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— —
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(orthogonal analytical methods)

o FElol= 12} Fx9} EE|5sE EA
e FHE}lolt 2 F X
o Sdlar B A

e In vitro == TEAIF o3 A =TH SA

2. B<¢E 87t
EEES JEolE A8 Az BNk ofle}t YFY AlxdH ¥ B Fo= A4
2 g A dRtdom ook By F LiFHo AAHE BEEd MEsad s
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o HElo|E #H {AEH (Peptide-related impurities)

o SFAZ #HH FAEE (Host cell-related impurities)

e 7|E} E<E(Other (non-peptide-related) impurities)
Heolt A FAEEE obngt AdoA ofminit Z7)o] A}, A&, WY (dE
0], A5 e W3 TR Qs AAHET sFAE dE fFAEEE sTAE
DNA%t sFAZ eids 293t 78 Eeed 4Fr8d, A, a5EcE 59
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geid 4 QOB YESHDNA)Y SIS olokEL v Brjel
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Mz Feole #d Fdede 1 725 It
EH}—C-’—FOH Hlsl olofFe] AL Ee

=do] =833 54, A=std 24 = A9d
017} FA FES FAD F d= AR zdEG 9
T-cell epitopel = &HZ F2AAIAA EdA (Major Histocompatibility Complex,
MHC)ll g Ast=r}t 718 MEe 2@datx Fethe 21& 233 =3, F43
Efo] = oJofFo] tixofy Hluste 54 rtExoA 3 AEolu SFHA FA

o gAgetA eFa, WA W EA(innate immune activity)= T ASshe EeEO|Y
LE=S TR UA Bees AST/H
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4) Zeng K, et al, Liquid Chromatography-High Resolution Mass Spectrometry for Peptide Drug
Quality Control, AAPS J, 17(3), 643-51 (2015)
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€ Alxsty Z=ErEIdYE 24390, oiu|kql AW
asparagine (Asn)¥ aspartic acid (Asp)= T'H3A X313, glutamine (Gln) E&
pyroglutamic acid (Pyr) . Z%F glutamic acid (Glu)E TFHEH3A Xst= TAE 7HA
I e AeE dHA Aok AT, leucine (Leu) isoleucine (lle)e] o] 87
e 8T F Atk o AR A H e ofn At A A S fld AFHoE AMEH
i gley HPLCY AFEAHo= Oixl=i glew, dFagh A5 USP <1052>
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5) Bee JS, Randolph TW, Carpenter JF, Bishop SM, Dimitrova MN. Effects of surfaces and leachables
on the stability of biopharmaceuticals. / Pharm Sci. 2011, 100(10), 4158-4170.

_6_



Ae FAEY 729 HHE ZE BEER, 2UEHY EEE
M= AAE o Ao kA fetols
Bo] Sih obele] [E]E dubAd |
ARel oAeolm oo =3lslA] ket

_\ﬂ
N
bt
ol
:L
H'.&‘_'-",
_ml‘
o
[
1o
ETR
X 1x

"~
ML ofv A
oo A orrorr ot oX

“’F AL, ?l-’?"é I%i]E]rO]E 24 9

Hydrophilic interaction chromatography”} &A% 4 Qlth. Z-¢-ol wz} ol

ol A AZrEIHIVE FE8E 5 ok EeEe E1S A=

2715 HE7]12 3t LC-Mass Spectrometry(LC-MS)7F 283 4 913, %%%éj
= shye HHA AE A FH(stability-indicating method) =g

ol ¥d el FAE Lol 723 FAHIL=E Qs HPLCOA v‘i‘ﬂ7 g

< Afee 1&g se WEol a7dn. olEd Ffdde WA= So=E FRY

flo
o
zi
e

)

§

7 718 24712
N M (EetMer HEE Es
= - -
(clipped e
clippe
PP stLt 0| Abel s LC-MS ==
forms, L
ofo| Lo =4 H2HN- EE= C-Zot LC-MS/MS
fragments, _
) ofo| =4t EE= M E9
truncations
7tEEH)
2=z E5E
dipeptideE ==t
) %ul-'z'xl)
stLb ojatel Eopob | T -5 LC-MS £=
el = SFHAEZEEY B
o] = Ake| =X ) LC-MS/MS
N-2357|2| &4
ZdtE2Xo| HEsE X %42
ofo|=Ate| =AY)

|
~
|



g 7|1 =M=
g3 29 HPLC/UHPLC
_ St o|ate| CHE of | &= Amino Acid Analysis
- ol = Ake| Z=XY HElO|=E-2 XIS o| 3 LC-MS E&
M Al MEH 2F LC-MS/MS
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