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gl ZFe Hel, §3(aggregation) el U F+FZ (lamellar structure) & A 93}
v AgE A&t g U & FF 59 A A FHHRHAE0] A (transmission
electron microscopy. TEM)., A2 A v]7 (cryoelectron microscopy), #2F=H
# o] (atomic force microscopy. AFM), 4&Z+ XHAFHEA7](small angle

X—ray scattering, SAXS) 53 & gAEM7£S AT 5= Y.
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3.7. 4
EZFe 3 9 HHE AL A Fdo ddk Hh-&(infusion reaction) S
S7HA A 7 A7 wEed, SR EE HAS AgHA(A: g2 &H)o 2 Hrts)
=5 3

3.8. FEAHEY FYUE

ZE FUE FEAAEY B2HA @E faMEe ﬂﬂ]’%—’é%(solid—phase
extraction), Z7|8lA A2 v}E 713 (size exclusion chromatography), A&
g, A% Ee= 5A Fo o8 2" £ Stk 7 BEHeA fEdEY %

HPLC, B33 =4 5 AZE3 47712 =3,

Mo r
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= dct #H APEE T AxFyd dAA A - FA F5HES HUMEHH, »
A FEe] AAY 454 AEWNeR WA A - FEAS D] oHe A4
Fols vdYd Ee dEANES T3 AT ¥Acl AZZTAAL FEFH, &
A, waAC nAE s ForE 5 Ao

HEZFAAE ARA FA kg ulsted AAAY (scale—up)oll WHE FFE
wol ®&7] giFol dA=7] oE4 (scale dependency)ol thgh H7h7b o] F-of Z o}
ot & 2o dEF ARATV] 2HE A ¢F FHE 2ALY s A b
Y W I TRV HAE £ Qdm, Z7A ZEaEaYSE o] &dk FA F
e 2AYY e B¢ £E A £5, AEF 29 ) HAE Fukdtes 2
HoRe WAl e F AT AxTAH WA wE HESFAAY FHAEAL H7t
© WEd -3 HgESAAY FFAH 1S 3t W= It

Az de, FEEEY 3 WY, FEAGE dd Add FFH]| (weight ratio),
AdolFEe =, AEFY FHF T T AL dEZTAAY IAY W
FEAN FFE & 5 A2 53] {3t FrEl=E o)

5. A2 R FAYE
AAolEEe YHss FHYE U PEE 54 FAC) PEG, J=, TA) e
FAe JEFAAY FA 2L a5l o otk whatd, BHse Fa
S4e 23] g8 AEE FHARES v AART Felsel 7 U
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5.1. 1A 714

HEZFES T AZE HA Fall AA (el soy lecithin, egg lecithin), ¥4
[4¢:  dimyristoylphosphatidylcholine (DMPC)] = HHERA 2 A [o:
hydrogenated soybean phosphatidiycholine (HSPC)] 2 F+&% 4+ U} 8 Zx&
74 AA9 71dS gelstn, 53] Hd A AR e 9T FAHA AMLEHE
HA F2 AAol disiA = thaAE S Fr7ER 02 &ldte] YAl st
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dE% 4 AHg® PEG % 7let 229 AW (binding modality) el uhe}
sig 2de WA sl £AEge] Zasy FEA W BAT & AUtk
gebd £NES W FEH FYHL FA%n dEEFAAY FASH nAE o
g FUGES wAch

HEEZFLS A7|IBE A T (fusion) EE $7 (aggregation) H7] €t} o4& 54
@Z A (small unilamellar vesicle, SUV)= A% gdor UARLFA 7| 7F FU1E
ATt uwelx B 9 R I7|REL 22 AEIES HAF A7k wE W

LA
3 o AEZzFAAY EHFEA oA FE Hrlet=F ot

4) B4E

HEF A TS T2 FHAFY Huglel FdE FRAHE REE F
o mekA Aol mE BUES] wE ul HEFAAY FASAH vAe TS
Bt =S ot

7.2, A& F AFA

HEFAAS FA A2 AEAsIA AME T o2 ofF (o dE&F TAY) 2
Tt AbgetE A, AF U AA AFE 2AAA Y PG ANE S FHE,
24, g8td, | PEFA HrrE F3 NE F AHE7|Z(n-use period) = ¢
c} 7

AL NS kA Aol wer dA s oF

& Mo

2 o
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FuEd

. FAME B EFAAY FFE FE Jel=El vl AFEIRA (A FEAAA,

2017)

L TISES BERSF - AL A T (ABJFEXAN LA

TYFES Y FIYAYINE AEYFELAA DA

JFE A% F Y F7h stoSe (HFFEQAA, 2016)

Liposome Drug Products, Chemistry, Manufacturing, and Controls; Human
Pharmacokinetics and Bicavailability; and Labeling Documentation,
Guidance for Industry, Draft guidance (Food and Drug Administration,
2015.10)

Reflection paper on the data requirements for intravenous liposomal
products developed with reference to an innovator liposomal product

(European Medicines Agency, 2013.02)

Guideline for the Development of Liposome Drug Products (Ministry of
Health, Labour and Welfare, 2016.03)
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477, AR, HIE, o155, 7Y, 28, 9%

F Y 2 AFAGFAGAFIIE AGFAUAY dFETEHH
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