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Lines of Human or Animal Origin Q5A(R1))S 11 4= 9t}
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55 aHsfoF s}, B MELE Alx e AL oA, ME F g9 2
|t wjorst w AFE3 VEAY BE e A Fd 98 e YUbE
(ancillary reagents)(d], %, EHA, s&/A5 72 wx] A&, AEES

Ak FA, Be BAMAEE SAANTIEH AFEE = )M sk
%

X

e AlE el 9% e TheAE aelsof s Alxe] =T
7hs/de]l A= W (endogenous) & 2914 (exogeneous) HiolH A5
A=stal 7heet A sAAIS Aol s dld AFolA =T
AAe FEAA Aol ofHR Aow Al Hiolg 2o Al 53
FolE 7l&ofof gt} mlolel & b Al #slel= ICH 7hol =2kl (Viral
Safety Evaluation of Biotechnology Products Derived From Cell
Lines of Human or Animal Origin QSARID)Z} ‘A& <% o dnlole

AR JtolEael e Fug & Ak

4.4.1.1. ANAE(n vivo test)

A w URIA wlolH A HAES S AW (n vivo) A8 WHOo=E
d<5 vkt (adult mouse), 2™ o] w2 (suckling mouse), 71HH, E7]
A= Ady FA-AT (embryonated chicken eggs) HEA&o] A}, A<

v~ EAFAH o g Y taligkd=ulodulo| 2 ~(lymphocytic choriomeningitis

e
ok

virus, LCMV), coxsackievirus, flavivirus “L2] 3l rabies virusE 7
& qnt 7 sERdd fPes A% e nolg st g g

- Ao

g

>
o

—_—

u}-$- A8 . Coxsackievirus
- 71y= HEA1Ed - LCMV, Mycobacterium tuberculosis
- &7] H5 A3 : herpes B virus

(Y%o] =M ZF (primary monkey cell) A i)
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F3 Axd w4 (Transmission Electron Microscopy) Al &

T AARAR A AR yelAd dHERZdtolH s E3std
AAAIE Fo] mlolel s YAE HAET 7 Atk Ui B A vlole] 29
Arts A 717] fste] # A
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o wiolel2E HEZE & AUk T vlolY s YA FEE
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P Emnfole s F-AHA Y

AW in vitro AW == I ol T2 W vy AMESE o]

Azg AZeHolA dEzulole s RAARL Ao} .

o
L
rlo
K

I HA} &4 (Reverse transcriptase) A A =2 w7
PCR 7|4t AHAL&AA Y (PCR based Reverse transcriptase: PBRT)S
ol &af AlEujFAol HE=RBFol A FAAIS AATH. WAA
dERHol Y 29 3oty FRAR AXE A of st BF= Ut

i BAAZEAG A PBRT AW el o= AHSeloF b, o]
53] wxh/madls oA dERveld s dHAlEAANEY AE
(detection limit), E9°]X% (specificity), & A (repeatability)S FA}sfok
stk Ad A7 Aoz y2td 4AAd AlE(nfectivity test)= T3
sto] A AlAAS] Wdle] A dE=Ewe|sARlA] FTHd davt

. A EA BAo] HERMole s W ol dERulolea fA}
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=4 (retrovirus-like elements)s T&E EAHZFEHE 7|0d & Jlevn=
Ad Aol Foafof gkt

AdALa S SAAFEHAA S HEdeE A5, A9 AY
(infectivity test)= AAl3foF vt &2F J=A®
vlole] 2 @S T3A17]7] fote] dHERZntolg 7t AT = = A
Aol HAAE WA AHFst] AxEuFE FEAH AlY (cell-culture
infectivity assay)e] =& ol W= 3 AT o Aok F #F@7t
old #E=Zunlo]#H X~ (non-murine retroviruses)®] 45, Al 2 1 o]L] 9]

FAFAAM FrefE= voldAE EFete] FHEE g ERnlole 29

A7 =97 g % Q)
A Fd dE=Zvlo]e] A9 A 2% 29 FELO 7Aoo o
MEE W Mus dunni AMX)e &3+ wjYgstyd 4S5 & Utk

Musdunni Al¥+ EE murine leukaemia virus (MLV)ell ZHEAo] o)

A= AEE ARgstolol dth. TG EREH A wigd> Mus
dunnitt ©& 5ol e MEZ ¢ Add ¥ murine leukaemia

A dhofof gt Aol whel tekd TR ve AlEWe
o]&3 4 ATt dEF =91, ecotropic (A7l FF FolARE A= A,
xenotropic (tF&  Fo A A2+= #A), mink-cell focus-forming,
amphotropic (A}7] &5 B t& FolME A= A) viold g HE5H]
st R 2A4S e d=SEFA (A HYIS)E ol &std, AF
Azt &3 wldE Mus dunni Mo dis] AA|st= AAxe] W
& 4 (JFA), amphotropic Hlolg] 29 AZEE ¢3dte] PG4 AEE o]
3l+= feline S+L- A|@HH, xenotropic H}o]l#l~9 AEFS 93+ mink

S+L- A¥H, ecotropic HFolE 29 AES ¢35t D56 HEE o] 83l

ol
-
&
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B3 & CH FHE dlol#l 2 (hepatitis B or C viruses) % Abg
g 2 wulnlo]l 2] 2~ (human papilomaviruses) 5 Y5 nvlojg] A= dutzl o]
Htolj 2~ HEWOomE oot HEHA &=tk olF HiolH e AlE
HjFell A g-olshAl vl FE A o™ AMd <5 9 (human host range)ol
AgrE o] 7] wZolvt. ol Ay 54 volds HE AR

=G
o7 vk AR wpolgfas A ZIH(el, St SF) Ee WA g

ARbH o7 maE A ES
57 wpolelzo] HAZy T, vlYg =T 5 wpoly vt &9l
7hsAel Sl AFelA s olF dA(S, ALt @) AMEE AT
Jo+ gl
Absr Al A 918 Akl vlolY s HEAIAWHOR HEo] oY
A E7Fs3 vloleast A (latent) =5 A543 A9 vlolwx,
1Eal 123k olghE (morbidity)e] €<le] = 54 Hiolg g A7
Al Gn vitro) 715 A-&38to] Aldstofof gty did wpolg{xe] A
Alel=, 229 e 7IsAke ¥¥e gt
715Ae] Begoly Alxe FalE Zhete], ofdie upojy 29
A7y YAl EE Adstoldbd, At S| 23 2nfo] el 2~ (herpes viruses),

ﬂlE
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Abgh gl E=Znlolel 2 (human retroviruses), AFe 32 Zvhnlo]#] 2~ (human
papilomaviruses), Ab5 3+9 ®lo]#]2 (human hepatitis viruses), AF&
Zg] @ upulo] 8]~ (human polioma viruses), =X HjoFsl7] o8& AlH
obd) :=v}o] 2]~ (human adenoviruses)® &A1& A d3k whH oz A|g

shelof @t}

H
sH

[

A= WY (nucleic acid amplification methods)

F=3% DNAE TEA7]AY RNAE 97 A} (Reverse transcription) $
DNA 3% (Reverse transcriptase-PCR)AE S AAlsth, it A&
A3 DNASH RNA Hiolelz RFE AES 4 glon, g ERnto|2] 29
Zwulolgl 2 DNA A== 7hesitt. 54 ulolg| 29 HEE 98] v

Ao AHgLEE= PCR 2ol (primer)E s AY, AdE oy
Hhol gl 2o H= 7135 Fol7] fste] o8 wiolgls F HE= IFo
FHete vlolga Y BE A9E e ® PCR ZagolwE 2§
T Utk EF PCR +4 W3 EA3HA9 (hybridization test)= AEAIA,

WA, A8 78S =2 7 Uk AT PCR AlERS BE

N

Ff'

_

rh

2]
g AAsE 5A wlolg AT EE vlolg| X Ao nlolg| A FH A7}
3] HE(conserved) HA| o} AEHA &S 5= o= HATF ATk

A7 A@Eel A

=

olo] AZE W7} Wi WAool =L A9

Al

ek, ol Aze Agpel g hed shbs, Ane dold g wAG
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4.4.2. A+,

Hlo] & 2~ 7}

AE = 29 mAE2

v}
=

=
2} ~"} (mycoplasma),

olo

A EA A ARl AL

ATt

2} ~w}  (spiroplasma,

3z
=

232
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Sl=
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—_—
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e

e

shog1opg A WA A9
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7F Al

g

b2
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T«
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FA] A oF

4.4.2.1. ¢ (Sterility)

hva
el

3ol M Al

ojelo = T &7

hva
-

e Axg A
to A%

S

hva
-

ul A~E A

e,

(¢}
Wl 4359l 10 mL

o
=

Thrigee

i
=

.

3t

ZF A el Ak

(5, ¥& BE npold)e] Ha 1% 278 §71)

=
=

5]
=

234

(microbial limits)e] 4t

I3
=

(microbial sterility)¥}
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4.4.2.2. B28]7FE (Mollicutes)
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4.4.2.3. A3 (Mycobacteria)
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Aol g B ALke] AREE AR ThsstdH AlE ZHA Y] s Hol
AbgE AREE =93 wlom glsjop  dth. olEd  AFA

45 AZLY SRS AT NY 29
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L Al
Al
MCB WCB EOPC

g+l (Identity) + + +
9474 (Stability) + (+)

A 38 el (Morphology) + +
17452 (Growth characteristics) + +
A4 o4 A (Genetic Stability) + - (+)
A (7 g (cytogenetics) (+) (+) (+)
£ 93 A 5 (Tumorigenicity) (+) (+)
el A (oncogenicity) (+) (+)
4 (Sterility)
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A, X3t + + +
vto] ZE e A~nl/ A v 2 E e ) + + +
o] =t ] o} (+) (+) (+)
QA 2 2= (Adventitious agent)
A B4
(Reverse + - +
# = = upo] ¢ transcriptase)
e oE U | A dnd
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(Tests for | Microscopy)
Retroviruses | #94 L ® B L@
and other | (Infectivity)
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specific appropriate™ appropriate®
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