 RKREER 0.12,7%1% _
F R 23F 1A 27 8

| AEEMRMELZER ) & B

BESBEEERDHEETAR

ICHQ4B ﬁ/r RF A4 e3¢ %ﬁ%ﬂﬁﬁii
(SDSEYT Y ;1/7 Mw fap@jrﬁ) ZOWNT

4fg. Bk EU ERLSHIFMERSSE (ICH) BT, [ICHQB #Af FF 4
¥ (P21 4R 5 A 26 BT RAEERE 0526001 &= E%@é‘[%ﬁmﬁﬁﬁﬂ
HREEA) OEEIGBIEE LT, BIEO LY SDSEV T2 Y VT RS
NERIKEIECOWT, FBXE BT IRXE] 2wd) BevEldbng

'LL@T FRICOCTHTRO b, #F TREEESION L TR RS SRR

S
=

1. SPSHY TS UATS L#zﬁ-&ﬁ#}@ﬂi@ﬂiﬂw | |
BAZEF (BF). kREZEEFS (USP) ROV (EP) (BLF [ =S

L HIEWS ) IEES RTINS SDST)“)’&M/? %&zv%’ﬁm@uﬁ LT,
_ZIUEEUD%ZEL_Téﬁ’Lés’Eﬁ: _f;éb\ ICHﬂﬁﬂE ibb\"cﬂfﬁﬁﬂﬁmﬁf B/ b DT

hdHZ L, .
' ?’ik ﬁ%{—g/# ﬁ'éi ZK%E%EUD;:FJ%D@@@%T%@_ |

2 KICE L-E’D < E%nn%ﬁfﬂﬁ)uﬁ( Eﬁnﬁ UDHiﬁb\

_(1) AICEICESE, WAFMARREL éht:ﬁi%ﬁﬁ@ SDS HYT I YN

73 b’f}v‘j"i'tcw@]%%@ﬂﬁ‘éia/\ RHEETICERSEFH. USP S
BB BP —RBRIED S b b\a“nm@;it%%{f%f‘%ﬁa Lz b Do 5REk
L. BABRERIE, MFSE E%L‘E uﬁ%ﬁ%#&vw@fﬁ%‘% CRBRE TR
PRI T o

(BE) Eb
(1) EJE.I]DD .

| fEJZ%&U/\ER j:zlz’%m *Eﬁ




B AR
W4 : OO0

S F XA NME B, EEFOOJ®% %ﬁfﬁﬁ&mSTJT&Jw7~=
%&wﬁ%m%ﬁ’&mﬁ%%%

(2) BRRRESE

- [RIAE AR ]
&%l 00
MR OREE]

O IRBA]  RRRR | - |
'[ﬁ%&@ﬁ&ﬁ&] ﬁﬁ%fﬁismST)7&)w7 KA
R ELPKENL, EP RBEI )

- (BT, RBRBRE. ﬁ%ﬁ/ﬂﬁ%@ M -
o o ’ ' i{ﬁl%nﬂ%) ;
[ OB EREE] _
[Hge] - s S —
[ﬁ%&vﬁ%ﬁ%] BHNCHET S b O DT, ﬁ%&oﬁ%ﬁ&
15%@@& B4R B B O — %m%&

(2) BEELRERE ﬁ%i¢lﬂﬁ%%h%%%%?éJaéﬁﬁbfﬂ‘
NTWBREBEIZONT, AXBLESEZRTIRMEL [USP 2EFHRLS

: %féjxirm*—&ﬁ%%%%%?éja®ﬁﬁ’ﬁﬁﬁé%A b oT
i OO TEBESE 14 &5 9 HORECE S ARFHO—HEE AR
(BAT T—ZEWEE) 2 5) UFIRSHEEES 14 555 10 O EICE -5 < AR
ﬁ@ﬂ&gﬁ_ﬁéﬁﬁwﬂﬂﬂﬁﬁﬁﬁﬁuwm)%ﬁizﬁi@w@
%&@ﬁm IRV REOTENLELGEEL, —EHE VIRMLETERHO
wAuﬁﬁrﬁoﬁ Wk %E@@@%ﬁﬁﬁﬁm%ﬁa__iﬁbizﬁw‘
L o | | |

(3) FEFEHEERC, LE(1)@ﬁﬁ%ﬁot%Ar%of%'ﬁﬁbta%
I X ARBERAEHERET S Dk, ttb i?(z)mﬁAi BRI
BREAR %ﬂwhmiibﬁm ' ‘

N
| K@ﬂi $ﬁm¢m&wai@ﬁ%#5 L



(BIE)

Q4B— %ﬁ%llﬁﬁ)t% (ANNEX) 10 :
%Fjjﬁv X2 MR ICH ﬂljﬁ,m_ BWTHERMATS tm@mﬁ&tﬁﬁhi '

SDS‘J‘)T& )21/7' }\&ﬂ/ ’ﬁﬁ(@nﬁﬁ

BB LE B SO Y 2
%2% Q4B BHERE R oo SR S
CBRBRTIE e e S ereeeirioens 2
22 iﬂ?l%ﬁ/#ﬂﬁ%ﬁﬁ ....................... 2
B BEE HHTI oo ettt &
AT FTHCTE > COBBEIE oo 2 -
41 BMEROAETE. . eeenerenens SO ST 2
42 ¥E (FDA) o‘o%f\ ........... SR S
8.3 BU DFFE tooreeroeeesess st eesissess e ssss s sssesseess s sesosesoes oo 2
44 Bﬁ(ﬁiﬁ@é) = A e 2
H5E QIBIMAVBIER ... | RS- 1
5.1 PDG FRMXE (PDG A7V SB %ﬁ%ii) SRS 3
52 SHEBFICBT B BBEER R e 3



‘%1

=
o

F2

= Ex

ARLEZ.SDS KUY 72 YT 2 b&»*ﬁﬂ%&hoqum%ﬁgﬁ%%ﬁrﬁﬁ

tF%%rLt%@Tbé ARG TR S RNSE (PDO) PLRISRE
Th b, o - | .

= mBﬁﬁ%%

2.1, AERHHE

ICH EEEE=IT, WBEW%W%%K®#ﬁ_EOwT &m%%%mﬁ®2zm

Electrophoresis P iZ 5L & & 1. T\ 35 Sodium D_odecyl Sulphate Polyacrylamide Gel
" Electrophoresis (SDS-PAGE), AAEBHWHOBEFR 6. SDSKI T2 Y AT L FF

B
1%

"?qﬁkﬁﬁ{f (T ﬁﬁ#i 23. SDS-Ponacrylamlde Gel Electrophorems} R OCKEFE R I
O <1056> Biotechnology- -derived Articles — Polyacrylamlde Gel Electrophoresm 25 ICH
Wukwfﬁﬁﬂmfgéﬁwkbfﬁifé '

o HEE HERE

Al E T, ﬁ%ﬁ/#ﬂﬁ%ﬁiﬁiﬂ'&fb\t&by

% 3E f}ﬁﬁﬁ#ﬁﬁ

kg

Kiii%ﬁmﬁﬁﬂﬁfﬁﬁéhtﬁm(mHz?yfs)f\%ﬁﬂﬁﬁﬁﬁﬂ%

% b‘(ﬁ H?Fﬁ;ﬁ i%—f@‘lﬁ’cﬁiﬁé%/\b%éo

B ﬁﬁt%to%®%ﬁ$ﬁ‘ | o | |
41 RBEOREE ACEOWATE, MERUEEESN, WHOFEY QB FEM

%WA#&ﬁbt$I$®%21$ TBERSNTVWOLERFT7HANIEET S
VR AEE (RHL M), KU/ ULTRARO TS b, SHM R0
Eﬁﬁwﬁﬁcﬁ?éﬂﬁwbﬁvo

42 KE (FDA) DHE J:‘EGDEU*':E;EO% %L”C ZISJ'Ei La‘éﬂtxﬁ: IRV,

4.3

2 BiLER éﬂ'@%’)%ﬁﬁ?‘ﬂ’rz Hi*ﬁﬁﬂﬂ%f%é Lih L, o
%%ﬁ&'ﬁﬁ“é?ﬁ* b BT, m%b%ﬁibtﬁgﬁﬁ?ﬁﬁ* ﬂIJGDnuE iz LT
: ﬁ’(’a‘ LE 9%)3&@1’8*&)6%’&7&%6

EU G’D%ﬁ‘ : E’KJH@A’CF:]Z PSRk, L3 ﬂ@*ﬁﬁﬂﬂﬂ@ EO% AGE
VR E B D BN ER R 5 I 2.2.31 Electrophoresis ODﬁA f&@bgﬁcﬁ:
AW LTWD E LT, BRRRBHE. BH. EERRBICBOTAIEDE 2.1 %
'C?J‘%EE éﬂ“(b‘%{ﬂ@ﬁ:ﬁé‘%ﬁT:"rR ]\ %*'JFHTZD & 7&*"&7‘)\2}1}5 kﬁ)'('% D,

44 BE(E é%@éﬂ%%%¢1i®%21$;3$éh1m5£5ﬁ7#xbﬁ

KI%\—Téﬂéﬁﬁ:}&ﬁéb\ FREA R A8 BEbD L LTHAT A Z J:?bf(’%é

'I2'



!m @E#_owrm xyiémﬁeéeerie@é;o %éné

ESE E QB nﬂﬁneﬁﬁv\tfvﬂﬁ%ﬂ
5.1 PDG;H%ujci(PDG AT —i758 n,a%zzti) HK%E???#—7JMVOI 9, No.
1. (2000 F 1 ﬁ FAT)

' #ﬁiiﬁﬁ B 5B REHE
52.1. @UH%E’% 6th Edition 2008 =1 A %;ﬁ _
Electrophore51s (reference 01/2008 20231)

5.2.2'.; El#‘?é)%‘ﬁ SR BAIER S, 2006 4 3 H 3B E%“@Jé T% 285 &

2EFH 6. SDSRYTZYAT I N ff/b'?ém_ﬁ@]& -
- (BEFERRX 23. SDS-Polyacrylamide Gel Electrophoresis)-

5.2.3. KR | USP32,2009 € 5 A 1 B34
- <1056> Blotechnology—derwed Art1cles - Polyacrylam1de Gel
Electrophore51s -



