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) FEE ATE AARG FAA Bl 87wl AzdelA WA FEE
Bt B F8F 202 AN AW AL D Y AW ARE B §7] -0
NzHe] FEEol agsﬂ.ﬂﬂﬂ-ﬂzi.%%% G2 olstgel YEHM, o AY

A8E B3 Badol AW A%, &7 0bl Axd TAYRAA Jer F2E
#9712 V- H(nonglass) AzHel ZFE FAA EE nRuAG Fe
8710 2AR FAAel AYFEE ek oled AP AL wAN Fud
Amol olste] BRAel YFHE 7 }

8710 TAEE, LR 5

TFHAE BE AR FRI}

J) HE(delivery) A=H9] Z]5E A ZBE AYA, AFFAHE-(autoinjector)

ZHEY A e 29 T3 &7l FAF FARAC diEsiMe o= e A==

71583 BET AEHHY BA7IE] ofok FT A7]ol& FAS (syringeability),
e, de S (seal integrity), FE(leak) A&, = ©HH 74 A A H(removal
force), M 2=E2o] WZEY(release force), I =F ©]F Y (travel force), =54 & (power

injector function force) T F&Ho] EFHT oW APode T FT AToE
NS = Aok AF AL AAHAA D A5E T3l FANA o FES AL

glom of ARE o AP BHFHS AZT + Atk

K #E AE AY(onicity)o] 7R ErHE ALolE APF AR
7 gestth A 2 Aedold HAHAM de ARE o] £ )
o

A A, B HFH Aoz o] AdHe ds

l-'J

2
i

) YAE FE FHFAARJ] Ao dAE 2 AIEUHY FFH AATE0
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A Aldez AAsior ok AE JREARA o3t
4 T ALz AAT F du olF AlFol A H A
73

3, FANA YAE v

YA B AL §2AF oA ALd 5 dou, AL AN YErt 2ol
GFe FE FLI 829L AFselor st ol I BFHL A Bt
: E F gAY MELE AR A= BE

ZgEojoF I e, A, s A= VIES rAsoF o

~

B39 AR WA 2ASt] FYIIEL WA, oW in vivo ABIH HGH
& Hel MAe 8% TRAAD AFe) AE §EF Tl Bk AF A
$AM Aol FA7k FAE bede 2ASIOE S, o] AF ARHE et

AAAJA FEHAA EASF 39 )9 2 AR oA gAYl b Bad
° 22

n) A7E Ak Z2AVE BoY BE FARAC diste] AT AR BV |ES

MAY Bast Atk AT HANYS HAT Gol= ZAZ AN Bk AF AW
9 34 BYHold AANH de ARE Fa FANA o FRL AT 5 gon
o] ARE o4 AP BHIYS YFT + Ak
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5. §o]A <]

¥4 7] Z(Acceptance criteria)
A B A3 A i A 7IE, B8 Be O oY AR SAS

7}o] Z(Chiral)

ARA} 2L BA, T2, AN 2hdd AeHE, AL @AA e A o
golx BAel ANA Aol FANA ASIE BA 727 Aoldd ZAAA

=g,

E-3 A (Combination product)
% 7hA olate] fmojerEoe] mabE hA|olobE

£3] A4 E(Degradation product)
A Ao mE = 4, 2%, pH, E, Ev A7 WA AR &7])/9
Az"ate]l wkgel o3 o= EA x4 FeE ¥tz s Arle &4k

"decomposition product"eti % T}

%87 (Delayed Release)

AT Fol o] F oJefFol A WEHA &1L, olFd BHEH= A

A&’3 0]/ A A (Enantiomers)
AR FFH AT FAA S zra AAT, A4 W A= FXHH ¥jde] BEL

Mz ZNAA Fe A= 2

m{u

X% (Extended Release)
Fof o] ARH 73t Tt F=o] HEEH F UEH =

o
rit
Lo
©
o

£ £3=7F 2 9 %FF(Highly Water Soluble Drugs)
12 ~ 689 pH W olA 250 mL ol3le] &F/ &= RIE

338 AE 37+ 05°C 2 pH 6.8°14 1.0 mg/mL AX2 714 & S8 Hold,
100 mg, 200 mg, 400 mg o] #AlFo] AT, o] ha|ofofF
250 mLET B2 e g% oJefEo R IFFHETH400 mg/1.0 mg/mL = 400 mL)).

&4 (Immediate Release)
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oFEol F4 EE £ ADSAY AFAQ 57k flol, Bl okEo]
=S e A

%,4_‘— (Impurlty)

e E<E(Identified impurity)

TEH 54 £40] o]Fox EE

34 % Al (In-process tests)

=3t s ool AAste FAAPe dRTVE obd, dEFY dA|lo|FF A=
o Fdst= A Y

W& 2 (Modified Release)

g9 mE SUAY 5 72 A¥ont sMssid @e Aw B w4
A 94sly] 9stel Az AT WA 9ol e oFE WE EQS MU A,
WEzd ATE DEAANE FEH A FET AR Ao kFo]l m3H

AEZ A o ¢FF(New drug product)
54 A9 = ddTo 54 o] glon, tEA Od AL ofyARt ditHow
7R et B E A5 FS 3 BA, HeA, AA, AHA T dAloFF

AEZ 459 %F(New drug substance)

54 Agolyt A= TFH Aol = ABH AE AHE(NME, new molecular
entity T+ NCE, new chemical entity2tll= 3. 7]Eo] 508 Y5 JekEF<
E3A o] AY T o 2EHZE EeE A9Y 4 UG

7 13 (Polymorphism)
a‘f?} AR fFolA Heyes A= E}E‘: Zji"é el A7l guistE Ee

>=
o
FEE(EAH TS, pseudopolymorphehil

F4(Quality)
AHE EEE AR AR FFoIY A FFY AU, o &ojole &S], FH, =&
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b

59 et

d o]

i

2} A 2] A (Racemate)
270 A=l dZAVE FFer EASte EFA (A, A, 7t = &), F5t

g4l it

&3] F&(Rapidly Dissolving Products)
oFEF FAIFS 80% ol dol Aol b Aol 15& ool &siE A,
ATE DPAA = A& g2 7HHETh (1) pH 1.2, (2) pH 4.0, (3) pH 6.8.

B
of il Ipr
ot o

Al °F(Reagent)
Aed dRoFF Alxd AHgsts SE=4oly &1 o9 d&

&-1jj (Solvent)
AeEd d89Fe FAolu A=d AT AlxdA &Holy &
AzxE 9 MAAZ AHEE= 77 £ /7] 944

0
L
Lo

7+ 4 (Specification)

TAS A &, AFHEC g Fx AE, A4 3AVE@E @, dA8HES
e T8 7)Y 5RoE AEY. dRYoFFoly Ao ofFe] o =3 &=
A Aoz FHZ fsl AFstor st A" ZIEsEoldw. "wAd
Agsitt's AL AR%F WAe A dFS Al &4 Hatol wet AEA=
i, 789 #A7|FA AFsivts Yujoltt. A4S A=GA 7T Ackstal 1 B
Bt A F=o] U3, AN FE FFoIt

E-o]F Al Y (Specific test)

Solz Ad WA =T 5o wet A= A5 oofFoly fhAloefFol #&E
Ae Ao2 FH= MY

£ B<&E(Specified impurity)

AEd droofFolu Ao F ALz ARdE & e vEl exwE =4
dzofofFoly gAlofofFe FHE& HFsr] f& R om HE3EW 7]Fo|
2890
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1 B<E(Unidentified impurity)

g

]

jul

1)

JA golms HeE(el, ARukETH §4 A

9

&% A ¥ (Universal test)

T
Hn
or
o)
o)
JJ

Hin
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6. F1Ed
International Conference on Harmonisation; "Impurities in New Drug Substances",
1995.

International Conference on Harmonisation; "Impurities in New Drug Products",
1996.

International Conference on Harmonisation; "Stability Testing of New Drug
Substances and Products", 1994.

International Conference on Harmonisation; "Text on Validation of Analytical
Procedures", 1994.

International Conference on Harmonisation; "Validation of Analytical Procedures:
Methodology", 1996.

International Conference on Harmonisation, "Residual Solvents in Pharmaceuticals",
1996.

International Conference on Harmonisation, “Specifications: Test Procedures and

Acceptance Criteria for Biotechnological/Biological Products”, 1999
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4. YX37|= HA < gEddd
ol Fg= 0| =7t

. BRI ATIE HE e YdE R

st=d ggs nX =71

RE O

s7RIaLE of

= A
HE7ES

M

Mokt

_32_



VAR ES #4: A5FF
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FBAHZE #5: 7lo]|F AEF d5oe¢EF H
Ql, 3F AAo|AAA EL£E AIIE A

o|FE = Fol/5Q A o SIEA BIOIA|S MEFA|Y 20
FEEHS USE Ha7 A=K -« = j|%5| I’Jﬁ;ﬁ Dgrar i
EHCRSHOH 2HA YH 2l :

32
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- Y HYNY 4)
- T2YO|YEH £2BMH 5)

1 AQoNA FAT Fhold HEESL B slol=aielol A BEA gt
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