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GOBIK Aqueous Suspension Syringes

2. BEETELE (FHEEEZRZT 3 EPELETLEVE)

2.1 WS BRERERELTWDHE

2.2 BELAMERIP P> TWE I LBHL I LH

23RO FICEoTTF T4 TF VR L
Wb EBY S RH

2.4 LRI 2 HE 03D, PHIHEZT) 2 L 0AHE
BRREIHHH

SEOBERUHER - MR

3.1 BEOBE
HHEXHE THE CRER) ORELMERBEE. KL
<Y YT LRI MR Awme. Y77
7 W (Park-Williams No.8 #k) K U455 B4 (Harvard #£)
ORBEAWHOHHR Y TNETIFEREZ, A< T
MHEL L2 N F VA M. KO Verofille (77043
R OV R LA TR S 275588 4
ANV (E=¥ ¥ ZHEE Fr<) Y TRIEL
L7z A VAIZDONWT, TNENREREL HD 5
O TNVI = AW ESE D, T A V70
IR b AL (PBCC 197 ¥k) OXEFE#L & ks L
TREEERTHLRYV YRV E =) VI
(PRP) D HAEELAAY THEIZ, V77 ) THOLE
HFk (Corynebacterium diphtheriaeC7 (f 197) /
pPX3520) X VA X, UL - AR L oM EA R Y
77 7H% (CRM,y,) &St 5d. &AL, oh
5ABEREICHE L, BRAELLABEOWRAITH S,
B, AHEEETHECTY Y oSLHKES (A3
B, AFXAINZ, RNV, T2 MNTVT I VKRG
) OIRERE S (E—T7 =4 v 72— ay),
JElE. A AHERE (RRTEARIRD . . I 2k
s (g 77 ORISR OS2 LT F o),
M RE T (NI V), THHEES (b Ty o,
Ry LTF V) KO HEES () LT
Wb,

3.2 R

AHNE, 05mL FICKRDES ZEET bo

W 58 &4 | =Yy 7 RMEEEY ) v

HHEZWOBEPLE 4 BALDL -

VITFIVT MEFVA R 10LfEY

WE N ¥V 4 K 06LfEY
ANEALARY A7 4V 2 15 (Sabin #&) 1.5DU 2

N RIEALH Y 42 4L 2 2 8 (Sabin #) 50DU =2

ANELARY A7 4 VA 3B (Sabin k) 50DU #2

A V7 IWVI VR b B ) THE -CRM,o; &6

K V) a0 s LT 10ug

V) UEARFET MU AR 090mg DL
Y UEETKFEF MY LKW 052mg DUT
Witk b4 383mg T

Wl

KEEALF b w2 R

WAL7 VI =9 A (D) AR (7 =7 235H)
0.08mg

KBRALT NV I=Z 270 (T = 2815]) 002mg
R Y GRVATVFe R 002mg
I MBS MY A 00175mg

M199 §q#th  05mg

7 1) Lf: Limit of flocculation (GREREWILEEEIZL D
ME L PF VA FEOHA)

7 2) DU : D HUE AL
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pH 58 ~74
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5.1 KHITIZ. bRIUSN DA ¥ 7V U HFHIC & 2B
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W,

5.2 K#HNE, 4 ¥ 7NV UHH b ANC X 2 I EYYE. JFICR
BV RYeE (B, WolE, g, BIfidk, e
PSR, MR K MRS &) 1SR 5 2 T RiRh R AT
fFc& %,
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9.1.4 BERICREFRLOZHP LI TV BIERVERE
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9. 1.5 FFDHEMHLTPZLILX—%E2ETEHHZThDH

E

(B ETE)
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HHE (ERREHE XY 77U THEEAGELRY
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A F T o N —ERERE SVERCE RN B A AT
WTHE SN TWD, 72, H¥E ([ Y7V U HH
b A+ THE -CRM,; S 5K T 75 ) IZBWT, |
REEREIWFE TRV, £ 2 - NL—IEBEBEOHE
RSN B Do B AAOEKRREC B D i
0,



17. ERPRELHE

17.1 FHMRVRLMICET 53R

17.1.1

ENEIHEHR (R TERE) Y
A 2 20 H BL 1 43 2 H il o e HEFL K JE 267 51
(ARHIBE 133 B, *FIRBE 134 1) 2 K12, F-4l
HERREEZ T L 720 ARFIBEIIAH] 05mL % &l
408 (FEEEE LT3 ~8HOMET3 M, ¥
[ SRR T 1% 6 ~ 13 2 H ORI EnseE & LT 1
). Bz TS L7z xR Ib MR g 0 ¢
&V 770 THBEARTELRY F (L—¥ )
BT 7F v ROEERATT A VAT 25
(B b % £ FiiAR) % Z2h2h 05mL, &t
418 (@b s LT3~ 8HEM DM T3 M,
W EIER T 16 ~ 13 2 H O BhmsasE & L
T1IE), B FICHME L 720 0Ial Sk Jz OB
FERIC BT D ARHBE L O IE#E O Hib ™Y (PRP).
HHEE (PT. FHA). Y779 7aEE, B
FEROGFEHER)ILT YA NVA (B—E U8k 1T
2/, 3T \Zxbd B HUARPR A B ONRAT E H 4
ZFED EBY THo 7.
FEFHMEE TH 2 WHEEHD 1 ug/mL Y Lo
Hib (PRP) x5 2 Hufkfia=, HHEE (PT.
FHA), Y77 7a#, Wl E R L 0§58 R
VAT A NVA (=Y Ufk: 18, 28, 37) |2
B PUREARICB VT, WS HRHIE
ENIEL ORI HLAEED A58 S h, ARHBE
DOFFIREZ T % IEHMEDHGE S 7z,
B, PUMEA R L IZ DT OPURE YLD E
WCELMBREDEEDZ L TH D,
Hib (PRP) : = 1 pg/mL ? 9
HHEE (PT) : = 100EU/mL Y
HHE& (FHA) : = 100EU/mL ¥
Y75 7#HFE = 011U/mL Y
Wi EES - = 0011U/mL ©
FHmE)FTANA (B—E k) 18 :
FHEEY A NR (B—Y Ufk) 28
FHEYF YA NR (B—Y U4k) 3HL
1) Hb: A7)V y¥FKE b Al
¥ 2) JEHVED R - PURPEA I 20095 %
CIO FIRMEA-10% = a5, B, Pk
A BRASARFINBE & 5t HRBE O W31 $100% T
Ho 72 PE, B5%CHIE M, LA
RENT LT B,

=857
=857
=857

Pl
n SAFIGHURAL | BUAPRA % (95%CI)
A (X RRE | AHUBE | 1 B (AR P HRRE BE 22
1000 | 887 | 113
Hib(PRP) | 133 | 133 231171 . 6/17nL 73 | (821, | (41,
HEMLAMET 1600 | 935) | 185)
FHES | oo | q | 15530 | 20024 (19070? (1570;’ 00
(PT) EU/mL|EU/mL 1000 | 1000) (=)
FHEE | | a0 5648 | 8524 (1907O§ 39070;0? 00
(FHA) EU/mL|EU/mL 1000) | 1000) (=)
i 992 | 985 | 08
7

777 s | 1ss u}ﬁL u}ﬁL (959, | (947, | (-47,
e 1000) | 998) | 62)
1000 | 992 | 08
Wt | 133 | 133 Ig‘/ﬁ Ig}fL 973, (959, | (-45,
100.0) | 1000) | 6.0)

FEEDES 100.0 | 100.0
AVA (- 131 | 132 6?;?_‘0 6?3_‘0 972, | (972, (0;0)

Cokk) f 1R " " 1100.0) | 100.0)

IS
n SEIIHURL | FoRARA % (95%C)
RAIRE [RHIRE| AFVBE | SOh I (AR RE o AR [BE R 52
FE R 100.0 | 100.0
1 (o= | 13 |1 | 204 T @72, | or2, (0;0)
Cobg) oM " " 1100.0) | 100.0)
FHEEY 100.0 | 100.0
LW (€= 131 | 132 17119'0 20115'1 (972, | (972, (O;O)
Uok) 13M " " 1100.0) | 100.0)
SBINSEIE
n BTPIGHRA | HokARA % (95%C1)
RFIRE (PIERE| AR | APHATE | AKITE | APHETE
100.0 985
Hib(PRP) | 132 | 132 5?'5L 3;"2L (97.2, (9456,
HE/ MU 6 0) 99.8)
HHE& 20005 | 27062 | 1000 1000
PT) 182 182 |0 e ] 072, (972,
100.0) 100.0)
HHEX 132 | 132 | 14473 | 22134 (19070'20 (19070;
(FHA) EU/mL|EU/mL 1000) 1000)
VIS T 977 | 896 1000 1000
B 132|132 | o (97.2, (97.2,
s 100.0) | 100.0)
100.0 992
R | 131 | 132 Hﬂ?ﬁi IgfffL 972, | (959,
100.0) 100.0)
FHEEY 100.0 100.0
ANVA (=131 | 132 2512;1'1 26112'9 (97.2, (97.2,
Uk 1M " " 100.0) 100.0)
e IR 100.0 100.0
ANV (k=131 | 132 8812;'9 75113'1 (972, (972,
k) 2R " " 100.0) 100.0)
wHEEY + 100.0 100.0
AVA (=131 | 132 64?3'2 7353'0 (972, (972,
k) 3 M " " 100.0) 100.0)

ARHN O BB 91.7% (122 1) (238D H iz,
ZF0H L, FEHBMOTELEKIGE LT, 3K
AIT789% (105 B1). A2 466% (62 61). MMk
A330.1% (40%1), HEHAT135% (18 1) 278D
LNz O FELRBIGIEIER (375CLE)
A579% (77 61). T Z F IO BRI E S
271% (36 f1). MHRIEA 24.1% (32 61), B X A%
233% (31 H1). AIRIEAT135% (18 Bl). FAHKIK
BAS135% (18 Bl) 1278 b7z, AN O
FHEFIUTOEBY THo 7o

BB O FEBLEIE (%] GEBLEIED

1 H 210 H 3 H 41 H

(n=133) | (n=133) | (n=133) | (n=132)
ESFERALALEE | 331 (44) | 519 (69) | 534 (71) | 515 (68)
SRR | 113 (15) | 27.1 (36) | 233 (31) | 265 (35)
TG AR 53 (7) | 165 (22) | 60 (8) | 129 (17)
TS ER AL 53 (7) | 68 (9 | 38 (B) | 68 (9)
FE B 256 (34) | 39.1 (52) | 29.3 (39) | 22.7 (30)
Z);ﬂzgﬁﬁ@f& 68 (9) | 188 (25) | 83 (11) | 76 (10)
S I 105 (14) | 135 (18) | 60 (8) | 6.1 (8)
& 83 (11) | 143 (19) | 75 (10) | 53 (7)
ANHE 68 (9) | 68 (9 | 38 (5 15 (2)
LTRRIOR 75 (10) | 75 (10) | 08 (1) | 38 (5)

17.1.2 ENEIHEAR (BRANER) ©

Atk 2 70 B BLE 43 % H A o f& BEFLE) 2 33 61
ZX G, AH05mL % EH4 B (FIERE L L



T3~8HDOMMT3 M, WM GEEETHO6~
1372 A BmeeE s LT 1m), fRmNIcHE
B 720 #0501 J OB NSeIE 12 B4 5 Hib
(PRP). HHE X (PT. FHA). Y75V 7HE.
Wil AFHEE L OEER) T A VA (=¥ U
LR 281, 3R 1S3t 2 BUIRERAT 26 L O
BYRTZUTOEBY Tho 7.

W S 1 BN
4 Az
st | S| s | 2
"o (95%CD) | .. "o (95%CD) | L.
PUARAl HUARA
970 100.0
Hib(PRP) | 33| (842 | °° |33| (s0a | 289
909) |M&/mL 1000) |“&/mL
FHES |, %ggz 12808 | ,, ggz 173.17
(PT) 1000, |[EU/mL 1000, |EU/mL
HHES |, (981% 5364 | Eggff 114.19
(FHA) 99.9) EU/mL 1000) EU/mL
SIFY T 939 108 10001 965
. 33| (198 |0 |33] 694 |7
e 99.3) 100.0)
100.0 100.0
M| 33| (894, an?fZL 33| (894, nlj?i?L
100.0) 100.0)
WEEY A 100.0 100.0
AWA (k]33] (894, 5?),1&'1 33| (894, 161‘;2'7
Cotk) 18 100.0) " 100.0) "
e 100.0 100.0
AV (e—|33] (894, 1511,?'3 33| (894, 89113‘0
Vo) 2B 100.0) " 100.0) "
D 100.0 100.0
AWA(£—]33] (894, 121%(_"2 33| (894, 501_2?‘6
Vo) 3% 100.0) " 100.0) "
BRI 2 939% (BL61) 12RO SN, 20D
By BRI OB G & L CALHEAS485% (16
Bl). WEAT121% (460). FEIEAT9.1% (3M).
FEREDT30% (LB 12380 5N ORI
R (375CLLE) A5727% (24 61). BIE
JEAT303% (10 1), 7 % 55242% (8B, AIE
JEAS152% (5 BI). 72 F v A% O 5 RIS
121% (480), SREGEAT91% (3H1) 1230 5
Nz, BEEENORRAGEIUTOLB) T
Ho712
PRI ORHEE (%] CGEBHR)
1mWE | 2mH | 3mBE | 4mH
(n=33) (n=33) (n=33) (n=33)
WHHRAALEE | 91 (3) | 152 (5) | 333 (11) | 182 (6)
HErEmaEs | 00 0 | 00 0 | 913 | 30
maraEE | 30 ) | 61 @ | 00 0 | 00 (0
PR | 00 (0) | 00 (0) | 00 (0) | 30 (1)
Foh 333 (11) | 424 (14) | 152 (5) | 364 (12)
IR 121 4) |182 6) | 30 (1) | 91 (3)
X 152 5) |152 (5) | 61 (2) | 61 (2)
RHEAE 913 | 30 | 30 | 30
75 F
- 91 (3 | 913 | 61 @ | 30 (D
FLRRIOR 61 (2 | 30 | 00 © | 00 (0
18. Exhskm
18.1 fEF#R

AR OFMIE, GHEE, Y7797, BERL AN

VB DB IFCR S5 B Ik 2 B L, % %
ORIEETYF B0 F1on ARBMIZ L > THES R
B PRP Hifkld, Hib ORAEERIHET 52 & TH
PR AARPAL L ORI L RSB RS & S %
18. 2 RAEMHR L BREEL AL
FH S 5 R, RN o WAL i
TH PT Hifk R O FHA Bifk & ELISA #12 X 0 i
L7zfRa 6, mipifk e 1247 < &b 10EU (ELISA
HAL) /mL LA AISAEAE S R Lo & 2 Hiedi s
HoY. Y770 TIHT B 5@, 011U (K
D /mL OB GLH) AHETRE L ¥
2HRTVS Vo BAEHISHT 5 RIER R, 001U/
mL OHEE Ho) AHAETIE LV EF 2 BRT
VB V. APEREBIRITHT BRI, K o+
AN 1 8L 2 B 3 BNIH$ 2 R AIPUAliDsE 2
N8 LBELEZ HNTWS 7, Hib IZB L Tid,
SHEICHD AL Hib e OS2 X 0 | Hib I
el ) IS BT PRP FARA (i MR~
V) 13 015ug/mL T D, S OBIT B BI A
PRP Hifkfli (EMEHBFHL ~ V) 1% 1 pg/mL T2
EEZEZHLNTWVS DY,
20. BRIV EDEE
SV B L TIRAFT 5 2 &
21, ERA&H
BEHEM ) A 7 A & D by WY 5 T &
22. @k
Y rY 05mL 14

23. EEXH

1) BK1310 DRI 20 G & L 7oWarny ik RN B :
202343 H 27 H. CTD2.7.6.2)

2) World Health Organization.: Wkly Epidemiol Rec. 2006:81
(47) :445-52

3) Kathy H, et al.:] infect Dis. 1983;147(6) :1100

4) . UNERZIE. 1990:53(10) 12275-81

5) JEATHB A R RLIESERR, (2. PE 15 4EE (2003
ARRE) RYUETAT AR At . 2004:162-75

6) JEA T A R R AR GSE R, 12 PR 20 4EEE (2008
L) EAYERAT T IIER AR RS, 2011:217-32

7) Bull World Health Organ. 1996;74(3) :253-68

8) BK1310 DEFEFLLE & kG & L 7= N G-kl KERAE
HH:20234 3 H 27 H. CTD2.7.6.3)

9) WRWR, T2 HIEMBAEWBR# TASR). 2013:
34 1 190-91

24. XBFEKRERCEVEDESE
ML= RERA ST (T oMy & —
T 541-8505 KBl Hr e X BT 3-2-10
G 0120-753-280

25. fREgfefT LOERE
AHNGORBHGH OR G & 7 5 2 CEATFEAERIE) o
26. BOEHRTTEES
26. 1 &LEMRET

DG iz BRA I EMIRIA RS
/N ®m)8ssshErnmT B1%705

26. 2 BR5ET
%
26.3 7’OF— 3 12K
7 74—k &t
PR X AR 4 K 3-22-7

HiA=EREHRASHT

KRR RXEEA3-2-10



[Z—VY v 7 KBEETY) v o]
ORI T 23982 HET 5. B8, o <fgick < FHAE >

D W ST A AR =T LR Z I B O FIHHT 5.
IO & D % A BT, MR IE R L BT
@97 F V4, W GEALE) | WEE. AR H .

TR, r—AZHEL, TVAY—BHROBET A VL ED 5

<Y EFIEEDT, Q®T2
@) v INikEDOFATOW S D EFEHRPL YY) Y IR B
e Az
MTTyVr—my F (LT &b THEEIZEE LR LS Ll
cr T1/3085%

MR WIR L, WE LR, Ah, RYORA, Tofiok < WA >

KT Ty Ix =0y FRRATORCDHREST 22 L. 1 ekl OF A AT, 1 A B, F 0% RS
% 7 S AP O M TS 2R L AT 5,

e AR VN

PSR M7 o Cld, LGk - BRSO WA T 2 720 T

ROMIEET 52 &y

SRR AN A ST, MR M. BSEONKTH
MU L v 5. BB L Ol 28R % e
;a):}:om

ARG A B B &

RS A RIA L E X OO T2 MO A SR
BUEE LIS EIRE, SRR TN 2 2 ks

O 1111

ORI > THEY Y ¥ IO
K 2T TR WE I LTRNITK
L. BEICT 5,

®Y) IR Y, Yy v
VIRkEETIELE, YU Y UN
DEIE LI HED B,

KEERET

SHEILER
(FhR1/3)

AL

®Y) v IEBMICAELTHDLF Y ®
FvIFvv TSNV

TEX YT TNNEZFO TS /] . SHAIKEEZE
KHTWBF v TEvy TEI 9='y7=\=1v-y7 KEEFISHAIED
YHIZHR->TORY LD, (“;jw_mg
XF v TExy TRWUD I L8 7IT5— © mirrs2
REBICHT 22 L, EABHRE
=A8h
OOTHELZEREZ VT -0y @ SRBRRE
T F Ty — R Y 2 Lk
AEEET Do
TR F 5T CICREEENT
WABZERERTHI L, v O &3
H %
FZRE { i
OEHEH AL LB T, 7T W:if:i
Vry—uy FEWoL WL TY Rl
)Y VHNORAEREEICKE, T PN
TV x—=Abyx— {ILT —
WOTAER) #AKO LB Hw Eﬁ, 1) PR OBAETIAL & AN RSt DR S
BICEDEBHELT o Efbfae i WG | BERZSORS (mm)
LI e .
(1 B Ai) PN ;AR ERAY 16*1-25
e PN AR RN 25-32
=L 16-25
3Ll =S gLk 16-25

*1 FANOFLE (E#K2 A5 6 2/, n=154) ORFEDOT—5 *2Tid, FLIEOKRETIT
MEIZ BT A SHWICEREL S T TORZE, 26mm LY HCRINE T L, T/,
KE»SHEE CORSIE, ZFIT 16mm K TH b AW SNz, LzassT, &
DR BT B0 S, HANERO T ECE > THA ICRFE S e TR s 40w
(B0 AP U CHeRi 3 255121, 16mm OS2 T 5% L),
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