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12 A Fitimip 7082 26 7038 354 92.9 (89.4; 95.4)
6 A FrE g 7182 35 7137 588 94.3 (92.0; 96.1)
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TVCRAt: A Bt 5466 3 5452 44 93.2 (78.9;98.7)
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eyl 13/837 (150:064) 21211 6571192 (63: 60.)
6M PI
AR
HPV-31 65.8% 79%
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EINTAC 816 99.5 9
#1224 H 793 99.7 :
H2uH 755 99.9 1587.7 (1484.8; 1697.7)
#3641 H 759 100 1281.7 (1198.3; 1370,9)
H481 A 746 100 1174.3 (1096.1; 1258.0)
$L HPV-18 ELISA® (EL.U./ml)
FINAC 879 99.4 4682.9 (4388.8; 4996.7)
®12MH 853 100 1514.7 (1422.3; 1613.0)
#2471 H 810 99.9 702.2 (655.2; 752.6)
$36MH 817 100 538.1 (502.0; 576.8)
F48NH 806 99.8 476.2 (443.2; 511.6)
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o PHME: BB B s (X FHHPV-165 Ak FIHHPV- 184 %, 75 4% B k4 s 1 S AR 40 5
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(95%CI: 344.0; 508.6) F1242.6 (95%CIL: 199.3; 295.2) , w THRERBYE
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BHES P

(2) FOEL R ET 5

TEHPV-0128 92 b, i 5 874 B i (EMENERFINA) BT
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R 8 10~14 3 5 1525 B &85 74 H GBI LR CATP S B AR )

10~14% Lt 15-258 4k
Butk 7% P
i GMT "EL.U./mI L% BH GMT "EL.U./ml o g
N (95% CID) MR N (95% CI) %
172725 7438.9
HEVIE B9 coenins, 1omins W' HB eass granics 100
HPV-18 141 83638 100 116 ; 100

(5976.3; 7883.0)

CERT IR CRRED—REMEHERFRNERAZRE (N
* GMTHH (15~252 %ik/10~ 145 b 40) I 95%CI E <2, i &5
© 10~145 /> 30 515~25 %) 2o s 9 91 1 22 S (R AMO5 9 CL- PR <10%. 4

(3) 914 PIAERT 2 MASIIIAHTR N, »
13928
FHIHPV-070%19~14% T UMK (0. 65 & BFH AT 515725 £t

TR W14 L B 1 B SR KR R RS 14 B &Py 168 F118% 3 K
M E B, S 36 H i X HPV-16 05 47 55 0 3% B #: . X} F HPV-
18, >99.7%MIZHAE HEH36N HUMER MG, 0~14% &l 515058 &
HEXTHPV 163U A118% (I AGMTACTAREL, .39,

R9 T LU2FERS 1525 S 4l 3FER (BEMEHE) KAE 148
R R L (ATP AR

otk 9-14 & 1525 %
s 20 067) 3B 01,6 8)
(ELISA) N GMT*ELU/mL  JuigR¥&Ee " N GMT'ELU/mL  ilni§PH¥E%Es%"
©95% CI) (95% CD (95% CI) (95% CI)
9400.1 100 102345 100
BHPVI6 488 ooias 10020.) ©02100) % (92583, 113136)  (99.0,100)
5909.1 100 5002.6 100
WHPVIB 493 .oy 6338.4) 993,100 382 76 saz3y (99.0,100)

N = BB EMET 5 5152 W ) %
"HEH AN GMT LA (3 YRR 2 MYGERFR) M50 95% CI LEif<.
PIEERAE: MRS EER RIREREF - 2 BRI (it %4048 959% CI _E IR <5%.
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(4 26 % B UL kAot Gty S e o

&z&ﬁ&%iﬁﬁ@ﬁﬁmlnmﬁ%(mwan¢.mﬁﬁﬁﬁﬁﬁ
TS 3MARE 14 AR M. TE5 84 A i) a4, Bl 58 i A PR
e 18 1NH, 99.3%% 95.99 IR L 385 A 14 1 2 B9 9% HEPV-16 FHL HPV-18
U AR S5 B 4 P 3056 ML B (1 2o 1 3R 2 PO REEPRE . 31
TBETESE 7 /N B3 )i {2 ZIRIEWRIE, B 18408 A B FE R A I
RIEZEH 4AH,

R 10 26 B UL LSRR AMSEE (ATP GBERIEARE

B 1] £ N I 3% P 14 28 95 GMT (95% CI)
#IHPV-16 ELISA® (EL.U./ml)
BT Re 376 100 5236.0 (4761.7; 5757.6)
#1214 372 100 1553.1 (1398.0; 1725.4)
H181hH 366 100 989.4 (889.9; 1100.1)
H2UH 362 100 807.7 (724.1; 900.9)
H36 A 348 100 616.5 (552.6; 687.8)
48N H 316 100
#60 A 275 100
H12MA 277 99.6
84 H 275 99.3
#1 HPV-18 ELISA® (EL.U /ml)
v i = 371 100
#12MA 369 99,7
B8N A 359 100
FAUNMA 355 99.4
%361 A 337 99.4 252.9 (223.7; 285.9)
#4871 H 305 99.3 220.8 (193.6; 251.7)
%601 H 268 99.3 174.3 (151.2; 200.8)
B12MH 269 97.0 177.7 (154.1; 204.8)
H84MH 268 95.9 166.2 (143.4; 192.7)

L EﬂsTsﬁu&“ﬁﬁBﬁ?ﬂiﬁbﬂwﬁﬁ%ﬁﬁﬁwﬁw%ﬁ%ﬁﬁ% (N) . BIBRTOISE M T
HPV-165{HPV-18f Fit s,

Y BAME BB R P s (W T HHPV-16HARMPHPY-184504k, %7, 12. 18. 24. 36+ 48, 60
A AR P 340 52 B 0 4 548 BL.U./miA17 ELU./ml) , #572. 84-1 3 i #4704 11 4k 361 532
& FHE 5 514919 EL.U /m1F118 BL.U./ml) .

TMA: BNEIRERE 1ME, BN,

s BNIERRR
ESNHEATI 3 M ISR RE 0% 11,
F 1 BAEEEERIC S
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HPV-039  I/NDABHLNE . 0 BB ORI ) 25 0 605343 18~25% #
M1 EEMRMRAeR,

HPV-058  IIMABEALRUE . X8 e Bt i ik ng . 75081 9~17% 4tk
HPV-069  TIABEALEVE. o HE 4 p 100, 121249 26~45% i

18~45 Eﬁﬁkﬁ%ﬁﬁ'}ﬁﬁ%&%ﬂ@ﬁﬁ%&ﬁﬁ%
1. HPV-16/18 A48 ARS8 R M 45 11

£ HPV-039 FRH, BEEHES 12 48, SrHIFE 18~25 B i A\ B¢

ATP 2SI NBER TVC AT * i) T ai JHES HPV-16/18 HIZE4&% S 1%
H1. BE 12,

R 12 AN 18~25 5 LM IR A

HPV-16/18 ATP X/ N TVC RATAE *
I 5 A fh4 i e 40 1% A XA ¥ %
n/N n/N (95% CI) n/N n/N (95% CI)

CIN2/3 B, 1/2523 8/2534 87.3% 1/2567  9/2587 88.7%
AIS (5.5;99.7) (18.5; 99.7)
CIN1/2/3 8%  1/2523 15/2534 93.3% 2/2567  17/2587 88.1%
AIS (56.2; 99.8) (49.7; 98.7)
6M 2/2523 69/2534 97.1% 5/2567  87/2587 94.3%
PI/CIN1/2/3 (89.1; 99.7) (86.1; 98.2)
B AIS®
12M PI° 1/2428 32/2458 96.9% 3/2518  41/2536 92.6%

' (81.2;99.9) (76.9; 98.5)
6M PI° 2/2483 63/2492 96.8% 4/2551

(88.0; 99.6)

H: nzﬁ{ﬁjﬁ(

TVCRAIARE*: TVCRAARS, 48 HPV MK 5 DNA B fnzts
6M PI/CIN1/2/3 B, AIS® = 6 4~ A #: B AE M SA/2R 1 26 B L b &30 b i Aoy
12M PI° = 12 4™ B ¥4 it

6M PI* = 6/ F R i e

2. 5o PR A A0 4 R

(1) 18~25 % Lt Sy it 45

- HPV-039 #5047 T H146 7% B Ve i 5t HPV-16 F1HT HPV-18 i JLEF
YR (GMT) FmiER R R A MR, 13 13,

15 <)



R 13 18~25 5 LR AMEEE (ATP SRR ARY

i 8 & N At 7 o 4 3 9% GMT (95% CI)
JLHPYV-16 ELISA" (EL.U./ml)
Bl 236 0.0 4.0 (4.0; 4.0)
BINA 236 100.0 6964.3 (6164.3; 7868.2)
B12MH 222 100.0 3451.3 (3055.5; 3898.4)
H2UNH 207 100.0 1253.2 (1120.6; 1401.5) |
36 H 183 100.0 1074.6 (958.0; 1205.4) |
484 A 197 99.0 828.4 (728.4; 942.2) i
HB721MH 160 95.6 678.1 (552.9; 831.5) i
#1 HPV-18 ELISA (EL.U./ml)
BEFP AT 279 0.0 3.5(3.5;3.5)
#I1A 279 99.6 3357.4 (2974.7; 3789.4)
121 A 264 99.6 1318.9 (1166.2; 1491.4) |
BB 250 99.6 711.7 (629.6; 804.6) f
3 H 218 100.0 525.1 (467.2; 590.3) |
W48 H 234 98.7 387.7 (342.6; 438.8)
A 191 95.8 343.7 (291.9; 404.8)

“E:'FI!Tsﬁu&m‘ﬂBﬁéﬁﬁ-&-—&ﬁﬂliﬁﬁﬁﬁw&m%ﬂEﬁﬁ%a:% (N) .

® TR S0 908 R B 0 s i CH T HUHPV-16 UK AISHPV-18HU 4, K307 2 00 0 SR80 40 51 8 EL.U./mi#17 ‘_

EL.U/ml) . |

XFHPV-16, I5HRHE ‘
8 ELU./mbER-FHHRT. 87, 12. 44H

- 19ELU/mBEFF536. 48. 24 H

XFHPV-18, 55{a
TELU/mBEMTEMT. H7. 12, 448
I8 EL.U/mUi& 536, 48. 724-H

16 F13 HPV-18 [ % FHEE R 451125 100%H0 99.4%, 9~17 % 4k 3
18~25 & &t (HPV-039 %) B 2~31%, W% 14.

K 14 9-17 % Lt l5 18-25 B Lotk A K E I (ATP RPN

18-25 H &tk 9-17 S &tk GMT HfE
(HPV-039 /| HPV-058)
95% CI
PR (EL.U/mI) N GMT N GMT  [u{A LL UL |
i HPV-16 244 69962 326 186824 037 0.32 043 |
$L HPV-18 289 33094 338 78824 042 0.36 0.49

GMT = Hifk JL{a-F2 5% i
N=#MEREERTHTHINSREH
95% CI = GMT WL 95%BIRIX (0 (&I H#ESP); LL=FB, UL=_Fi§

(3) 26~45 % L MEM) 5% R P it 1
£ HPV-069 THHH, VItAME RN RE EMARE 748K HPV-

16/



16 FI3L HPV-18 B ILIK FREE 5 43 B4 100%F0 99.5%. 26~45 % 4P 5 HPV-039
B 18~25 # Ltk GMT /K FARAL, 1.3 15.

R 15 26-45 5 Ltk 18-25 H KGR KM B (4 EidE ATP ABE)

18-25 ¥ &t 26-45 Ltk GMT L8
(HPV-039 / HPV-069)
95% CI*
7K F(EL.U/mi) N GMT N GMT  H{ LL UL
i HPV-16 247 70160 345 70004  1.00 0.87 1.16
i HPV-18 299 33340 365 36563 0091 0.78 1.06

GMT = $5 44 JLFT P35 18
N = HFA G G4 R 00 2t
95% Cl = GMT LU A9 95%B 15X 18] (FEM4); LL= TR, UL= LR

(5]

RBHFT 2°C~8°C, BERETREEEN. REGKE, mMREKERN
TS I, ARG 2 LB B o b 7 2E £ 6 /N TLUR R TE €38 L o
B RHAREBEER.

[a3])
AL 0.5 ml BAF AT — W2
BRI . BRI 10K,

[H204]
481 H.

[BATHRHE]
O 25 myEMPRAE:  1S20120047

[ 5]
S EZhHET $120160025
[ EH#ATRFAEAL
Z¥#F: GlaxoSmithKline Biologicals S.A.
yEMHBEE: Rue de I'Institut 89, B-1330 Rixensart, Belgium

[AEr=4k ]
I ZFK: GlaxoSmithKline Biologicals S.A.
A7 Hikk: Parc de la Noire Epine, Rue Fleming 20, Wavre 1300, Belgium

B 3% 0032-2-6568111
1£  H. 0032-2-6568000
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