T DIEED B D 1T DT
RBREAT o712 & A HEREIHNEME LR PE
Thol,

T. A a7 5 X<

* Quantitative Transmission Electron

Microscopy of Sections for the

Fungi, Yeasts,

(200 cell

Detection of Viruses,
Bacteria and Mycoplasmas
profiles)

F IR T F BRI L > T200/BRE 53
AT AT o Tn, FOFRER, VA VA, U A
wx%ﬁ% v A AT T A EOME ., B
BEOEFEBEOWTI RO NN
7o

- Real time Polymerase Chain Reaction

Assay for the Detection of Bovine
polyomavirus (BPyV) in  Biological
Samples

MCB7>HDNAZ it L. BPYVIZX 5 E &
PCREAT - Tz, ZTDORHR, 40¥ 1 7L Th
ST TR H BB DY MCBIEBPyVERTE
(hR HREE

27,

100 copies/reaction) T

- Real time Polymerase Chain Reaction

Assay for the Detection of Swine

Vesicular Disease Virus (SVDV) in
Biological Samples

MCB2 HRNAZHhM L, SVDVICKH§ 2 7
RT-PCRZAT > 7z, £ DHRER, 404 7 LT
LT F TS BB, MCBIESVDVER
P (kR

BT,

100 copies/reaction) T



- Real time Polymerase Chain Reaction
Assay for the Detection of Canine
Papillomaviruses (COPV, CPV2 and CPV3)
and Feline Papillomavirus (FPV) in
Biological Samples

MCB7> & DNAZ it L, COPV, CPV2, CPV3,
FPVIZXf3 2 EBPCREAT > 72, F DFER,
40 A 7 NTH Y T FIIEISL S B 6T,
MCBIZCOPV, CPV2, CPV3, FPVDETIZT-DUD
TRarE (RHHEE 1ECOPY, CPV2, CPV3, FPY
DWTH 100 copies/reaction) T o
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* Real time Polymerase Chain Reaction
Assay for the Detection of Hepatitis
type E virus genotypes 3 and 4 in
Biological Samples

MCB7>HRNAZ ffiH L | Hepatitis type E
virus (genotypes 3 and )T T ATEE
RT-PCRZAT > 7, EDFER, 40 A 7 LT
by TS EA BT MBI
Hepatitis type E virus (genotypes 3 and
) et (B HEE 500 copies/reaction)
ThoT,

(weBl
-Sterility Testing by Direct Inoculation
Method
MCB & [Fl 4%, THIO medium3s & UNTSB
medium{Z 35V THIE - BB DO #2580 72
Motz
for  the of

Test presence

Agar-cultivable and Non
Agar—cultivable Mycoplasma

Agar Isolation assay & Indicator
Cell assayZ VT~ A 277 X~

( Agar—cultivable & Non
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Agar—cultivableD % A 7°) OFEETE
RLEEZ A, MCBE RIKREMETH - T,

» Test for Mycobacterium spp Culture

Medium Method
MCB & [AIER, MZEITRMETH -7,

* In vitro Assay for the Presence of

Adventitious Viral Contaminants ‘
WCBH> H a8l L /=cell lysate® 3fEED
indicator cell line (MRC-5, Vero, MDCK)
DEERRITMZ, 28H R 21T o728,
AEROZEMESN TR, AR ML BRERER T 1 . 7R BRI
AEWEIIRE SR o Tz,

- Identification & Characterisation of

Cultured Cells by Analysis of 4
Isoenzymes

Authentikit & Fi V) Tisoenzyme D E A,
KENCB T DBEELMITLIZL 25, 4
DM 1isoenzyme® ) BIDIIDNTIEA X
HISRABRALD 7 7 — o 2 7R L 728 NPT D0
TIEZDHHFNPOHND EV S FEREE
“e 2T vl A RIZEBNTA XK & H
ETORELRELLLIA, 220D X
A SR AR 00 B R IR BV S B 0 LA E D B
STV, 2 2 THARICBW TR
& 72 HMDCKDOTEENE L WCBDO BB L 2 Lhi
L& ZA MERREOBEE LR LT,
> T, WCBIIMDCK & [A%Th 5 & R T

&7,

- DNA fingerprinting of cell lines

MCB & [FlEk, WCBH,#E¥E & 72 HMDCK & [FlER
D/INE— R LT,

+ Karyology of non—human mammalian cell

lines (50 metaphases)



BRI G 21T 7= & T A, MCBE [FIER,
IHE TIZHE XL TV HMDCKD /R & —
vE—F LT MR NRA L TV D
A oA X LIS OFEDHIBAANEA L T
HETRIERED ol

[EOPC]
*Sterility Testing by Direct Inoculation
Method
THIO mediumd3 X TUMTSB mediumlZ YT
M - EEOHEEZ RO R T,

+ In vitro Assay for the Presence of
Adventitious Viral Contaminants
EOPCH» & F8Y L 7z cell lysate# 3%EH
@ indicator cell line (MRC-5, Vero,
MDCK) DEERIZIN A, 28 AFEEZTT -
7B, MRS, FRmEREEEENE, 7R
i BRPE TR IR S e d o T,
+ Transmission Electron Microscopic
Examination of Cell Cultures (200 Cell
profiles)
BFHEMBICHELZLEZA, VAL
A, TANVRKRRLF, =M 27T A< H
W, BERE, MBI S o,

*Detection and Quantification of Reverse
Transcriptase activity by QFPERT Assay
EOPCHISR DMK b 1%, W ERERTE
PRI SR o T,
« In vitro Assay, Detection of porcine
Viral Contaminants using PPK indicator
Cells According to 9CFR
EOPCHI R DA% PPK indicator cell
DERFZICMA DR Eb2IARMBEEL
T=RIZ, CPEDHE, HAKREREORT
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FTROFE, RMEKPAEEEDFE,
Porcine parvovirusHiifiZxtd4 2 itk
DEBEERLI-EZA 2 TRERETH-
7o
Real Time PCR  Detection of
Bovine/Porcine Circovirus (PCV)
U T v A LPCRIE (B HI RS EE 20
copies/reaction) CPCVH MEHEEE D %

T2 ZAH BETHH T,

+ Real time Polymerase Chain Reaction

Assay for the Detection of Human viruses
(FDA PTC and CPMP), Hepatitis A and B19
in biological samples

U7 WA A LPCRIEIZ K - T, HAV, HBY,
HCV, HIV-1(provirus), HIV-2(provirus),
HTLV-1/1I(provirus), EBV, CMV, HHV-6,
HHV-7, HHV-8, HHV-9, SV40, Parvovirus
BIGICHIRT DM DR EA M ~T=, ZD
fif R & TR EHRALT) Th -7,

« DNA fingerprinting of cell lines

HIPREE R ALER L 7= fAa R SRDNA R B R
KEIL,. 74 VE—lERE LT a—7%
INATYVEAL - a Lz, FO%N
RS — D B LT & 2 A, MCBITIEHE
L7 AMDCK & FRED /R F — 2 %R LT,

+ Test for Mycobacterium spp Culture

Medium Method

B SR A OB T To6 H &’ %
To7=m, WO AERD IR > T2, fEHZ
HIXEEThH o7,

« In vitro assay for the detection of

canine viruses

MDCKHIfa s ikl 2. U A /L R



#ia (Primary Canine kidney cells, MDCK
cells, BT cells, Crandell Ferine Kidney
A72 cells BLU Vero cells) D
BRI A 7=, 4BRESE 21TV, CPE
FIZOWTBELIZE ZA REEMA T2
HETIHRMETH -T2, ARBRIZB VTR
ARXTAINVADRENZTRTEHTRIERD S
g,

cells,

- Test for the presence of inapparent
viruses including guinea pigs (CBER
Guidance 2006)
mpaLs e 2 adult mice,
mice, guinea pigs, embryonated eggsiZ
ML, EFREOUBEIT-1L 2 A, 2
oy hr— L LR THEREVER
W7 h o7, Fi-, adultmice, suckling
mice, guinea pigstZ-2u Tl i%ﬂ?ﬁ@f(ﬁ
(ZAREN 2 AT VO ifiEs OIS S B D THERR
T PRBHERERE L2t o b *—/I/EW)
WThIZHLRFITR AR o2,
embryonated eggstZ DU NI, BEHEFER
(Zallantoic fluidZ[EUL L., Rl EkEE
JEEA AT, 2TRETH 7, Uk
L0 AR CHER L-8WE T L TR
REF D T A L RO T, MDCK
il i/m]\bfb‘fib\éz%/{%ﬂho

suckling

- Retrovirus 293 Co—cultivation assay (5
Passages, FPERT End-point)

MDCK#ll A (EOPC) % 293 fE & ki L2
RELERER U7tk B5de B1E 2 203fats
%ﬁ:%x(ﬁmﬁﬁ%ﬁoto%ﬁt@
ZEUL L., RUEMHDOFELFRERTVEIZ L -
Tz, Z OFE R MDCKHIAE (EOPC) & 293
MR DR R 21T o 712 b DIZ DV TILLRT
IEMEISBEYETH o 7=, ARERD> DI, MDCK
#fE (EOPC) 2 b R YGAMED L b w7 A L X
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DEEINTHDEEVIFTRITRD S
o,

» Karyology of non—human mammalian cell

lines (50 metaphases)

BRGE{Tolc e A, TNETIC
WE SN TVAMKD R —> & —F L
7o o L DHIBEERDEA L TV BT R S0A X
LIS OFEDRABARA L TV D HT RIZRR
oINPT,

« Detection of Viral Contaminants in

Bovine Serum According to CPMP & US 9CFR

Requirements, Also meets EP

requirements as per the Tech Spec.
ABRHE O R EIR & MARSR ) A IR A
L., ZhzalBrilkle UTBT cellis L
Vero cel Ii5®RITMA T, £D%, CPE
DA FHAEEDHE, FRILEK (chicken,
guinea pig, human) W& DA, LKA
vy MiER AT A A R (bovine
adenovirus, bovine

bovine parvovirus,

respiratory syncytial virus,

bluetongue virus, bovine diarrhoea
virus, reovirus, rabies virus){Zxf4 3
FLlLiE~D SO F EIZ DN TH A
LA WTRbRETH T, RRBRT
T & DHBEICR N TIL, U v IIFICH
KT BEAT A IV ADFIEITRD 2D >

7

* MAP Test with LCMV Challenge

MDCKAAaA R & ~ 7 ZICHEE L, €
D% 16FEFHD murine virusesiZxtd 250
RDEESN TN DNEELISAIEIZ L - T
FRT LTz, EDRER, WThD U A /LA
WY BRI B EE SN TN T2, 20
f& 1%, EOPCIZIZ16FEEH Dnurine viruses



DTN LEREENLTHRNT
L’Cb\éo

L B RIE

» Oncogenicity in newborn nude mice
AHARLIND X — K< 7 Z{ZEOPCHD
WA £ /- 1IDNAZBEFRE L, bl
< U ARk A EE(L S DIEMED B D h
WZOWTHT 21T o 72,
Z D FER. EOPC oD Hlfic il A 4 L2 E DNA
W2 A IERE L S E A IEMEITRRD b
iﬁﬁ\/)fiodkﬁﬁé%0>§éﬁs€EH<L/ﬁ:ﬁ§PF%)iD
WHFELEN ANy 7 77 REL
THRIZBETL2EFEOHMIINES b
DEEZ LI,

UEDFREREELDD L, RID I DT
60

2) AT ANV AREHRDREFZ DN T
Primerdesign #f @ pathogen detection
kitZ AW TETARNTA v Iz HFoA
N AVDBHZATV, BEIZ DV TORET
BiToT7e FDEDIIRTA TN Y
7 A LA 1R A LLC-MK2HEAR L C BE5E &
RGO ERE L, DD YA L AR
by 7@l Lz, HEREZRERLZE
Z A, AF v 0.1 TCID50/reaction?® 7
ANAERET D2 ENRHRIZZENG,
FoEWEREE > Tnbs EE 16T,
FEEICLTARTA TN P4 )L R2
FHZDOWTH VANV AR by 7 BFEL
BREBELHERALIZLE A, VHOX v MMZ
RS EENVBREEE TH > 7 (10
TCID50/reaction) , A% & — FOKEEIL
_I_/\
HRICERA LIV A NV ADESE T4~
— 7 —TOEIIIRAT vy TRHY,
FRICE > THRHEEMET LTS EE

CEWEETHRHETE W2 Enb,
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Zbhi, ;

U AN ADERINIZRIEIZECTLD, U
ANADEFNE T T A ~—« Tu—T DR
| Ay FNELDZEEF+HmHVE
HZETHD, BREDKTEZXITHDIZ
ZOE DRI ATy FIIMRIEET 22 < T
BV, FZTUANARIGFOP TR
FHEOSWESEZREL, £IIXT7 74~
— e Tu—TERETHIE LU,

SR ETHREEO VA NAD ) H1THE
¥ D 7 A4 L A (Parainfluenza viruses,

- 3
X

Herpes simplex viruses, Human

adenoviruses, Polyomaviruses, Human
enteroviruses, Human metapneumoviruses,
Human rhinoviruses, Respiratory
syncytial viruses, Human coronaviruses,
Varicella zoster virus, Epstein-Barr

virus, Cytomegalovirus, Measles virus,

Rubella virus, Human hepatitis B virus,
IONWT, R
D12 2 OES|E # (BEF3200LL o &L
) %7 —F_X—=ZANOWE L. T T A A
~ 2 E o TIRIFIED S WO Y AT %
Tot, KNTEZDERICHLTT T4~
— =T OTYA Tl A,

REHEE TORMIEHD LIRS %&oth\
RENAETH 12, ZTHHIZOWTAHREK,
AR A ED TS LENRH D,

Human hepatitis C virus)ti

D. BZ

FATHRIZ K ViR WURHE A R >0 7 F
VEBETED LW MRV 7 F oD
FORMEERBIZENTZOIZIE, U7
Fri—RUuANADELER BINE A
TIERMADO A TIT O LENRH D, &b
W, fERER EOBLAND ., IMIKTEY
FTENTYZF o — RUA L 2AEBET



OB EREL TR ZEITHRFICERE
Th D,

FEZTARWETIE, V/Fro—FoA
NAERLY R T O REEE TR T 572912,
GMPALYE(Z A L 72 MDCKAIRE D L8 v &
DOAERE Lt % 1T o7, V7 F v —FRy
A N AZADOERIZER T 2 /ilaix, ZaMEc
R W2 & A EEMED & WITIE TS
BRET T 2 EN S 5, £ Z T MDCKHfifiel (MCB,
WCB, EOPC) {Z 2\ T, RAR & ERR -
B Bk & GMP AL HE | CHEHL L /= 715 TIT -
77

RARFOFEEGET D120, EEHK
B, ~A 377 AvHRHERAR, v A any
TV MEHRBR, A XA LA O
HDin vitrokBR, KA T AL AFREHDT=
HDin vitroRER, KA TA L RARHOT-
BHDin vivorkk, FHEEFHEMEEIC LD
RART (T A VA TANARRLTF, H
B, BE%) OB, SiRERRIGE
AR, ML br oA LR RERER, 7
B2 UA VAR, B b U AL RRER
BR, 4 X« zxavo—<uA LABHRA
B, U UA N ADHRER, ERTR D A
VAR ER . A RIS B URRE A
RERE AT ZA, WITRLBREETH-
C T Ko T, INETCTORBRMERYHITK
ANRFIIFEE L2y RERBARLLT) &5
2 b,

F R A & L TidKaryology .
Isoenzyme analysis, DNA fingerprinting
analysisZ1To 7208, WO R bR
L 7oz v 7 OFReE D 1E SR OMDCKHH e D
BEE—B LD EERLTEBYD, M
IRV EEZ bR,

*77. Oncogenicity?x’ﬁ.%%f?fb\\ FD
FERA PSRN L & 2 A, BRETIAME
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A LTV AMDCKHRARIL, AARIEARIC S A
REDNALZ & < 7 A Hila & I (b & & 215
1272 2 & (Oncogenicity [afE) H38H &>
Lo,

JECYLRIF THESE L 7-MDCKE LS 7 1%, 3K
ARFERERER, FrERBR, Oncogenicity
RBEEOZNECICLERL-2RB (5%
EEESLUNLEDT) 2BV CHREN
WEWIRERME LN, Lo,
ORI, BRRENDLD Y — R A LA
DB, VN—RT o RxT 4 7 RIZLDHY
— FUAVAER, ROVES TREE S Lz
U 7 F RROBEGE 72 8B R RE e MR T
HLHEHW LT, ZOBANL I, KR
PERFHERENTZGMP T L — RO/
ThY., L > THEIIEEICL S22
WIS T 7 F v — R oA )L 2D EER
AlRE L 72D, KAV A N AFRHFZOE
Eb¥TH#EDDZ LT, Bt AotED
VSR 7 F oy — R A L R &
- R T DO ORBENBETEX D L
HaInd,

F-MAREET 7 F v — R A )L AR
RFEORSIZE L L, EHEE A N—E S
AEB—TaBEETHDH, T0H, H
STRRYLFERFICRR A o T N W A L R
72k L 4 —[IWHO, WHOW /1o % —. IFPM
AN EDEBRESFECSML, — Ry A2
BAFE B DWW T O & E R # AT -
2o THETIZY— FUA VRSB
DERE LT/ 70T ¢ RREOMDCKHIRE 72
ERHIF N TNWAN, & SIZESREGE
WFERT OIRA T HOMPHEILA A T CTHEEE L
7-MDCKAEfa N 7 B D 1 D720 5
%, MDCKAIRIAS RN SRt Sh BEA,
BERABENHEIEND Z LIZRD 5,
O FEHEHCERAZERRIZ L > TR
FaDftis 22 b v 7 UTLE D fERIEITE

-
—



WCHFET 5, 6> T, EEREHOBANS
b WSR2 F o o— F oA VR B%
DREAE B BRI T 5 Z L ITIZFEF I
RERBEHENDD, ZOMCKE LN 71,
ENOMEEEY 7 F o o— N A4 LA
ROFEAZ L IR HEN0 Tidie, O
MTbERAINSAREELRH Y, EHEER
MlRREEY 7 F o v— R A VABREICE
WTKRELSEBRT S0 ERVB5S,

FRYEF CRESE L2 MDCKE VR 7 0%, =
NETEMLEZLEEERAE, FERR,
OncogenicityiBRICB W TRHICHBEL 25
RERDIRMoTz, LIehH > TZ OfMIEIE,
BERRED DD — RO AV ADSEE, Y
NR—=RAP 2 RT 47 AL DH—RA L
ZERL, RO CHRESNZT 7 F UK
DETER EERFRETH D &l LT,

AT AN ARHRIZONTHE, &7 A4
IV AT DWW TIRIFED & O IR 2 R E L
JRWEEF DB E 13— T & DRHROBE
DT,

D7 F = RUA L ADSyEE - BETEIC
FRATEXAGMP I L— FOEA N7 O
Bl UIFo—RUANRIZRAT S
AIREMED & DR A T A L A DR R DOREE
WX - T, Zatt - FkEosnv 75
= RFUANRAEZENTHET H-DDRK
MENRESL R D EHIfR S D,

F. WFFEHE

L am R
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Yanagita H, Yamamoto N, Fuji H, Liu X,
Ogata M, Yokota M, Takaku H, Hasegawa H,
Odagiri T, Tashiro M, Hoshino T.

of Resistance of

Mechanism Drug

Hemagglutinin of Influenza Virus and

Potent  Scaffolds Inhibiting  Its
Function.
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Hamamoto, I., Takaku, H., Tashiro, M.,
Yamamoto, N. High yield production of
influenza virus in Madin Darby canine
kidney  (MDCK) cells with stable

knockdown of IRF7
PLoS One. 8(3):e59892, 2013

Hamamoto I, Harazaki K, Inase N, Takaku
H, Tashiro M, Yamamoto N.

Cyclosporin A inhibits the propagation
of influenza virus by interfering with a
late event in the virus life cycle.
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2. FEEER

Hitoshi Takahashi, Yuichi Harada, Noriko

Shimasaki, Kazuya Nakamura, Itsuki

Hamamoto, Norio Yamamoto, Takato Odagiri,
Shigeyuki Itamura, Masato Tashiro

Inefficient ability of LLC-MK2 cells in
supporting the growth of influenza

viruses isolated from clinical

specimens: Analysis of adaptation of
viruses to LLC-MK2 cells and underlying
mechanism.

8th International Congress of Virology,
Sapporo, September 2011 (5 9EHBAK

T AN AERFINELOHE)



Yuichi Harada, Hitoshi  Takahashi,
Masayuki Shirakura, Eri Nobusawa, Norio
Yamamoto, Kazuya  Nakamura, Ttsuki
Hamamato, Hideki Asanuma, Takato Odagiri,
Masato Tashiro and Shigeyuki Itamura :
Growth ability of reverse genetically
generated influenza A/HIN1pdm09 viruses

in MDCK and LLCMKZ cell lines.

8th International Congress of Virology, -

Sapporo, September 2011 (35 9[EHEK

A R EHIESGHE)

Kazuya Nakamura, Yuichi Harada, Hitoshi

Takahashi, Itsuki Hamamoto, Masato

Tashiro, Norio Yamamoto: Applicability

of plaque—-cloning method to a prevention
against genetic alteration of influenza
vaccine—seed.

8th International Congress of Virology,
Sapporo, September 2011 (55 9[E[H A
T A b A FR TR S OHE)

Itsuki Hamamoto, Nobumasa Yamaguchi,
Soichi Ogishima, Ken Miyaguchi, Yuichi
Harada, Hitoshi  Takahashi, Masato

Tashiro, and Norio Yamamoto. Analysis of

influenza virus infection 1in human

nasopharyngeal and oropharyngeal cells.
The Fourth ESWI Influenza Conference. 11
September 2011, Malta

Itsuki Hamamoto, Nobumasa Yamaguchi,
Soichi Ogishima, Ken Miyaguchi, Yuichi
Harada, Hitoshi  Takahashi, Masato

Tashiro, and Norio Yamamoto. Analysis of

influenza virus infection in human

nasopharyngeal and oropharyngeal cells.
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Fa4lm | ARy FAEMFES . Mk, 2011412
A

Development of the anti-viral agents
blocking the function of hemagglutinin
of influenza virus: Tyuji Hoshino,
Hiroshi Yanagita, Hideyoshi Fuji, Xinli

Liu, Norio Yamamoto

8th International Congress of Virology
Sapporo, September 2011 (55 9 & F A

A N R FRN RS HE)

AV TNEY Ty RX 7 LT —EIEET
(LD FHFEEIRAT & E(L AP O IRE

Réh B, A fuZ, /I EEE, Rl
25, WNE M, BE BE, U diA
N EE, BE S, BB EK

AASE 1322, FLIR, 20124234

Itsuki Hamamoto, Hiroshi Takaku, Masato
Tashiro, Norio Yamamoto

High
Virus in Madin Darby Canine Kidney (MDCK)
Cells with Stable Knockdown of IRF7.

Yield Production of Influenza A

4th Influenza Vaccines for the World -
IVW 2012, 9 Oct. 2012 12
Oct. 2012

Valencia,

il L BHE B PR ik |mA D
2% _ Bernhard Roth, Heidi Trusheim. &
gz, BREA A 4

A TN YT T For— Ry A LRI
KD b D BIEHLEEMEDRET
FHO0EI B A T A L R FRFNER, KR,
20124F11 A

JRH B—, & . P &k, EBERX »
5%, Roth Bernhard, Trusheim Heidi. &F



I RERB FHEL, B Bz, BR E
A A B
AVITNEYFTIF o —RIA VRS
{54 PR A A 0D R

FeolEl B AR Y A L A ERFEMER, KR,
20124F11 A

EA WO FE B, R -5 &S
=, #FE RE BB B B EAL L
A ik
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#1 MDCKHHRE (MCB, WCB, EOPC) |Zxf4 % akBafs 5

Cell Test - ; k Results

MCB .Ster'ility' Testing by Direct Inoculation Method (EP, USP and JP) Negative
Test for the presence of Agar—cultivable and Non Agar—cultivable Mycoplasma

MCB . Negative
(USP, EP, 1993 PTC)

MCB Test for Mycobacterium spp Culture Medium Method Negative

MCB Identification & Characterisation of Cultured Cells by Analysis of 4 Isoenzymes Canine

. Identical patterm to MDCK
MCB DNA fingerprinting of cell lines
standard

Consistent with a cell line of
MCB | Karyology of non—human mammalian cell lines (50 metaphases)

Canine origin
Identification & Characterisation of Cultured Cells by Analysis of 4 Iscenzymes Canine—equivalent to MDCK
MCB
(with control MDCK cell line) ‘cell line

Qualification of the Test Article for the Detection of Agar—Cultivable Mycoplasma in
MCB Negative
accordance with USP/EP/PTC Requirements (Without Avian Controls)

No viruses, virus—like
Quantitative Transmission Electron Microscopy of Sections for the Detection of
MCB particles, mycoplasmas, fung,
Viruses, Fungj, Yeasts, Bacteria and Mycoplasmas (200 cell profiles)
yeast, or bacteria

Real time Polymerase Chain Reaction Assay for the Detection of Bovine
MCB Negative
polyomavirus(BPyV) in Biological Samples

Real time Polymerase Chain Reaction Assay for the Detection of Swine Vesicular
MCB Negative
Disease Virus (SVDV) in Biological Samples

Real time Polymerase Chain Reaction Assay for the Detection of Canine

No COPV, CPV2, CPV3 or
MCB Papillomaviruses (COPV, CPV2 and CPV3) and Feline Papillomavirus (FPV) in

FPV
Biological Samples

Real time Polymerase Chain Reaction Assay for the Detection of Hepatitis type E
MCB Negative
virus genotypes 3 and 4 in Biclogical Samples

WCB Sterility Testing by Direct Inoculation Method (EP, USP and JP) Negative

Test for the presence of Agar—cultivable and Non Agar—cultivable Mycoplasma
WCB Negative
(USP, EP, 1993 PTC)

weCB Test for Mycobacterium spp Culture Medium Method Negative

WCB In vitro Assay for the Presence of Adventitious Viral Contaminants Negative
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Identification & Characterisation of Cultured Cells by Analysis of 4 Isoenzymes

Canine—equivalent to MDCK

WCB
. (with control MDCK cell line) cell line ‘
Identical pattem to MDCK
WCB DNA fingerprinting of cell lines
standard
Consistent with a cell line of
WCB Karyology of non—human mammalian cell lines (50 metaphases)
Canine origin
EOPC | Sterility Testing by Direct Inoculation Method (EP, USP and JP) Negative
EOPC | In vitro Assay for the Presence of Adventitious Viral Contaminants Negative
No virus, virus—like particles,
EOPC | Transmission Electron Microscopic Examination of Cell Cultures (200 Cell profiles) | mycoplasmas, fungi, yeasts,
or bacteria were observed.
EOPC | Detection and Quantification of Reverse Transcriptase activity by QFPERT Assay | Negative
In vitro Assay,WDetection of porcine Viral Contaminants using PPK indicator Cells
EOPC Negative
According to 9CFR
'EOPC | Real Time PCR Detection of Bovine/Porcine Circovirus (PCV) Negative
Real time Polymerase Chain Reaction Assay for the Detection of Human viruses
EOPC Negative
(FDA PTC and CPMP), Hepatitis A and B19 in biological samples
\ Identical pattem to MDCK
EOPC | DNA fingerprinting of cell lines
standard
EOPC | Test for Mycobacterium spp Culture Medium Method Negative
EOPC | In vitro assay for the detection of canine viruses Negative
Test for the presence of inapparent viruses including guinea pigs (CBER Guidance
EOPC Negative
2006)
EOPC | Retrovirus 293 Cocultivation assay (5 Passages, FPERT End-point) Negative
Consistent with a cell line of
EOPC | Karyology of non—human mammalian cell lines (50 metaphases)
Canine origin
Detection of Viral Contaminants in Bovine Serum According to CPMP & US 9CFR
EOPC Negative
Requirements, Also' meets EP requirements as per the Tech Spec.
EOPC | MAP Test with LCMV Challenge Negative
EOPC | Oncogenicity in newbom nude mice Negative
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