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Oral Typhoid Vaccine
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Pneumococcal Polysaccharide Vaccine
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Influenza Vaccine(Split Virion, Inactivated)
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2Fo Bfdlow gt
2.2.2 583} 2 AA|
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2. Xﬂ

AEF AR EAFY-02E 94
Influenza Vaccine(Surface Antigen-Virosome, Inactivated)
1. He|
1.1 %4
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1.2 A A
o] AA+= FPAHo] FAHESE F L Ess AFF A npoje ~(o]3} "ufol g 2~} gt}
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U 2 AEIIE
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A z-§ HP 18275 72420 Raade] oA el HE, widstal 9 a9 as 7F vy
2o Bedoz ),
2.2.2 %i‘fﬁ} 2 A7)
Hholg 2 Ffoll S oz AR T wHoR AA, w53 vS WA EYgHe o
23te] AAsta, wE-2 E-JJSLQ} (B-propiolactone)& 7tste] E&siA 7t E&siA g &
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AZZ AR AT WA

Influenza Vaccine(Surface Antigen, Inactivated)

1.2 A A
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o] Ful=FE U FehuYdHol22 P EE Axd AAA A o]},
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1.2

AEF A Aruhol 2 WAy

L=

Live Attenuated Influenza Vaccine(Intranasal)

of AAE TAZFAMA} Anfo]lefz WAl o2} s}
A Al

o AAI= °FF3F AEF AR Aupolez(o]s) "HiolH A} FhHE A F A A A oIt

2. Hi=gy # A”IIE
2.1 A=
2.1.1 vlolE =
WHO 59 Fo7|To|A FH3 oY 2 ZFdx} nvlo]g] 2~ 5 (wild-type influenza virus)
= 13 =3} master donor virus(MDV)9} &%+ (classical reassortant process) B+
plasmid rescue process® A|Z3F ofAld FufaEFEY E FEr|yuol2E 1R A4S
s W oopmst 62 A wvtolg2E AMEFTE MAIAAT ] 2 Fel =) oo Y
stojof str}. mgh UM A4S 2HsA = <k ")
2.1.1.1 vpo] g 2=Fof tjgk A3
nhol e 2F = A YEAY, wlo]lZEGAn R AGAIY, FHAE, 5SS, xS
FABAY, FAAGSAAR, AP AATAEANE, SARAAEF A A (plasmid  rescue
process® Hpo|E] 25 AxE AT STavE A S Sl A 54 vAdE 59
2dES &), ndFIAANE, FSHAAHADA &, avian leukosis virus(ALV) F7 A]
g 55 AAstoor gt
2.1.2 B3zt
Hj oFol] Ab&-% = F3lekS SPF(specific pathogen free) F3t&ro g Hateh FgAte] =243t
AZME wol Talala, AFo] AFLE WA AARN BAZA L 77 W9 Yol wmye
T Aot
2.2 4
2.2.1 vpo] 2 Kol
oFA Y QAZF A vlolg 2~ FF9F MDVE ¥4 X+ plasmid rescue process® AJAHE
A xg wtolel =5 Zhzy Fshehel aub o] HE, widsta et s g S 7 vt
ol]H 9] Hlol# 2 FEfH(pooled harvest fluid) .2 g}
2.2.2 AA 2 F
FHE volg s BHAEs A4wE TOoE AAS, ol 7 wpoly 2 Fo] Ao g}
2.3 Yo 3t /\]tﬂ
2.3.1 vpol g 2 Ffrofo] thgh A E

2.3.1.1 U}O]J«—éﬁ}iu}l‘%@/\]t‘g
QUG F vholmEetavhp g A Pel ke, olo] 2 gshelok g,
2.3.1.2 JHAALSAA LA A

=

Reverse transcriptased S92 Al &3 uj reverse transcriptase?] &4 o] glojoF 3t}
2313 g EHH o] X}H 3l /\] k)

AL FHENDA B ZNAL, Aol FAAE, AFHAAL 5), FRATADAS
upos geolul g 7Ug) B fAad 2 dEhATAYoR ARt o

o] gelx ol = <t Frh

2314 SAVBETGAE
Plasmid rescue process@ H}o|#AF AZE 93t ZTv|= A%, F2] Fo AFg3h
E u|WE(Salmonella, Shigella, Vibrio species S)o] gl&o] &elx]ojo} 3},
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nekd T f9 oA microbial limits teste]l WEW, WAEY 22H 9 £ b
& 7)Eoll A3tetofof gkrh

2.3.2 Mo 3k A

2321 FAY
AWIAI AW F FaA el wp2u, ofo] A gFaslo]of gt
2322 ALEAAF
NN T dEEAAEHE wan, 1 3] AA JTF Tl FHEE volyd = T
AZ=EA st 1.0 EU o]slo]ofof g},

2323 H}O] =AY
Fluorescent focus assay(FFA) So& Algsh u] wlo]g]x ke 3|7k 7|50 23
alofof gkt

2324 47

2325 °oF% 58214
39 Bk RS BAse T2 A7), E5 L= 1088 F) 5o 147 F4bo] g
A oF 93, kel A7 F @) de] 248 A s gEelel wol s
of EAE FAL W, A AL vlolgart FelWA FAY ul$ e FHE I
°] e

2326 A EAAFH
ORI AFFAA wpolY AFEEE 2 VN FHAE, MDVERYH 6 Mo s 23
bl glo] glE ool kot tirk wpolel s Hfof GAlo| A FaE & Q)
2327 THHEAANY
2 2 (cold-adapted, ca)™ =% 7S (temperature sensitive, ts)o] elxojok 3t} ca
o] %A%, log TCIDsymL(25 C) - log TCIDs/mL(33 C)7} 2 logsel/delofok dtt}. ts9
A%, type A Hlol#] 2% log TCIDsy/mL(33 C) - log TCIDsy/mL(39 C)7F 2 logs ©]%o]
a, type B ¥wlol#d] =& log TCIDsy/mL(33 C) - log TCIDse/mL(37 T)7F 2 logs ©]7Fo] o]
ofF gt} thnk wpo]y AR fo AN FaeT 7 QT
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Japanese Encephalitis Vaccine
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$-2 5 ALg-g)
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2.3.1.3 vpol e =%FA E
Hlolgf s RHAS FHalo] HFd gFooz 3 A olie AL s ol of 4
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Freeze—dried Live Attenuated Japanese Encephalitis Vaccine
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Freeze-dried Cell—Culture Japanese Encephalitis Vaccine
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Enhanced Inactivated Poliomyelitis Vaccine
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=
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2.2 MAE nvlo)g A~ HGH
WA Alzg Az gl Axg wholeaFE HFE] 36 ~ 38 TeolA 3 AL wiFste] I
A wkolel s RS 2ty

2.3 AA| violy] A~ wrp N

ol

ol
EELU =R EE5A7 & dHE st o] ddow )
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g9 (allantoic cavity), & X829 (chorioallantoic membrane), &7 (yolk sac)oll
FAFeFaL viFeb A A EgTh, Eok WEV|to] TrE T gubde] is) I
vhol e 2R AGAF S AAIGTE. ofw] F-sheke] 80 % o]/do] Aropgtolop aim, ojw g
Qg QlAtel olgk WIE HojA = Qb ).

.3.1.5.2 MIFAELHFTA Y

#@N0] FRE ATNFORTE F3AS Fsjel 4P AN F AU 4

Fol 2 GFrAlAlE, Vero A3 B Aol v A Az o] FHF3ste] 37 TolAl v gatHA] 14
] 1

2.3 vpol Y AeAI

| 759l
o 1/10 A e FEDG. 4G 23 Y EFo|HAE Agdte] BAR
< A 3]

=
e Zb F-E 107 TCIDso/ml ©)/dS 3
0_111



T

kel
el

o}o}

o

o)

b A

!

AlZrg ol

1

JE

Sh3 A of] A

kA ol A

-1
3

I3

=
3

e,

<]

ol
gl
=

)
Al

7

T

9
yul

250}

s
of o

o]
ol
ok

y

7
Rs

DA
[e]

Al

-

oF. ok, Al vpelE A w@hrt

A el A
2.3.3 AA wlelgl 2~ ©rt

o

ToR

N

o)

ToR

&, A2

25 ng/40 DU ©]3

o

pu

k)
Rl

A,

o] A1
Fol o] of

)

}, 413382 35 pg/32 DU 9]

°©

1.0 pg/8 DU o]

)
2.3.3.2 F-3A

g

]

oo

14

°

sholofof

[

, 100 ©]

s}
=

=

A
ful

=
=

ot

fojof @
ZF(ng)el M

©

1

kel
=1

Hl—

0.
=

\y =

i

1

2 10" CCIDsy/mL ©]

3]
=g

=

Fol

(e}

kel

3.6

gt

ehuof of

e

BHR
N

o

-‘4

)

,Ao

Gl

0

1

of o

N

<

A ), vl ]

& Al

A9

7}

)

2.3.4 B85 &

hul

k. ohel, AE U

Fo] o] o}

°©

20 80 + 30 pg/mL ©]

of g5

ELISA

=31
H

2]

2 e

s

bolofof

S

StFS 7122 50 ng ©]

ko] & 2

1
R

Nfo

o

k)

Fol o] of

o

100 ng/DU 9]

I3
=]

F A

9
y 8l

=

of o

2.3.5.1 T3

Foll m}

[}
=

3.
oH
gl

9

3.6

2.3.5 27}

oo

3
s

A gstelok it

o

!
7t

©

1

=t

}_
bel, &

o

7
o

Ay
e i

el A

hYA
a-

k)
Rl

F A
et

gt

T ol2

ahojofof

R

2

-

o

B

[e)
¢F k. 80 % o]del Al

R

g tehelof

Fe 1 pug/mL ©]

o} A

3}
=

=

=

Aus
L5

-

[e)
=

£

IS

re

Z2] e oy a7t 3

st

9

tH, Eele Anpolg o] T

)

tod oF

°©

1500 dose®l
=
3.6

2.3.5.2 223§

|
0

o
Mo
N

oF

ToR

il

—_—

Hu

—_—

=y
)l
B
3
Ao
o

|

fite)

el
Plo
i)

o

ol

o)
=

1

of HEAZA 2-F Ao gh& X

7F el

Ak
=



d

w

w

w

w

e

w w

ol wp=m ojo] ZFstefof gt} vhnk, kAo ofE WAl A s = gl

AN EY F FHA ] 2w o]of H3tsle]of gtk
2.5.3 XE5LdH 3 =AY
A EY F EEdus| =T e a2 Y54 = 52 100 pg/0.5 mL ©]3e]o]

2.5.4 97kA &
obg] A EW F ©ldslo] AY 3

2541 18 (&
HAZzQAS SHAAE=Ao = 1/100, 1/800, 1/6400, 1/512000. 82 z+z} 3|2 &to] zb 3] A u)

I
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s
23 FH AF 250 ~ 350 g9 = 9 vyl 05 mLE &FAE %—A}f‘a 5499
Zo dH& A=) o] dHS 14 Qﬁs}(ﬂ 100 TCIDsp2] %ag vlole] A~ 13, 28 2
383 &3sle] 27 CollA 45 ~ 6 Al7F ¢k vi%st & 5 TAA 12 ~ 18 A7+ W

2 3kt}, o] gl S Hep-2 AMES 7 A+ 36 +1 C,5% COz Z7 slell A 7 A T3}
WSS s o), HF YA gMuS4 1/100 ol FE 50 %olA TEWeS yERY
ofF 31, olw F& 50 %ollA FsHkES YEH HF J°U s|Mu o] G55 digR
ArZ3 7hS 97k(Index) & UERILE
2542 2H (A=)
A} HEES Jto s dA o= W*o] g4sk & 05 mLE Als 250 ~ 350
g9 A= 10 viEo] ZHFARL FARGE & 20 ~ 22 doll EHE A= o] EHS 3
GA 3Aste] 30 ~ 300 CCIDs/50 pleo] 2l Q wmlolelx 19, 28 2 333 Egtstw
37 CellA 20 AIzF vt o] &3de] Hep-2 H]Jg 7}0} 35 ~ 37 Tl 7 A3t
Wl Fst & mloje o] MW ays st AEXYWES el A ¢k mpx ek 84 o
o] A5 dA7tE YEpdh
2.5.5 2-F|F Aol eh-Z A E
2-F 5 Ao §h-E-5 FHr ek Al Ao st OW UEHRZ 43 2-d| s A e x4
S HPLCE A1 &8 uf, 2-F Ao gk &3S 4,25 ~ 5.75 mg/mLo|ojof &}, e wadd =
= O 2-HsAlleERER Y H 1 pLE FHote] VAl aErtEY Iy e A FEE
o), 2-l 5 Ao ek kS 3 pL/0.5 mL ©]&to]of g},
HeltE
pHS5 A&
ARIAIE R F pH SA W] m2w, pHE 3 7be 7|Fo A gtstelof st
2 S A SEEA Y
ARIAIE R F dal A g gl wpEn g FeFd S 7pke V) Fo] A ghsteoF gt
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Freeze—dried Live Attenuated Measles—Mumps—Rubella

Combined Vaccine
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EoopEs g9 Avteles, okEs faAgolsaY Artole s
28 FRets FAARAACG §AS A W AP drh

12

35 F70 Aol
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2.2 9
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2.2.2 ko] ¢ 25 o]
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o3t A wholelz RFole AN, o3} Fom AL AAs ], o]F Ao wi
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2.3.1 A ol g A9
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=500 mLol ARt @ ol4e dxAEMe s, od
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Ag T B
Hepatitis A Vaccine(Adsorbed, Inactivated)

1. Ho|
1.1 8%
of AA+= TAE 9 Al og} .
1.2 AA
of AA= E&stgt AY 9 wiolg ~(o]st "vpole et gt}) S ke Al A ot
2. M= " ARIIE
2.1 A8
2.1.1 vlo]g A~

Hlol gl 25 = HM175 5, CR326F 5, GBM F L& o|9} F%53 nlo]lg 23S AE&H, 7]
AEAH), e, FHEH, AY Fo g 7150 HEafof vy, NAAAFZ 2 ol w2
), olel g ato]of KPE} T3 FUMEe AdgEs 2R E o |

2.1.1.1 vlo] g 2Fo] 3t A&

Hpolf A= FuAlY, A wF A, vlolaEetavtR g d, o A,
‘l’\]fé, Hpol A A Y s 9o flus A wFo 5A4E A
1.2 A

nlo] B 2~ Hj ko] AlEE = MEFE MRC-5 F(o]st "Alx"eg gt}) 5 AlFo|ujAAE =
*—Vﬂ};—zr(contmuous cell line)E Ag&3ic}y, WA AAZFZ 2 o waw,
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o8 GA|gt.
2.4 B3}
vtolel 2~ GAlds EXFAHs| =g BEste & oA, Ao, o]F dHo R grh YA
7Rk )Foll At e s pHE AL, 2 ~ 8 Teol BHad &+ rh
Holto] gk A
3.1 txA| sz gel tigh A9
NAE AEZu]de] 25 % E= 500 mLol @t & ol s dRAEuge R o)
2.3.1.1 nfo]| ZE e 2np A A E
AWAIAY T wolZEZepanp R g AFA el waw oo #Falo]of g},
2.3.1.2 FdA ¥
AN EY T FHAIFEHA wEw, o] A stojof g
2.3.1.3 vz
[e]

k27 7H(14 ~ 21 Q) Bot dAnjFd oz A Al M EHoe] #AH A= oF Hr},



hyA
-

717ve] wpxuke] 80 % o]Ake] Al

e

1

s
gul

-

O A~
= o N oo = : : < 7T o o2
D an o) X ‘wl 0 X
S =T i o ° - = ) 4% = e
& Ew iy S < o ! S ® B
(==
o o 9 ek al 4 " o )
= B o < B
o roin R <0 jall K o " o}
& < o T ol g — o
g o =~ K = T ° g W 7
% Z o < ) ) al = 2 - =
5} —~ - ey . 3 Tl ) N
5 2 = L o - o « T -2 ®
> = ~ o TO - —_ N- or ANy
£ B om T © o <% o oF ol T Y A -
T2 oo Lo o Mﬂ r ¥ o e z S B
—— — vl )
s 732 N N T T T Yy Xy - D i B
= O .5 —= ~ o J o - N 2 3 B
5 =2 ' &3 o v o o 75 ) ! o) w2 =
L !
S 5 IS fo e i B o o8] n —; X7 5 ~
5~ & z N B s = A = A
— . A —_ . N X !
s F 5 T x 03 ¥ =z x E oz Egis T
g g = . v oz P o wT Eg @ Pow S By g
o ' — A o o (o) )
e G B s ek o . L v Tens -
227 i Il wooE T N 2%z mM ¥ ®eoVs =
=) = ol _ ; _ > o ol 0
2 = iy = ¥ F gl FET T GG (I
- ol X o =3 ot ! o o o7 X Tou = T °° R
5 . o o > T TN s W 5N 2w P
i - # B x0T o ® 2 o e EAIS %
SE = S R v s E® T .z gL =%
. 28 E o By R I BC = ° WD Mg O
T 0§ 2 s 7Y = e 5 Tw T L - B
o & 8 Ww = ,M| o B 2 - ] N %o oy my = ) <X @ ) Ton WT
? Sfz I Ze B T T @t % % = T wgdw 2
y SR Teme e, < 4 T <y TXTF 7 7T _ T AEPR L
S} R w w0 T ~ s Pl ;
M 5 brx ool Trpd Tpagg g F8 % BEH w, -@
< 9 o A A - - o R~ S BB 22 n
T 882 mwfifTa FHel & _ T ogWm m w TS AL
g2 E xelAmywm Fai: PFmIdm 0¥ = T mmb SLET
0 ‘_Jlﬂ — wn M a0} LLO ro— HT._ [oxal ﬁE —_ ,LUI DT ~ ﬁﬂ J:H < ﬂ'L " ‘:L s MW._ DT ANn ﬂw_ o O#O o R ﬂ
R = " Go [ m o = B m -~ L o rp— = do 1, — I =
NP 2f drzrnedsgzkde woweRdr TTagn w5t o2TaE
TP T E RATE L aRniTn mod AR T o 7z T W g
eH Y oy Prxaw ol T imIiel e IXFae® o le XM N BB N
= [ ) — -— iy _ — — ) —_— P = = _—
B 2s P RERETET mY e TR REWAWHﬂWw%iﬂ
O VAN = R e | e BN T I7 B e e ST B B e T IO e I R
o = S 53 g X B g T oW R o T o T = T o & T oo Gl o o2y ROV R - <
Tk wER e o wmI s ele i aege . wo L@ 9T W T | E
~ o © T B TR © e =T et et
[N [N [N QeI [N N [N N} [N RO N [N N
o~ ~

upo] e 2

9
y oA

Ho}

3ol of of

S

dFS 712 E 50 ng ©|

Gel diffusion

.



T/ Aot = & FFug/ml) / AG Y wkelE A (ug/mL)

&9l ohek(ng/mlL)e 2.33.7 ol
2 ELISA ¥4 A m&34
GBM F #A9 3$& 233
974 ~ 19.460]0]oF s},

>
A
o
oL
oot
e,
1%
oft
=
=]
2.
<z
5
c
~
—
o
S
=
o
fru
-
ol
ol
2
o
=]
2.

2.3.3.7 YA

2.3.4.5 ol m=m o] AH3lslo]of s},

2.3.3.8 High Performance Size Exclusion Chromatography(HPSEC) <=%A] S

2.3.3.9 Polyacryamide Gel Electrophoresis(PAGE

2.3.4
2.3.

= o

2.3.

B~

2.3.4.

2.3.4.

2.3.4.5 dAsFAF

2.4 #AFA

12
2
fu)
o

o
£*2
H
=
a2
>,

>
e}
g

o~
w
B
il
e
=
il"

A rfol e 2R FE S 468 ~ 293 pg/mLe %7F HEE 0.12 mol/L ¥3tUEFI
oz 2 v} A& Mg} HEY F HAES S A LEAAIAZeED

Holl meh Al

0.

o
[k o

i)

: TSK-GEL G4000PW(7.8 mm id x 30 cm)

© TSK-GEL GuardcolumnPW(7.8 mm id x 4 cm)
2012 mol/L fA3tJEEJAASZT A6 mM, pH 7.2)
: 0.32 mL/min

1 214 nm

AN o do o N

N st
jinss M offt FL\#
ol oX Up o o oW

- %

=<1
FN
2
{o
off
o Hl
i3
&
iy
g
o
o
fr
e
v
o
ot
2
o
2,
oX,
ol
1
Ho
X
>,
e
4
)
R}
Mo
2
>
£
o,
=
rr

o=
ot
)
2
ot
(o
3
[
g
ax
[
fru
4z
i
o
12
ofy
- 1o
do
0,
>
o

¢
ut

>
o
K=}
N

F xzxTFS 4AE 47 9F 889, 154 pug/mLe &
ohulol B L o] g3tel AVIGEHel ue AAT W, ¥
S DEEEA
ok

0 ulL¥ o}=
ol 4 749

N o

H

AN He

Z
I

—
Bl
el
>

e
=
>,
)
oz
oy
-
=Y

Aol w=rf olo] Hghato]of gt

EEAAEY wEy, AR e 10 EU/mL vRko]ojof Ft

£l
e
a
=
w
[\
[@))
o (i T ool met
o
oft Ve
> SN
i 9
os)
=
X
o
__)rl_/“
2
o
ol
£
>
i)
o
i

e

2 =
i
roh n-l_t

B~
S
v g
m {
.
;01 = oE
)
=T 2
‘ﬂ il
U mo
o i
fo ol
£ n
N
r_g‘ o4
o, o
K3 i
> 2
=
2 n
ol
4>
%o,
s

m -
S
&

9 e
N
S|
b o



& 7He

[}

L

)

7}

=
=

A

ol
=

o33 B EA

G

G

==
o
ki

ok 3%

&
1500 pg/mL ©]

[e)

g

e

upo] 2] 27h el ofof

7.
b,
sk,

i
k<)

1.
& et
& e

H o] E 80

ol of

k)
Rl

S 20=AdS 1.0 mL¥ Hol

=
=

shelof
3
3}

=

o
1.

% 8 (hemolysis tube)ell 7
°.

Fol o] of

s,
U]—E]—.
%3

)

3

bofof

°©

b,

°
pul

o

20,01, 02, 03, 04, 05= 1 mL

&fof of

[

1.

=]
o

& 7=l
Fof oF

o A%

]

158
=
o

&}

aol, 6 7ol &
7)

57}

A%

1

k)

to) 2411 do 2 A

b} 2412 Fo® thA

pul

1

.

k)

ol 6 units T gFo] o] ok

Fol 241
o o]

15
521_

}ef oF
Fod oF

ke]
o

°©

©

_'_?_

1.

ksl
H

é—:}_

9 e 300 ~ 1400 units/mL,

=
=

Z|
]

A

FA Al maw, o]
=
Aol w=m, pH

80o] e Al

=

Hot

pul

W ol E 80 &-aFA g
pH

I3
=]

k)

of wEw, ofd

of 2w, ofd

255 947 ¥
3]

A
1
I3}
=

[}

s

=T 25 H EDs

=
I3
I3

bo] of o

3}

=

3.8
214
3

©

3.7

=

A% MER ARF 5ol
-

kas
2.4.1.2 9778
2.5.1 pH
2.5.2 F-A
2.5.7
3.1 pH
3.2 -t Al

oo

to}

°
pul

of wW=m, 2-37

Fo] of of

<]

2=

k)
pil

% 4 EU/mL ©]

&fof of
F

tl]— S

kel

]
Zs|

3=

k)
pil

Hol| wp2w o]

3]

o
=4

B =EAG

=

e
Al EFE FFL 30 ~ 7.0 pL/mLo]o] ok

BEAZA 2-9] A0l

=

3.6 2-F| =A<

3.5 AHA|



3.7 X294 5| =8k
AuAEY T ZELUI =AY w2r], TELUSE FFL 100 ng/mL001 w/vo%) st
olojof skl F|7hke 7] Fol A Fatelok drt

3812 A1¥
o AdY F %4046}04 Al g gk},
(1) HM175 5 : #A FANE= 5 ol E dASA AL, &
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2.4.4 H2F Ax

B33 AZF A vpojeis Efdo] SelddAIgZ R e H2E stste] AEZFF Az vt
olgl s WAIZITE EAE wleleaEs YA E wolyaA FalS i AT AS
FAZ olo] AN AAE TFE, 2SHAYY B2 AF F WA AZvE LY
HE o]&3le SEEAZYFTRLHEES AAGY, o]F HRZFOoR Fr}
2.5 H|2Fo| digk A|g
2.5.1 SEldAZFREAHEE AN
AA et FdzTo® 100 mM SeEgddlIgZ R dH =0 1 10, 1 0 50 34 H), A&Fal
AFFEHANFRETHEL 2100, 1 2 150 1A 9) 2 SANETS 27 96 4 FeolEd ¥
MAAAFTUHEFEEN(pH 7.0002 2 wf SGASIAS AAGt 05 % HAETHES A &
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B33 AY 7+ nlolals R{dS oo E T LU= FoES AlASL ASFa
A v Z2E EFSTt ol & ASGEFAGOR FAAA, o]F HETANORE T
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2.1.1.1 npol g =Fo tigh Al F
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3 o] thgk A
2.3.1 tZ=AE aFe] dist Al g
AANE AEF] 5 % & 50 mL oo S tRAE sgoez o)
2.3.1.1 mfo]| I Z e} 2R G A1 E
ARWAI A T wholZZepant R G Al Aol waw oo A }atojol gt
2.3.1.2 A&
AVAIEY F FaAlg el w2, o] H§stofof gt
2.3.1.3 s iz
vl A7) 7H14Y o)) Bk dnFdor BF Al AEHo] IFFHAAAE ¢k " #AF
713ke] mpAubel] 80 % o]/l MEZE abol QlojoF i MERRolY FAA Axpel] o
WHAgo] gelEojA= <k Hrt
2.3.1.4 AEXFZAE



2.3

2.3

3.2
2.3
2

N}

2

FE3 0 [lactate dehydrogenase (LDH), phosphogluconate dehydrogenase (PGD),
glucose phosphate isomerase(GPI), nucleoside phosphorylase(NP), malate
dehydrogenase(MD)], & & 224 ¥ DNA Profiling' (STRAEW) S o2 olxojo} 3t}

1.5 S ARG
AAE A FHF(DsolwalAxE, ArdreiAlE 2 9A Axs AE) A, s=HT
S AAskaL, o]l A gkatoiof gt
1.6 E-F Aol AR A AT
w&7|to] dRE EAEE AT dgde Hrbsta WA
28 C)ellA 307 whd 5 A5 o, d5-FFo] delHolM =
Hpol & Ffrbol ek Al
2.1 QAP wpolef s Frolel]l gk A9

3.2.1.1 448

l
o0
3
psh
o
rfo
S
S

.3.2.2 o3 A wpol s Ffole gk Al
3.2.2.1 AdAF-GAF
AutA Y T AAFEAA G| wpEn oo #HgHslo]ol Fhu},
:3.2.2.2 vio] AFepmb R G A ¢
AVAIE Y F wlo]ZE e ant A d ol w2 o]o] g sfo]of gt}
.3.2.2.3 P AAFZ A E
AZFHF (Dol FAHAE, AHEFAAE L BN Azg AX) A, TEHTAE
A AEaL, olel A jtatefof gkt
AHel gk A
3.1 A g RAgAE
ARAIEY T AFFAAA G 2w ofo HFstoof gtk thnk of 3 wie]y
FHoe Agoz giAg + gk
3.2 mlo]ZE e ut G Al E
AWA Y F vlolZESanFAAI G ol w2 oo Hgslejok gt} thyh of ¥ A
ojg 2 H-FHe] AlFoR AT = Utk

Al

AAPE whol & Fp o} His ofat A wholY s Ffofol M T A A & 5 vk

3.3.5.1 BERHFANE
2.3.3.5.1.1 A& -2 FA1E
As 15~20 g © vb¢2 10 »kg] o] el wmig
mL & = ol Ztz FAbsta 21 G #AFES oju] 59 80 % o] o] abobyd
of gt}
2.3.3.5.1.2 Qo= H A
2 271 o] de] o] H(EH)NA doj AF 24 A7k o
o] mhg] & 01 mL & 27 Wel, 001 mL & ¥ Wl 22 FAsta 14 4947 #
ghoh, ol o= FEOIAE LA wpole o] o 7k
°] 80 % o]e] aeltolef dht,

.3.3.5.2 AEAFHEAY

ox X

oft

o
o
o
b
a2
b
rr
rO
1
P
offt

i

A& 05 mLE 57 Wiel, 0.03



o

o

dsolgelAlE, A Al

=
=

A A

g},

3
50 mL ©°]d<S F

2.3.3.6 FFAEF-AA

Ho

~

oF
il

o]
G
~~

Hlo

]
Jaal

W
X
ot

—_
fife)

il

cel

fite)

e

o, =% AxE7t o

i3
=

il
E

o}

o

B
P

™
;ATY

ol A= <k

1
=

3lo
5]

=z

&
o wew, upol# sz}

1A]

R

2.3.3.7

g},

315 o of

3}
o}

i

3.6

|
0

o
Mo
N

ol
N
el
T
o

o
N
il

o
o

25 HFT A o

oo

2.5.1 T+t A

g},

& of

Ho

3.1 pH5AEAE

ool

b

3.2

s,

A g ah ol o

Aol wE, oo

N

Ton

R
2
I

N

—~
o

el

ELISA

ks
p8A

bolojof g},

2 7]F0 7 065 ug ©l%

3}
=

H}o] &) ~

FEe

3}
=

Tl
_Z#O
KA
__.OL
NR
B

MRC-5 A

A= 3 Aol 4

S % kel
T2 =

w

folm

™~

B
_EH

ol

B

o AAs HF

B DY E

How A

Ao

MRC-5 AlxE

} 12 Coomassie Brilliant

R-250 A]

ool

Al

3.6 &

1oH

3.6.1 =34

o~ =
T=

Hato] Eepa

o)
o
o

I

o #x

Ea

| Al






g

Whole Blood

—

KO
\.mo

sy,

Tad, ol

o] A A=

1.2 AA

=
;o

e

B

A

o] AlA

el

H

—

O

el
2

o7
ZO
~o
NG

ZO

o

R

H

il

o
=
e

!

g},

2.1 A=

2.1.1 AtEE A

20 ~ 24 ColA B

L
R

AA A zgA -

2.1.2 A El

~ | o0 b0 0 o o
dlesaeseg
TLI8 v B D
a s o
[al)
S
b0 o0 b0 W
o TSI
7| Vg
CD12322
e
| o0 oo oo
T | N oo b~
I
2477 =
]
N
| o0 o0 oo
T o o v
TS S
ZLH TS
]
N
T
X
olo Mo
S .
e P I
] 4
o=
HEW%E%H
B! <
Y

%

=3
0

N

H

ol

|
=

ol 1000 mLE W&o

Z 7}9

= = >~
‘%"5‘!‘!"!‘

]_

100 mLol t}

A

==
T

el
i)

o

)

B

el A2 15 mL, BH2 25 mL, C

S

N

eyl

3
il

14 mLZ 3t}

7+

3
=

A

]

=
=

2.2.1 pH

A 9 B2 45 ~ 55 C % DA 54 ~ 58°]9]

pHEA Wl w=m, pHE

=
K3

@

A

G

O

]

o

o

0

gt

0.13 w/v%o]ofof

+

D& 2,63

£ 0.07 w/v%, C %

ole 1.32

B

+

0.04 w/v%, BH-2 0.48

sk,

0.02 w/v%o]o] ok

DAL (032 +

=1
=

0.02 w/v%, C
2.2.4 FaA3

g},

A g ah ol o

A el wEw, o

oo

ok opek A A 15 mL,

ki3

A gho] of

BAE 25 ml, C 2@ DHE 14 mLel g2 95 100 mLA 7}

1

2.2.6 oft

s}, o

of wtEm oldld FFHS 0247 ~ 0.303 mg/mLeo]o]ok

T

g

s

3



o

Fok ok C % Dol

3|
<

o]o] of

245 + 012 w/v%, BA2 147 + 0.07

w/v%, CH& 255 + 013 w/v%, D2 319 + 0.16 w/v%o]o]of

3|
<

1o},

Ho

3.1 A8

o= 1 7 MeR A

]
A

200 70 &9l 2

ol

L
R

A}

Wl o A

ZFe 10 mL, 1
ojmf ALT AAFelA FAZ AMFE 2 A A=A

Mo

g A

Fob TRk, ol

ks
p8l

ko] of

R
L

sk,

2 70, viAo] HELS 5 mLA 2 M=

&

.
3.2 SHAH

L, WA 5ol ol g Uehiol A ok Wtk

5. 7IE}

:AO
,.mo

(1) AA <]

o
oo

=29k A

(4) Alx=W

(5) A%

N

o
oF

TH

=0

o
oo

R
oo

5%

=i}
=

(7) REA

Ho

-
Ho
XY

alil
W

A7t

(8)

(1) AdAdd

Ak
¥

w7

@—E]—/’-E—

be 8g 7178 Aol

S|

(5) "m= -4



AR g BF
Fresh Liquid Plasma
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Fresh Frozen Plasma
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Freeze-dried Concentrated Human Blood Coagulation Factor VII
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Freeze—dried Human Blood Coagulation Factor VII:C

o

8

o] AlAlE "HZx FIC @234 A Aty dH&a AVIECA AL, & gt

A A

o] E RQIAE AAT A F Fo A& AVILC
ok EAE 7HE o HFAA R €t

Y AI”IE
A=
1.1 9=8%
A T4 % e AR Ade] URlow Algl @RS F8 545k, ol dsdHoR
st AEEGS Ade YPoR gajste] Agsrt
2.1.1.1 d5d3d g A9
GANAAZF= 3 ol w2 o]of HF}stoiof gt}

A sAAES] 74
A5G S dAEgste] 4 AAES Ro} FAS L

2.2 vtoly 2~ &3}
SANHAES AFFT S dAdEgsr dsdS AP A Ag de] 1 %
octoxynol 9(Triton X-100)3} 0.3 % tri-(n-butyl) phosphate(TNBP)& #H7}slo] ulolg| A&
B2zl

2.3 A
vlolel 2~ &3} S whg-s [ wlolgls SAS] vk GEFEFAE ol &3 Wzl
A A EvE 2 ZH (anti-Factor VI:C IgG Sepharose CL2B ZA3g wlEZg 22 A9z Z=)
o7 AAs} AAE &E5HES Q-Sepharose AEUIETIHY ZyPoR BFES A A
NS5 AVICRIA(o]3F "AVII A 2t ghehE dhfrate 28-S Ko, o]F dgiLo= gt}

ol g A E

of g A3

1 I EEAAY = dEEAAY
2.3.1.1.1 2IAHEEAAE
3.4 o] 2w o]o] A gslojof sk}, oint HAFS 7] 1 kg T 30 HHE 3o}

2.3.1.1.2 dE=EAAH
AN GY F AEEAAFW whEm, AEEA FFS 016 EU/HS olstolojof
sk o, AAGe] A3 G4 A1ES FOEA 20T ool BAHBANES
2 § g,

2.3.1.2 Hpo] Y A FAAAF
23121 BI79%d
312 ol wzm, ojo] #33leiof i
2.3.1.2.2 Anti-HIV 1/2

SRR BE

HIV 1/2 @Al diste] ELISA L= o9 w53 oz AP uf, F4dolojof 3
o
2.3.1.2.3 HCV

HCVel ti3sle] NAT(nucleic acid amplification techniques)& Al-&38to] A& uf,

oo



gololof @t thil, lmd el HOVel tiete] NATE i@ 249 Aka & 9

s 34 o, 100 CFU/mL o]gte]ofof o,

7h= 20 ©91/g ol/dololoF Fhtt.

oJ
|
2.3.2 vlolg]x~ E&3lolo] )3k A

2

2.3.2.1 AAFSHAE

A4S 248 o, 50 CFU/mL ©]&fo]o]oF ghr},
2.3.2.2 TNBP 8+A1H

NNAAZEDYZHS o] Esle] F4T u, TNBP &2 027 ~ 0.33 %olofof o},
2.3.2.3 Triton X-100 3+&A|3

ol gtARuE g o]t} HPLCE o] &3t FA3 o, Triton X-100 32 0.9 ~

1.1 %o°] oo} gttt

il

2.4 HEU

AVIJIA @8 2S AdstA sl sto] A7tE At Fatoldsto], o] HFAHem I}

gre A
2.5 AF AN 3 A
251 ¥ AIE

ARAIAY T FaAE el w2w, o]o] Zgtstofof gt
&

25.2 J7IA 3

Ae g EAG R @,

rlr

3.10 Foll wtEw, ofo] A gtstofof vt virt, A7}t

25.3 TNBP @A 3

2.5.4 Triton X-100 &= d

3.3

34

3.5

3.6

3.7

A AR E I ZH S o] &ete] =T w, TNBP &S 18 ng/w$] o]sto]ojof &t}
3
olewFIARuE 1=
21 olslolofof st}

Holy HPLCE o] &3ty &4d& o, Triton X-100 =2 50 ng/%

AW A EY F pHSA Wl w21, pHE 6.8 ~ 7.40]oof 3t}

ol kA 9

AWFAIAY T A gy (Dol w=m, gl $heEd 80 ~ 125 mg/mLo]o]oF g},
FA g

AWAI A F FaA el w2w, o]d A 3}Fslo]of gty

TG EAA Y

AWAIAY T HAAEAAEHA wEr, ofd AH3tstolof vt ot HAFS E7 1 kg T
50 @912 3

AFA|

FEEAE

AWAIAY T FFESAH w2, EEs 2 % o|sto]ofof g},

EETHAAE

mL & 3 @97t HEF 09 % dfHEFA AR A HAE 2 iy A% GA s At A
Azl F=ugdth AlY A5 09 % FdSHEFAINCR 3 3] AHE 5, A §dow
5 vol% FfFrdom wrso] HAs| A Ao 747t Uk Frbg vhete] Z et gAs 37
CollA 30 &3k ¥h3A1Z1 3 09 % AHEFA AR 3 3] At AdE e Ay 2
2EUS 7Fete] 30 & FF A F S -7 E dAvdor #EIY BE AHETE
gote] HFZE AlFgS AAet. 3 99/ mL7t HEE Mg AT 1 6404 SHEES Ko



3.8

3.9

3.10

3.11

>
2
182 o
My

i)
2o
[

2E5U-GIHA

AIFEEU-G FAE PBSETA(pH 7.2)00 25ng/mLE 5A]ste] wlo]a R Fe o] E
100 LA 7hgk 3 37 CollA 2 AF 52t - AZIHH 0.05 % Tween 205 XZ3Hehe
PBS/Tween) 2.2 3 3] A23 & 1 % BSAE X393t PBSSE 150 s 713)¢]
30 w3 REEAIZITE vhAl 3 3] AlFE § WA HCA FEE fAEH oF 16 AZE
AFE 1 AIZE Aol 0.05 mol/L oW thE, 40 mM Fa2%, 40 % ez T 4
d GRS XshE pH 649 &l Ao s x FLC SEE3A GA Ay
£33 ¥, o]5 FFF(anti-Factor VI:C ©F &8s Aoz sy #
2.5, 31.25, 15.6, 7.8, 3.9, 1.95, 098 ng/mL &%=7 3|
MBS FAFAo R s} AAE AP AF 1 AZE

27k mE, Ao @ FARAL A48 Lo 100 yL
Z

[~ 2
jaiil

ot
~ {o
o,

N

ol g

o
of

[e)

]

-
o 2

S

/
1=

w
]
(@)
=2
R

2
of
,

1 % Al

o5

K
2 o

@
S
>

o2
flo oo

[o N

Qoo g e O
o = ;
1%

2
=l o
o
oo
_OL
2
[®))
U
=2
oo
:<I)L_"
o,
ofj

QL
K
F

N
o
o

o
fr
o
2
bV

N
N
rot
ot
RANN)

2

=]
N,
o,
o =
o [~
=)
Ho ol
[~ r

b
Dy
%
3
=

N oo g% 12 @ N et © o
b
FN
oo 12 R

>,
N
N,
offt
o
>,

=]
405 nmolA &
A vpe2
§) ol ko] of o}

ERRL
A % REF(H7FEE )
g%" 0.1 mLQ]r ?‘X]XE], ﬁa_ =]
Ao 0.025 mol/L A3-ZdEA Y

80 ~ 120 %o]ojok 3t}

] (R
Nl
2,
ol

g ol oo MU S

d
£ e M

oo 18 T i
N
EO

o
4

,
)

>
oot

W, 5 % ool $43 §alsolof B}

ofh

N

B\ 25
T

oot

(o,

e

ol

>

12 o2
ol
L
&2
rlr
o,
o
oft
ol
ot
ok
L
o
fr
>,

o

[ Hz

(B oy
ofo
2
fru
ofo
ol
et

. 7|E}
ANAFH 7. 871 2 2] ®A o wpE)



Factor VII Inhibitor Bypassing Activity Complex
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