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K X &0l

+
(2tel(Identity), =< (purity), & JHpotency))
OrX M (Stability) —
KMl Z & Elf (Morphology) +
A ESH(Growth characteristic) +
SHEXM o™ M (Genetic Stability) +

Qe 2ol XHAdventitious agent)

MHA 2 A& (/n vitro assay)

MH W AI&(/n vivo assay)

A el Hiol2{ A (Bovine Viruses)

X Seli Hiol2i A(Porcine Viruses)

dl E 2 HI0l 2 A (Retroviruses)

Mg 2l Hiol24A Al8(Tests for human viruses)
(ex. HBV, HCV, HIV-1/2, HAV, HHV-6/7/8,
EBV, HTLV-1/2, HCMV, Human parvovirus
B19, HPV, human adenovirus S)

e c,(Tumorlgenlmty)
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5. o AR}

Adto] @ o) ope] FES VR AATAL All4zASFE wet

AEARAL Ba A7 g @

o
S
Hd
ol

A7 e MEASAZS A
AEZL-PS AAstolof g 1
AzEo] 1219 Aol Al Fo = Bl AlEx2dls 2448 4ot glvh

3 A AT M E (], ZHAFE(primary cells)9] A% A9 AlxE
AR S =(n vitro cell age) =& A4 E FA o= A3l 752 + A&
A Bl QbR o okE o] At Eel| Algho] A e FUE MELHS
A oF st A7 AT & Aok o] B2 AF AF 5SS 18§
Azed A8 A R AESS Aok FaE AFY g U
Aol grd 5 vk g4 Al b I Fol AlEE] Bl
ANFETH MEPS A &= T A

A2y al ALY A (cell stock)Poz A& A= WA
e A dejdeld Aol ETFeto] wedsiof . Hgh Al Z PN
A FH SHoA AEZSPol| Fake] desfof & dado] o ‘i

AL SRS Faste] NPPES AT 5 ek Ao
=
o

2) AEYN(cell stock)olet A|Z7INE oJokE ALLS §Jot SHEARA, AA Fo AEXZ FAA7]|AL EA5t] HHE
AgtEl 2E 9 M ¥olt}, (Guidelines on Good Manufacturing Practice specific to Advanced Therapy
Medicinal Products, EMA, 2017)

3) AZATAE SAE Adsol A8 AT Acell stock) ZHE FEOAT vhrE] Y Azs AXLHe)
Tl Alssle] Agehs g, AxdolonyE ] A A5t AXUNE MAREE T Pold Baw AE
Aol Agol et AR, o AF HFT)) ALEY i glrk MEASAC] YoM AL A (cell stock)]
WAL weldold AaAe EakHlolel Bk (SJokE Az W FAwe] Bt 144 [HE2)
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